IH-1000

User Manual




Identification

Identification
IH-1000 User Manual
Version 2.0 - 01/2022
Document: H009142
001000 / 001000RECOND

- BOVGBDUVSFS
M DiaMed GmbH
Pra Rond 23

1785 Cressier FR
Switzerland

Tel.  +41 (0)26 67 45 111
Fax +41 (0)26 67 45 145

web: www.bio-rad.com

REP| #IP-3BE

3 Boulevard Raymond Poincaré
92430 Marnes-la-Coquette
France

Tel.  +33 147 9560 00

$PQZSIHIVU=

The reproduction, even partially, of this document is forbidden. No part may be copied in any form, and
it may not be used, edited nor transmitted by any electronic means (photocopy, photography, magnetic
supports or other recording processes), without the written authorization of Bio-Rad. All rights and
particularly reproduction, translation, edition, distribution and also industrial property and recording are
reserved.

2 | IH-1000



7FSTIPOD)ITUPSZ

|dentification

%PDVNFOUL
TFSTIPO

A4PGUXBSFL
7FSTIPO

%BUF

- PEJGIDBUIPO

aoon
ooon
oo
oo
amo
oo

amo

oo

amo

7000
yuin|

700100
700000

700000

07/2010
03/2011
11/2012
11/2013
03/2015
07/2017

03/2020

01/2021

01/2022

First edition

V3.0 Soft updates

V4.0 Soft and troubleshooting updates

Compliance 61010-1 2010, User level and minor updates
V04.04 Soft updates and minor updates

New layout

Content update according to the software version
Revised:

e the Glossary on page 12;

¢ the procedures of Managing Liquids and Wastes on page 93;
¢ the description of the Options on page 125;

¢ the Maintenance Operations on page 148;

e the list of Examples of Test Execution;

e Barcode Exception Mask Filter Option on page 130;
Added:

e aglossary of abbreviations;

e a procedure for Removing Sample Racks on page 88
Content update according to the software version
Revised:

* the management of the resources used by the instrument and the tests to
be performed;

¢ the flowchart describing a normal test performed by the instrument;
® the criterias of the return of gel cards for 2nd reading;

e the list of troubleshooting.

Added:

® Q3 statement about the limitations to install third-party software in the
computers of the instrument;

e a warning before proceeding to the decontamination procedure.
Revised:

® the section describing the clot detection;

¢ the cleaning and the replacement of the needle.

Added a statement about overvoltages.

Added complementary information about cleaning solution preparation.

User Manual fully revised in accordance to the new European regulation (EU)
2017/746 (IVDR).
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Generalities

$ I BQUFSIOWFSWIFX

This chapter contains basic information on the instrument and the document structure.

1.1 Intended Use

The IH-1000 is a fully automated instrument intended for the ID-System used in immunohematology
testing for ABO blood grouping (forward and reverse), antigen typing, antibody screening, antibody
identification, Direct Antiglobulin Testing (DAT) and compatibility tests in human blood samples.

For in vitro diagnostic use, by trained laboratory personnel. Device for professional user in a laboratory
environment only.

Using the IH-1000 is only permitted in conjunction with the corresponding software or in a configuration
which is authorized by Bio-Rad.

The use of any material other than the one specified in the User Manual (e.g. non-authorized
substances) is forbidden.

The instructions contained in the current User Manual must be adhered to with particular
reference to the safety instructions.

[H-1000 | 11
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Generalities

1.2 Warranty Limitation

Although the instrument and its software have been tested, it is highly recommended to perform a
backup of the computer before any installation and use of the software.

Bio
[ ]

-Rad denies any responsibility in case of:
wrong use of the instrument;
unauthorized modification (willingly or unwillingly);

not complying to the instructions contained in the manuals provided with the instruments and
software;

not complying to the safety instructions contained in the manuals;

damages linked with the use of the instrument, in particular any data loss or any financial loss which
could possibly be attached to the use of the software;

if the instrument is used in a manner not specified by the manufacturer, the protection provided by
the instrument may be impaired.

When the instrument is connected to a host, the user takes the entire responsibility for an error-less
transmission of the results (hardware, software, firmware, etc...) to this system.

*"0ZIXBSSBOUZIXINCFIEFFNFEWPIELGIGBVIVITIGPVOEIUPT I BWFICFFOIDBVTFEICZIN BIUSFBUN FOUI
NITVTFIVOBVU I PSI[FEINBJOUFOBODFIPGITFSWIDFIPSIOFHINHFODFIPGISFHVIBSIN BJOUFOBODFIBOEI
TFSWIDFIIBDDJEFOUBIIEBNBHFIIIODPSSFDUITUPSBHFIPSIVTFIPGIU I FIQSPEVDUTIGPSIPQFSBUIPOTI
PVUTIEFU I FISITQFDIGIFEIINIUBUPOTIIPVUTIEFN I FISITQFDIGIDBUPOTIIDPOUSBSZIUPIU I FIOTUSVDUIPOTI
HIWFOIOVIITINBOVBIL

Each Bio-Rad’s IH-1000 is tested by the manufacturer before shipping.

1.3 Glossary
The following terms, among others, are used in this manual.
(6* Graphical User Interface
*%I$BSE Term which designates the gel card
-/ Local-Area Network
2% Quality Control
6%* Unique Device Identifier
614 Uninterruptible Power Supply
64+# Universal Serial Bus

12 | IH-1000
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Glossary

1FSTPOT

- BOVGBDUVSFS
The manufacturer of the IH-1000 is:

DiaMed GmbH
Pra Rond 23
1785 Cressier FR
Switzerland

OQFSBUPS

The operator is the owner of a IH-1000 when using it as its owner and when transferring it to a third-
party.

1FSTPOOFI

The term “personnel” includes any person who performs any kind of operation with the IH-1000. These
individuals should be qualified in accordance with the manufacturer’s requirement.

S5FD10IDBIIQFSTPOOFI

The term «technical personnel» designates the duly trained persons, who are allowed to perform
specific tasks on the IH-1000.

For instance, an electrician is designated as technical personnel for the activities linked to wiring the
IH-1000 to the electrical network.

1FSTPOOFIIRVBIGIDBUPOT

The personnel qualifications define the minimum requirements which must be met by the authorized
personnel.

- JOPSI*OKVSZ

A Reversible injury that does not require medical treatment.

- PEFSBUF*OKVSZ

A Reversible injury that does require medical treatment.

- BKPSI*OkVSZI

The damage that is irreversible, causes handicap or death.

1SPEVDU

*OTUSVNIFOU
This is the IH-1000 distributed by the manufacturer.

#IP-3BEIBVUIPSI[FEI(FII$BSE

Gel card based on column agglutination technique including a microtube system consumable where
the antigen-antibody binding is fixed in the gel matrix.

OOQIZIHFIIDBSETINBOVGBDUVSFEICZI#IP-3BEINBZICFIVTFENON 1 FLIOTUSVNIFOUI

[H-1000 | 13
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minin
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4ABNQIF

Content of any sample tube.

#IP-3BEIBVUIPSI[FEI3FBHFOU

A consumable substance or compound that is added to a system in order to bring about a chemical
reaction, or is added to see if a reaction occurs. Such a reaction is used to confirm the presence of
another substance.

OOIZISFBHFOUTINBOVGBDUVSFEICZI#IP-3BEINBZICFIVTFENON I FIOTUSVNFOUI

4BNOQIFT - BUFSIBII

*"#OI3 1T5FTWOHL

Centrifuged blood samples are required for tests which involves red cells EDTA is considered an
acceptable anticoagulant for patient and donor samples.

Clotted samples (no anti coagulant in the sample) cannot be used when red cell testing is being
performed.

Clotted, grossly hemolyzed, grossly lipemic or grossly icteric samples may result in inaccurate typing or
increased “not interpretable” results.

Anti-coagulated blood samples can be tested for up to 48 hours after collection. If the samples are not
tested within 24 hours of collection, samples should be stored at 2-8 °C.

The samples must return to room temperature prior to analysis. The use of cold samples may cause
dispensing errors or non-specific reactions.

Prior testing, samples must be centrifuged according to the local Good Laboratory Practices, e.g.
10 minutes at 1500g, to obtain a distinct separation between cells and plasma/serum.
*"OUICPEZI4DSFFOISFTUIOHE

Plasma or serum can be used for the antibody screening, antibody identification and crossmatch test
on the IH-1000. The serum must be in a separate tube without the presence of red cells in the same
tube.

Typographical Conventions
The following styles are used in this manual.

%FTDSIQUIPO
This style, used in conjunction with illustration numbers, is preceded with the corresponding numbers:

&YBNQIF
1 First element.

2 Second element.
3 Etc...

Pernctpamua MU & Poc3gparEapzope
www.nevacert.ru | info@nevacert.ru
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Typographical Conventions

$PNNBOE

Any software command, button, function key, window, icon, option, tab, checkbox, selection box,
article, menu, tool bar, field and section used in this document is represented by a bold font.

&YBNQIF

The EXIT command allows to quit the software.

1SPDFEVSF
Each procedure step to be carried out step-by-step by the user is preceded by a letter.
&YBNOQIF

Open the drawer.
B Put the gel card into position as shown.
C Close the drawer.
1SPDFEVSFI3FTVIU
A procedure result is shown by the following symbol T .
&YBNQIF
A Click on the Parameters button.

T 5IFIQBSBNFUFSITDSFFOLTIEITQIBZFED
BSPTTI3FGFSFODF

This style helps the user to find complementary information linked to the current subject.

&YBNQIF

See chapter Cross Reference on page 15.

=JTUIPGI*UFNT
This style is used in order to display a list of elements.

&YBNQIF!
e jtem1;
e jtem 2;
* jtem 3.

IH-1000 |
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0o

0roiomo

0roiomo
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SSPVCIFT 1 PPUIOH

The complete description along with the error code, the description and the corrective actions as
follows:

&SSPSIDPEF &SSPSIEFTDSIQUPO $PSSFDUWFIBDUIPOT

*NBHFT
Versions on screen shots do not necessarily correspond with the current version of software.

8BS0IOH
The following styles are used in this manual.

Content of software screens and buttons remain in English printed in bold italic type and are followed
by their translation in brackets (e.g. click the VALIDATE button to confirm).

8BS0JOH

SPIEFTIHOBUFI

BONNJOFOUBBOEIEBOHFSPVTITIUVBUWPOIX 1D 11IIOPUIBWPIEFEIINBZNFBENPINBKPSIOVSZIPGU 1 FI
VTFS]
PSIBIQPUFOUWBIZIEBOHFSPVTITIVBWPOIX 1ID 1THGIOPUIBWPIEFEIINBZIIFBEPI

t NPEFSBUFNOKVSZIPCIVTFSIPSIIOW I FIUF TUTICFIOHGBITFI
t JOKVSZIPCIVTFSIPSIIONQPSUBOUIEFIBZIOIEFWWFSZIPGIU I FIUF TUISFTVAIUTE

/PUF

Indicates:
e a preferred procedure or recommended use,

e ageneral or informative remark.



Safety and Handling

$ IBQUFSIDPOUFOUT

This chapter sets out safety instructions to ensure safe and trouble-free operation of the IH-1000 and
its associated softwares. It also describes the handling and storage conditions.

2.1 Introduction

minin 1SIODIQIFT
#FGPSFIDBSSZIOHIPVUIBOZIPQFSBUPOIX I BUTPFWFSIPOW I FI*) -0000IIVITUNQFSBUWFIUPISFBEV 1JT]
DIBQUFSIBOEGVIIZIVOEFSTUBOEMU!

In case of any doubt, consult your Bio-Rad representative.

0o *NQPSUBODFIPGUI FI4BGFUZI*OTUSVDUIPOT

"IN T FITBGFUZIIOTUSYDUWPOTHOW NTI6TFSI - BOVBIIBOEIPOU I FIJOTUSVN FOUINVTUICFIDP N QIFEL
XU 1DOIPSEFSIUPIQSFWFOUZBDDIEFOUTIUPIQFSTPOTIIEBNBHFIUPIFRVIQNFOUIPSIQPIVUIPOIPGIU I FI
FOWISPONFOUL

In a similar manner, the legal bylaws and the recognized technical rules which apply in the country of
use of the IH-1000 must be adhered to.

If during the use of this device or as a result of its use, a serious incident occurs, please report it to
Bio-Rad Laboratories and/or its authorized representative and to your national Competent Authority.

[H-1000 | 17
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minin %ITSFHBSEJIOHU 1 FI4BGFUZI3VIFT

Disregarding the safety rules, as well as existing legal and technical regulations, may lead to accidents,
property damages or environmental pollution.

%JTSFHBSEJOHIUI FIIOTUSVDUWPOTIGPSIVTFIHIWFOICZIU I FINBOVGBDUVSFSINBZISFEVDFU I FOIFWFIZPGI
QSPUFDUWPOIPGFSFEICZIUI FIIOTUSVNFOUL

2.2 Environmental Conditions

51F¥)-0000INBZIPOIZICFIVTFENOEPPSTIBOEIOFWFSIIONU I FIJN N FEIBUFIWIDIONZIPGIQBUIFOUTE

5 1 FIFIFDUSIDBIITB6FUZIPGIU I F1*) -0000WTIHVBSBOUFFEIPONZIGIU I FIFIFDUSIDBIOTUBIBUIPOIPGIU I FI
CVIIEJOHIDPNQIFTIXU 1IOBWPOBIISFHVIBUIPOTIBQQIDBCIFIUPICVIIEIOHTIGPSIN FEIDBIIQVSQPTFTL
PSIBCPSBUPSIFTIBOELGIU 1ITHOTUBNIBUIPOLTIGVODUIPOIOHIQFSGFDUIZ

51F*)-0000INBZIOPUICFIVTFENOIQSFNITFTITVCKFDUUPISITLTIPGIGISFIPSIFY QIP TIPOL

*"TI6PSIBOZIPU I FSIFIFDUSIDBIEFWIDFIV I FI*) -0000INBZIOPUICFIIPDBUFEIOFBSIBIXBUFSIUBQ!
%PIOPUBIPXBOZMRVIEPIQFOFUSBUFOTIEF I FII PVTIOHIPCIBOZNOTUSV N FOU*OIDBTFIPCIN BfPSI
TQMBHFTIPCINRVIENOTIEFIBOZIIOTUSV N FOUIIQSPDFFENN N FEIBUFIZIBTIGPIIP XTI

il 4 XD 1IPGEIU I FI¥) -0000IBUN I FIQPXFSITXIUDI T
#l %JTDPOOFDUV I FIQIVHL

$! %SZU1 FIJOTUSVNFOUI

%l S$IFBOIBOEIEFDPOUBNJOBUFIU I FLIOTUSVNFOUL
&l $ 1 FDLIBIIFIFDUSIDBIGVODUWPOTI

4FFID I1BQUFSI%FDPOUBNJOBUPOIPOIQBHF OO

For more information, contact your representative.

S51F*)-0000INVTUICFILFQUIBXBZIGSPNIQPUFOUWBIITPVSDFTIPCOUFSGFSFODFL

51F*) -0000INBZIOPUICFIFYQPTFEUPIEISFDUITVOIWH VI FBUIIEVTUIPSIFYDFTTIWFI I VNUENZIIVTF]
POIZIOIBIDIFBONBCPSBUPSZIFOWISPONFOUI

S1FIOTUSYNFOUINVTUIOPUCFIIPDBUFEIOFBSITPVSDFTIPGI1JH 1 IFIFDUSPN BHOFUDISBEIBUIPOIX 1D T
NBZIOUFSGFSFIXIU 1IQSPQFSIPQFSBUIPQL

SIFIVTFIPCU I FIOTUSVNFOULOIBIESZIFOWISPONFOUIFTQFDIBIIZIIGITZOU I FUIDINBUFSIBITIBSF!
QSFTFOUIIDIPUI FTIITZOU I FUDIDBSQFUTIIFUDIIINBZIDBVTFIFIFDUSPTUBUWDIEITD 1 BSHFTIBOENIFBEIUPT
GBITFISFTVIUTL

Assess the electromagnetic environment of the site in which the IH-1000 is located before
switching it on.

| IH-1000

Perncrpamusa MH B PocagpaBramzope
www.nevacert.ru | info@nevacert.ru



General Safety Instructions and Signs

5 1JTHOTUSVNFOUI I BTICFFOWFTUFEIBOEIGPVOEIUPIDPNQIZIXU 1U I FIINIUTICPSIBISIBT TIAIEIHIUBIL
EFWIDFIIQVSTVBOUUPIQBSUICOIPCIU I FI* $BISVIFTIIS I FTFINNIUTIBSFIEFTIHOFEIUPIQSPWIEFT
SFBTPOBCIFIQSPUFDUPOIBHBIOTUI I BSNGVILIOUFS6FSFODFIIOIBISF TIEFOUIBILIOTUBIIBUIPOIIS 1TE
JOTUSVNFOUIHFOFSBUFTIIVTFTIBOEIDBOISBEIBUFISBEIPIGSFRVFODZIFOFSHZIBOEINIOPULIOTUBIIFEL
BOEIVTFENOIBDDPSEBODFIXU U IFLOTUSVDUWPOIINBZIDBVTFI I BSNGVILIOUFS6FSFODFIUPISBEIPI
DPNMNVOIDBUPOTILIS I FSFIITIOPIHVBSBOUFFU I BULIOUFSFSFODFIXINIOPUIPDDVSIIOIBIQBSUIDVIBSI
JOTUBWBUPOI*6IU LTHOTUSVNFOUIEPFTIDBVTFI I BSNGVIIOUFSCFSFODFIUPISBEIPIPSIUFIFWITIPOL
SFDFQUPOIX 11D I1IDBOICFIEFUFSNIOFEICZIUVOJOHIU I FIIOTUSVNFOUIPGGIBOEIPOIU I FIVTFSITL
FODPVSBHFEUPIUSZIUPIDPSSFDULIOUFS6FSFODFICZIPOFIPSINPSFIPGIU I FIGPIPXIOHINFBTVSFTL

il 3FPSIFOUIPSISFIPDBUFU I FISFDFIWJOHIBOUFOOB!
#]] *ODSFBTFI I FITFQBSBUWPOICFUXFFOW I FIOTUSVNFOUIBOEISFDFIWFS

$l $POOFDUL I F1IOTUSV N FOULIOUPIBOIPVUIFUIPOIDISDVIUIEIGGFSFOUIGSPNIU I BUUPEX HID I VI FD
SFDFIWFSWTIDPOOFDUFEL

%! SPOTVIVIU I FIEFBIFSIPSIBOIFYQFSIFODFEISBEIPIS 7IUFD 10JDIBOIGPSI I FIQL
This class (B) digital apparatus complies with Canadian ICES-008.

The instrument is designed to be safe when temporary overvoltages that may occur between the
line conductor and earth in electrical installations.

$1BOHFTIPSINPEJGIDBUPOTIOPUIFYQSFTTIZIBQQSPWFEICZIU I FIQBSUZISFTQPOTICIFIGPS]
DPNQIBODFIDPVIEIWPIEL I FIVTFShTIBVU I PSWZIUPIPQFSBUFIU 1 FLIOTUSVNIFOUI

2.3 General Safety Instructions and Signs

EXPLOSION

S51F¥)-00000TIOPUIFYQIPTIPOISFTITUBOUI4QBSLTINBZIDBVTFIBIGISFIPSIBOIFYQIP TIPOII%PIOPUL
JOTUBNIIV I FI*) -0000NOW I FIWIDIOWNZIPGLIOGBN N BCIFIPSIFYQIP TIWFIQSPEVDUTI

%PIOPUIVTFIGIBNNBCIFIFYQIPTIWFIPSID 1 FNJDBINZISFBDUWFINBUFSIBITIEVSIOHIU I FI
DFOUSIGVHBUIPOIX U I ITVGGIDIFOUIGPSDFIUPIDBVTFIBIEBOHFS!

INFECTION
&BD IIXFIIPOIFBD 1 THFIIDBSEIDBOIDPOUBIOIVQIUPIDOUITNIPCICIPPEITBN QIFITPIVUIPOI

5 1FSFITIBISITLIPGIOGFDUIPOIGSPNITLIOIDPOUBDUIX U I ICIPPEL" IXBZTIX FBSIQSPUFDUWFIHIPWFTT
X1 FOIXPSLIOHINOIBDDPSEBODFIXU INBCPSBUPSZITBGFUZISFHVIBUPOTI

CONTACT WITH WATER

S51F*)-00000TIOPUIQSPUFDUFEIBHBIOTUIXBUFSIQFOFUSBUWPOTIISBUFSIQFOFUSBUOHIU T FI
JOTUSVNFOUINBZIDBVTFIBOIFIFDUSIDBIIEITD I BSHFI

%PIOPULNOTUBINIV I FI*) -0000WOW I FIWIDIONUZIPGIX BUFSIPS1IOIBOZIQIBDFIX 1 FSFIBISITLIPGIXBUFS]
QFOFUSBUPONTIQPTTICIFL
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Safety and Handling

3FQBISIBOEITFSWIDFIPQFSBUPOTINVTUIPOIZICFIQFStPSNFEICZIBIRVBIGFEITFSWIDFIFOHIOFFS]
BQQPIOUFEICZIUI FINBOVGBDUVSFY

5BLF1OUPIBDDPVOUIBII I FIXBSOJOHTIBOELGPHIP XIBIOTUSVDWPOTIQSPWIEFEIPOW I FI*) -0000IBOE]
JOWTFIEPDVNFOUBUWPOL

51F*)-0000INBZIPOIZICFIDPOOFDUFEIUPIU I FIFIFDUSIDBIIQP X FSITPVSDFTITQFDIGIFEL
HITIUNQFSBUWFIUPIVTFU I FIWRVIETITQFDIGIFENON I FINBOVBIUPIDIFBOWN I FI*) -0000ISPIVTFIBL
EJGFSFOUINRVIEIIDPOTVIUU I FINBOVGBDUVSFSIBOEIBTLIGPSI HITIBQQSPWBIL
S51FIVTFIPCINBUFSIBITIPUIFSIUIBOU I PTFIEFGOFELON I FIVTFSITINBOVBIIIVOBVU I PSI[FE!
IB[BSEPVTITVCTUBODFTITVD IIBTIOGIBNNBCIFIIFYQIPTIWFIPSID I FNJDBIIZIVOTUBCIFI
TVCTUBODFTINTIGPSCIEEFOII" *0Z1I06SIOHFNFOUIPGIU HITISVIFIXMICFIDPOTIEFSFEICZIV I FI
NBOVGBDUVSFSIBTIHVINZIOFHIWHFODFL

/FWFSIBUWFNQUIUPIVTFITQBSFIQBSUTIPU T FSIU I BOW I PTFITVQQWFEICZIU I FINBOVGBDUVSFY

S51FIOTUSVNFOUINBZIPOIZICFIQIBDFEIPOIBIGIBUITVS:BDFIDBQBCIFIPCICFBSIOHLUTIXFIH U
%PIOPUIQIBDFIBOZU1JOHIBCPWFIUI FI*) -0000IBTIVHITINBZI 1 BNQFSIU I FIVTFIPGIU 1 FJOTUSVNFOU
5 NTIBITPIBWPIETIBOZIPCKFDUIGBIINOHIPOU I FLIOTUSVNFOUI

S51F*) -0000INVTUICFIPDBUFEIOFBSCZIBINVSBIIFIFDUSIDBIITPDLFUVPIBWPIEIVTIOHIBOIFYUFOTIPQ!
QPXFSIDPSELD

51FF*) -0000INVTUICFIPDBUFENCITVD 1IBINBOOFSU I BUIPQFSBWOHIU I FISIEITDPOOFDUIOHIEFWIDFTI
WIFIO/CO " *[TXJUD I1IBOEW I FITFQBSBCIFIQIVHIPEU I FIQPXFSITVQQIZIDPSEINTIQPTTICHFIBUIBINC
WNFTI*OU I FINBUWFSIDBTFIV I FITPDLFUIPVUFUINVTUICFIQIBDFEIOFBSIUI FIOTUSVNFOUIBOEINVTUL
CFIFBTIZIBDDFTTICIFICZIVI FIPQFSBUPY

&OTVSFUIBUU I FIWFOUNBUIPOIBSPVOEN I F*) -0000NTITVGIDIFOUNPIBWPIEIBOZIFYDFT TIWFI 1 FBUJOHL
X 1D 1INBZIDBVTFINBIGVODUWPOTIBOEIPSIGBANVSFIPGIU I FIOTUSVNFOUII" ITQBDFIPCIDIIN NIBIN
BSPVOE 1 FIJOTUSVNFOUINVTUICFINFGUIDIFBSIPGIBOZIPCTUBDIFT

60U 1FOTUSVNFOUIOFFETIUPICFINPWFENQIFBTFIDPOUBDUIZPVSITFSWIDFIFOHIOFFS]

HIXBZTITUPQIUI F*) -0000IXN IV FI4) 65%0 8 /16VODUPOIL/ FWFSIVTFU I FIHFOFSBIIQPXFS]
TXUD1IIFYDFQUUOIDBTFIPGIBOIFNFSHFODZT

S51F*)-0000INBZIPOIZICFIPQFSBUFEIXU 1IUI FITPGUXBSFITVQQIWFEIBOEIXWI U I FIBDDFTTPSIFTL
BQQSPWFEICZIU1 FINBOVGBDUVSFSIIFYBNQIFIIFYUFSOBIICBSDPEFISFBEFSI

/FWFSIDPOOFDUBIGA#IEFWIDFI64#ILFZIDBNFSBY [UP*) -0000IXU I PVUIQSFWIPVTIZITDBOOIOH!
XU IIBOIVQEBUFEIBOUWISVT!

S51FF) -00000TIEFIWFSFEDXU T PVUIBOIBOUMISVTIS I FIVT FIPGIBOIBOUMWISVTITISFDPN NFOEFEIBOE!
TIPVIEISFHVIBSIZICFIVQEBUFELS LITHOTUBIBWPOLT I PVIEICFIEPOFIPOICPUI 1A T " TLIZPVSIPDBIL
EJTUSICVUPY

- BLFITVSFIUI BUU I FI-*40TIFRVIQQFEDXU 1V I FIOFDFTTBSZIQSPUFDUPOIUPIFOTVSFIOPIWISVTIOPST
BDDFTTUTIUSBOT NUWFEIUPIVIFI*) -00000

- BLFITVSFIU 1 BUIOPIBVUPNBUIDITPGUXBSFIVQEBUFLTIBDUWWBUFEIPOU I FIOTUSVN FOUIDPNQVUFS]
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General Safety Instructions and Signs

HITINQFSBUWFIUPIPCUBIOU I FINBOVGBDUVSFSIBQQSPWBIICFGPSFIVTIOHU I FI*) -000010!
DPNCIJOBUIPOIXWIIPUI FSIEFWIDFTL

0o 4JHOT

The following signs can be found on the IH-1000. Associated dangers are explained in the table.

Appropriate safety instructions for specific situations are described along this manual. For each
specific procedure, read carefully the complete chapter.

In case of malfunction or any other technical incident for which a remedy has not been described
in the User Manual, please contact the manufacturer immediately.

4JHO %FTDSIQUIPO &YQIBOBUPO

S$BVUWPOIIDPOTVIUL =
BDDPNQBOZIOHIEPDVNFOUT

#IPIPHIDBIIIB[BSE Y/ " &$50/

All blood samples should be considered potentially infectious. Contact with
skin/mucous membranes must be avoided.

Always wear protective gloves when working with gel cards, sample tubes,
waste bin and with any instrument, in accordance with laboratory safety
regulations.

All biological waste must be handled and treated by the user before disposal
in accordance with local procedures and directives.

)JHIIWPIWBHFIEBOHFS &-&$530%$65'0/

During maintenance work, use extreme caution at all times when the IH-1000
is powered and uncovered; the instrument must not be left unmonitored.

Avoid using non-isolated metallic parts to work inside the instrument such as
screwdrivers.

-BTFSICFBNIEBOHFS $-""44100-""4&311011&3 - "' /&/51&: &4* ()5 /+63:
e Never look directly into the barcode reader laser beam.
e Never modify, open or remove any protections of the laser beam.
e Never interrupt the laser beam with a reflecting object.
Most metals reflect the laser beam.
1JOD 1JOHIEBOHFS 1*/$)110*/50)*";""3%
Keep hands clear during operation.

>

#VSOJOHIEBOHFS )05463"""$&
Contact may cause burns. Do not touch.

&IFDUSPTUBUIDIT IPDLIEBOHFS =

APl

*SSIUBOUIQSPEVDU *33*5"'5*/
Avoid contact with skin and eyes.
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Safety and Handling

4JHO %FTDSIQUIPO &YQIBOBUIPO
$PSSPTIWFIQSPEVDU $03304*7&
Causes severe burns.
Avoid contact with skin and eyes.
%PIOPUITQSBZ Do not spray the surface with compressed air or water as this may cause
@ damage.
@ - BIOITXJDI Power ON
O - BJOITXJDI Power OFF
@ 1SPUFDWWFIFBSUIJOH -

minin 1BDLBHIOHI4JHOT

%FTDSIQUPO

Fragile, handle with care.

IN
N
—@l :
o
3

N

Keep dry.

N
N
N

)

Keep upright.

Maximum and minimum humidity rate.

Maximum and minimum temperature.

Do not stock another IH-1000 on top of the first one.

_JEkis - '\@ |=:
S
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Instrument Overview

$ I BQUFSIOWFSWIFX

This chapter is a general presentation of the instrument.

3.1 Introduction

The IH-1000 automated analyzer allows to launch different kinds of tests within seconds. A large
number of tests can be processed simultaneously. Multiple tests can be performed without any special
interaction from the operator.

Several high-definition cameras allow to get clear pictures and precise tracing of information during the
whole process.

The IH-1000 software allows to monitor on-going tests and resources status.

An external Data Management software (IH-Com) is required to create test request and to analyze
results.

Read carefully the User Manual of the IH-Com Data Management Software.

IH-1000 | 23
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Instrument Overview

3.2 Instrument Overview

0o "SPOUI7IFX

["JHVSFIDI IH-1000 - Front view opened

Right front door: gel cards waste

Left front door: Liquids containers

Gel cards storage drawer

Samples and reagents loading area
Pipetting area, protected by a window
Computer power button

Instrument Power Switch

0 N O O A N =

Touch-screen

©

Keyboard

e
o

Barcode reader

-
-

Samples preparation table
UPS and batteries

e
N
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Instrument Overview

minin 1JQFUWOHI"*SFB

Y TR
e N
7, ik
4 |

97, S IR

["JHVSFIOI IH-1000 - Front view - Pipetting area

1
2
3
4
5
6

Flux compensator
Left pipettor
Transport arm
Right pipettor
Washing module

Localization module
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Instrument Overview

minin 3FBSI7IFX

OOIZIBITFSWIDFIFOHIOFFSITIBINP X FEIUPIPQFOIU I FICBDLIEPPSTI

["JHVSFIO! IH-1000 - Rear view opened

Gel cards piercing module
Centrifuges (12 gel cards)
Automate computer
Master computer
Connecting panel

Power supply

Reading module
Incubator at 37°C

0 N O 00 A N =
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Instrument Overview

minin $PNQVUFSISPOOFDUJOHI1BOFI
OOIZIBITFSWIDFIFOHIOFFSITIBINP X FEIUPIPQFOIU I FICBDLIEPPSTI

On all other connection (USB, RS232, screen, LAN), connect only safety Extra Low Voltage

devices.
*'650 . "'5&I$POOFDUPOT )
1 WIRELESS[(USB connection): To connect an AUTOMATE 3
external Wi-Fi device on the computer WIRELESS KEYBOARD MOUSE  UPS
o o [0}
(Automate) | [T |
2 KEYBOARDI(USB connection): To connect an == el
additional keyboard to manage the computer @ @ @
(Automate)
OPTION SCREEN
3 MOUSE[(USB connection): To connect an o =
additional mouse to manage the computer A (-O\\
(Automate) @
. =7
4 UPSI(USB connection): To connect the UPS o o
5 OPTION[(USB connection): To connect optional i
USB devices on the computer (Automate) WIRBLESS PHINITER IAN  RS282

6 SCREEN: To connect another screen on the O 4
computer (Automate) ] ﬂ
Do not touch or change the connections on the @

automated PC.

- ""45&31$POOFDUPOT
7 WIRELESS[(USB connection): To connect an
external Wi-Fi device on the computer (Master)

8 PRINTERI(USB connection): To connect a
printer to the computer (Master)

9 LANI(Ethernet cable): To connect the LAN < )
network cable

10 RS232((Serial port): To connect the RS232
communication cable

I"JHVSFIOl Computer connecting panel

The IP address used by the IH-1000 to transmit between the R2 Master PC and the D2
Automate are defined as follows:

e R2 Master PC IP address: 192.168.0.1
e D2 Automate IP address: 192.168.0.2
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Instrument Overview

Qoooo $PNQVUFSI1SPUFDUIPO
An application has been implemented to protect the computer.

It prevents any software installation from an external drive or local drive when logged in as Standard
user. The installation of software such as Microsoft Office will be blocked.

An Administrator user level allows the installation of any software but the software must be copied on
the desktop to be able to launch it.

A new component installation may require a patch to update the authorized application deployment.

At the end of the installation, the Field Service Engineer must inform the customer about the
cybersecurity risks. He must define with the customer a new access login and password to forbid the
free access to the computer.
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Technical Data

3.3 Technical Data

0o 1FSGPSNBODFT

S51SPVHIQW Depending on the profile up to 120 gel cards per hour
-PBEIDBQBDIZ e Up to 180 sample tubes;

e up to 28 reagent vials;

e up to 240 gel cards;

e 2x5L container for system liquid;

e 2x5L container for liquid waste;

e 1x5L container for cleaning liquid;

e 320 gel cards capacity waste bin

*EFOUJGIDBUIPO Full positive identification (by barcode) of primary sample tubes, reagent vials, diluent products
and gel cards including lot number and expiry date control

minin $PNNFSDIBI*O6PSNBUWPO

OSEFSIOVNCFS 001000

0o %INFOTIPOTIPGI*OTUSVNFOU

8SIEVITD 1229mm (without screen holder)
SIEVITD 1730mm (with screen holder)
JFHIU 1691mm

%FQUI 823mm

8FHIU 540Kg

0o &IFDUSIDBI%BUB

1PXFSITVQQIZ Connection on a standard system (presence of normal overvoltage)
7PIBHF 100/240VAC

" SFRVFODZ 50/60Hz

1PXFS 1350VA

) FBUIFNITTIPO 720W

The IH-1000 earthing protection is via the power cord therefore the mains supply used must be
connected to a protective earth.

SI1FIOTUSVNFOUINVTUICFIQPXFSFEICZIBOIFBSUI FEINBIOTIQPXFSITVQQIZ

S51FIQPXFSIDPSEINVTUICFISFQIBDFEICZIBIQPXFSIDPSELX 1D 1ITHOIBDDPSEBODFIXJU I IPDBIL
SFHVIBUWPOTII7PIUBHFISVSSFOUITQFDIGIDBWPOTIBSFIOCOO 7000 IPSI00O 7000 "]

0o &OWISPONFOUBII$SPOEIIPOT

OQFSBUWOHIUFNQFSBUVSF +15°C to 27°C

4JPSBHFIOWUSBOTQPSUIUFNQFSBUVSF -20°C to +55°C

SFIBUWFITVNIENZIOPIDPOEFOTIOH 5 to 80% rh (storage, transport and operating)

- BYINVNISHIBUWFITVNIENZ 80% for temperature up to 31°C, decreasing linearly to 50% at
40°C.

1PXFSIGIVDUVBUIPO +/-10%

5SBOTIFOVIPWFSWPIUBHF Category |l

“"IVUWVEFINBY 2000m

[H-1000 | 29




Instrument Overview

30

minin

0o

IH-1000

&NITTIPOT
/PITE 75dB(A) max
1PHIVUPOIIFWFI 2

*EFOUIGIDBUIPOLLIBUF

Please copy the following information from the
identification plate in the fields below.

Type (instrum

ent)

Serial number (SN)

H-1000
100-240 VAC

REF| 001000 240 VAC
SN XXXXXXXX Max. 1350 VA

DiaMed GmbH
Pra Rond 23, 1785 Cressier FR
Switzerland
ﬁ
€M -8
FXAA

(OL)XXXXXXXKXXXXXX
(11)XXXXXX
(21)XXXXXXXX

XXXXXXX X

This class (B) digital apparatus complies with Canadian ICES-003

I"JHVSFIOD Identification plate

4JHO

%FTDSIQUPO

Manufacturer reference (order number)
Serial number

Manufacturer

Date of manufacture (yyyy-mm)

CE Mark
See chapter CE Compliance on page 180.
In Vitro Diagnostic medical device

See documentation

WEEE mark
See chapter CE Compliance on page 180.

Curtis-Straus marking - Canadian & US

2D barcode (SN + UDI-DI)
UDI = Unique Device Identification (GTIN-14)
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Theory of Operations

3.4 Theory of Operations

0o 3FBDUPOI1SPDFTT

The ID-System is based on a process concerned with the determination of antigen-antibody
complexes. The agglomerated particles are separated from non-agglomerated particles by the means
of an inner gel. The gel cards used contain 6 microtubes.

The reaction occurs on the gel-filled microtubes. The gel contains specific antibodies or reactives in
accordance with the desired reaction.

After adding the sample to test, it is possible to visually observe in the gel column the separation
between the agglomerated and non-agglomerated hematies after a centrifugation. Depending on the
intensity of the reaction, hematies penetrate the gel to a different extend. It is thus possible to classify
the reaction into 5 steps: ++++, +++, ++, +, -.

Oion SFTU*OUFSQSFUBUPOIBOELI3FTVIU

The camera interprets the result of the reaction in the corresponding gel card. The camera image is
divided into search windows. The search windows are then analyzed.

Search windows are divided into 5 zones: the lower part for a negative result, the upper part for the
positive ++++ results and three intermediate zones for the +, ++, and +++ results.

A computer algorithm then analyses the image and determines the reaction result for each microtube
(refer to the IH-Com User Manual for detailed information on reaction results):

3FBDUPOISFTVIU %FTDSIQUPO
0noomooomooon Positive (in 4 steps)
0 Negative

No result interpretation possible
Check result manually during validation

-R Liquid distribution problem
EQ Double population
X* Doubtful result / Gel not clear.

Please check manually for foreign particles

X3 Nonhomogeneous area above the pellet (red cells or foreign bodies)
Please check manually

X1 Check surface of the pellet

X%] No clear cell pellet. Please check manually

< Well not used for the test

= No liquid distribution detected in the well

8 Well not found for interpretation
&l No reaction available in the well
& No liquid above the gel

A test result is based on the results of the corresponding microtubes. That result must then be
validated by the user on the basis of the digital image provided. Manual corrections are marked with an
asterisk “*”.
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Instrument Overview

3.5 Process Flow

Depending on the process, the pipettor will take suitable quantities of sample, diluent and reagent. It
will then supply them to the appropriate gel cards. The sampling needle is then automatically sent to
the washing module.

1 As soon as the drawer is closed, the transport arm detects the kind of gel card loaded in each
tray.

2 The samples, diluents and reagents are identified by the identification module as soon as the
racks are loaded. The transport arm carries them into the pipetting area after identification.

3 The transport arm brings the gel cards to the piercing module, then to the pipetting area.

4 The pipettor aspirates the sample, the diluent and the reagent, and then supplies it in the
appropriate gel card.

5 If necessary, the transport arm brings the gel card to the 37°C incubator.

6 The transport arm puts the gel card into an available centrifuge. If necessary, counterweighting

gel cards are loaded; the number of gel cards in the centrifuge must be even.
7 The transport arm takes the centrifuged gel card into the reading module.
The camera reads the result.

9 The gel card is put in the gel cards waste bin.

3.6 Features

minin "VII1LPTIWWF*EFOUGIDBUWPO

The IH-1000 automatically identifies the resources required by reading the barcodes of the elements
inside the instrument and compares them with the ones needed by the selected test program.

It also checks the lot number and the expiry date of the devices used in the system.

0o -JRVIEI-FWFI%FUFDUWPO

The IH-1000 is designed to permanently check the availability of reagent, diluent and solutions in order
to avoid any failure.

Level detection is disabled for any tube with Low volume segment blood (racks of type 4 -

Barcode 04 or 14).
See chapter Using Low Volume Segment Blood on page 66.

It also checks and prompts the user when the waste container is full.
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Features

Oioo $IPV%FUFDUIPO

To prevent any obstruction of the fluid circuit by red cells or serum during the pipetting process, the
IH-1000 is able to detect the presence of a blood or serum clot by means of a sensor.

51FSFITIOPIDIPUVIEFUFDUIPOIBWBIBCIFIXU I ITNBIENVWPOTIOOO [

This detection is also performed in case of using whole blood and not only concentrated red
cells.

We strongly recommend to only use anticoagulated samples and to not use samples that are
older than 48 hours.

See chapter Clot Detection on page 123.

minin 1SINJOHIBOEIXBT JOHW I FI*IVIEISISDVIU

The IH-1000 allows several operations on liquids. The wash function enables to clean internally and
externally the dispensing needles and to prime the fluid circuit.
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Software Overview

$ I BQUFSIOWFSWIFX

This chapter introduces the IH-1000 control software.

4.1 Software Overview
The IH-1000 software allows to monitor on-going tests and resources status in the instrument.

External Data Management software is required to analyze results.

Read carefully the User Manual of the IH-Com Data Management software.
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Software Overview

4.2 IH-1000 Software Main Screen

The main screen allows to access most of the instrument functions.

; DATA
SCREEN ‘éwu 4| MANAGEMENT, | (B

SAMPLE | REAGENT AREA

123 4567 8 9 R RZ R R 0111213 14151617 18

()

INFORMATIONS

17:56
| Pvstrument state; Initaliz ation

1756
User "user” connected to RUNIHCS

17:56
Instriment i)
17:46

User ™ col 1o RUNIHCOME}

4 >

Q SEARCH :

MISSING

RESOURCES

["JHVSFIOI Main screen

Header strip on page 37

Current operation area

Interactive Instrument Image on page 38
Footer Strip on page 40

Search Area on page 38

o O A~ ON =

Traceability Area on page 39
Samples and Reagents Loading Area on page 40

The header and footer strips (1) and (4) are always visible and give access to the options available,
depending on the current operation.

The current operation area (2) will display the detailed information.
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0rooomo

0o0nono

0roiomo

0rooomm

) FBEFSITUSIQ

IH-1000 Software Main Screen

The header strip has three buttons and displays miscellaneous information. It is identical on all software

screens.

IH-1000

User: System status ;
THM

DATA P Ready
4| MANAGEMENT , | [BGEAEEI0N G 0S5 | Vhino

["JHVSFIOl Header strip

-BTUI4DSFFOIPS! - BIOI4DSFFOI#VUPO

On any screen, MAIN SCREEN button allows to go back to the main screen.

consulted.

- On the main screen, LAST SCREEN button is displayed instead. It allows to go back to the last screen
 LAST

<

SCREEN

- FOVI#VWPO

The MENU button gives access to the MENU screen with the following functions:

OPTIONS (See chapter Options on page 125.)

MAINTENANCE (See chapter Maintenance Screen on page 146.)
AUTHORIZED MAINTENANCE (See chapter User Level Screen on page 147.)
EXIT (See chapter Exiting the Software on page 48.)

STOP ALL (See chapter Stop All of the Instrument on page 49.)

SHUTDOWN (See chapter Shutdown of the Instrument on page 49.)

%BUBI - BOBHFNFOU

Button to switch to Data Management software (IH-Com).
See IH-Com Data Management User Manual.

- JTDFIIBOFPVTI*OGPSNBUIPOI"*SFB

Status screen showing system date and time, system status, software version and logged

in user.
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00000 *OUFSBDUWFI*OTUSVNFOUI*NBHF

The instrument image is divided into 5 areas. Clicking on each area gives access to specific
functionalities and information.

Areas become red in case of errors. See chapter Errors on page 42.

["JHVSFIO! Interactive instrument image

1 COMPONENTS AREA

4FFIDIBQUFSIS$ I FDLIOHISPNQPOFOUTI4UBUIVTIPOIQBHF 0OOI
2 LIQUIDS / WASTE AREA

4FFIDIBQUFSI - BOBHIOHI-RVIETIBOEISBTUFTIPOIQBHF O
3 PIPETTING AREA

AFFID1BQUFSIS I FDLIOHILIQFUUIOHI"*SFBI4UBUVTIPOIQBHF 000!
4 SAMPLE / REAGENT AREA

4FFIDIBQUFS] - BOBHIOHI4BNQIFTIBOEI3FBHFOUTIPOIQBHF UL
5 GEL CARDS STORAGE DRAWER

AFFIDIBQUFS] - BOBHIOHI (FI$BSETIPOIQBHF O

0o 4FBSDI*"SFB

Specific test related to a sample can be found by inputting sample barcode.
Sample barcode can be typed with the keyboard or scanned with the barcode reader.

Only functional for loaded samples.
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goonm SSBDFBCIWZI"*SFB
A

Click INFORMATIONS from the main screen to access the LOG LIST screen.
This screen allows to:

e display the traces in detail;
e filter by Level;

e to print the last 2 pages of traces.

LOG LIST

(~ I Remacks [~ 28 User actians

= Date f Time Code  Action Resources 2
0082015 1441 01 Authorizad with login - USER | level 2 User="RESTRICTEDUSER" |
I0R/015 1448 700 Request Display screen OPTIONS User="RESTRICTEDUSER" Action="0PTh
JH0E2016 1440 M1 Instrumant state | Ready State="Roady”
V0872016 1440 110 User "RESTRICTEDUSER” connected to RUNIHCOM EXE User="RESTRICTEQUSER"
0082016 1440 14 Loading data Stop=F
IN0B201E 14.40 208 Test 1920 - Phanotypa: C,.c.E.0K.ctl (S010) in amor: Plpatiing abort Follure="Pipetting abon™ Barcode="13
0082016 1440 208 Test 19520 . Bloodgroup: ABO/RA (DiaClon) (5001} in ermor: Pipettiag abort Fallura="Pipetting abort™ Barcodo="13
INB/201E 14,40 208 Test 1920 . Ab.screaning: LILIN {IAT) (5053} In error: "Neadia Lok clogged™ Fallure=""Heedie Leh cloggad™ Barco
INDBI2016 1440 208 Test 1920 - Rev.group: A1,AZ,B,0 |0 on sepatate Card) [S52/5057) in error: . Failure="Needle LeR clogged™ Barco
IN0BI2016 1440 08 Test 1920 - Direct Antigisbulin Test: {gG) (5054) in error: “Needie Loft clogg...  Failure="Needle Lek clogged™ Barco
IND82015 1440 103 Test <Controbeur exe> Stepad
INOBR015 1440 102 Loading interiace <SystemSwingPlus> Stoped
IHDB2016 1440 00 Test <Accesindirect axe> Stepe1
IVOB2015 1440 106 Stop #H-1000 System
082018 1440 10§ Stop H-1000 Systom User="RESTRICTEDUSER Acsion="EXIT
I00R2015 1440 111 instrument state - Ready State="Roady”
JNOFR01E 1440 110 User RESTRICTEDUSER' connecied 1o RUNIHCOM EXE User="RESTRICTEDUSER"
IW0L20IE 1438 111 ingtrumant stats - Waiting State="Waitng"

[ . J .

e ———————————————————————————————————————————————————————

I"JHVSFION Log list screen

Click ARCHIVE to archive one or several number of trace files within a range of
time.

T SIFGPUPXIOHITDSFFONTIEITQIBZFED

DATES SELECTION

Please select a beginning and an end date.

1312011 >

S
CANCEL

I"JHVSFIOOD Dates selection screen

Select the Start and End date.
Click OK.

1 ""IUSBDFTIBWBIBCIFIBSFIDPNQSFTTFENP I FIEFTLUPQIOIBIOFXGPIEFSIOBNFEIXWNIT
UIFIEBUFIPCIPHIGIFTIi—PH " MIFTIEEIN NIZZZZw]
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4BNQIFTIBOEI3FBHFOUTI-PBEJOHI**SFB

SAMPLE | REAGENT AREA

123 ARN6 7T 8 9 RZ R3 R4 10 11 12 13 14 15 16 17 18
]
o

["JHVSFIOO! SAMPLES / REAGENT area

This area shows the current status of each rack loaded into the instrument.

Clicking on this image will open the SAMPLE REAGENT AREA screen, which gives more
information.

The green bar indicates the preferential side (left or right) in the instrument to load additional

samples (faster processing).
See chapter Samples / Reagents Area Screen on page 77.

" PPUFSI4USIQ

The footer strip displays the available options and information according to the current operation.

For the main screen, the following buttons are available:

26 x 1x 7x 29x 11x
MISSING RESOURCES ON TESTS IN | TESTS READY TD TESTS WITHOUT SAMPLES WITHOUT
’ RESDURCES 4 | BOARD 4 | PROGRESS 4 | START 4 | RESOURCES 4 | TESTS TO REPEAT, | REQUEST _‘

@ ©

[*JHVSFIOOD Footer strip on the main screen

1 Resources buttons
2 Tests buttons

3FTPVSDFTI#VUWPOT
The resources buttons give access to the RESOURCES management screens.

See chapter Managing Resources on page 57.

Resources to be charged and Resources on board are accessible from this menu.

Resources missing for one test in particular and Resources missing for all the tests are
accessible only from the TESTS WITHOUT RESOURCES screen.



Warning Screen

0nonono SFTUTI#VUUPOT
These buttons give access to the TESTS management screens.
See chapter Managing Tests on page 105.

The TESTS buttons allows to access the screens that list tests according to their state.

The tests screens are accessible only if the corresponding button displays a non-nil number of
tests (otherwise, the button is disabled).

0rooomm OUIFSI#VWPOT

Depending on the current operation, the following buttons appear on the footer strip.

#"'$ , [#VUPO

The BACK button is available on all the software screens (except main screen). It allows to go back to the
previously consulted screen.

13*/5#VUWPO
When displayed, the PRINT button allows to print out the displayed datas.

/BWIHBUIPOILFZT

On some screens the navigation keys are available. It allows to scroll vertically and/or horizontally in the
current screen.

4.3 Warning Screen
This screen has a red triangular sign and is displayed when:
* an error on a test is detected;
® an authentication has failed;

e an acknowledgment or an out of service of a component is required by the user, an
acknowledgment of an empty container, of a full liquid waste container or of the full gel cards waste
bin is required by the user;

e the gel cards storage drawer is open;
® in some cases a confirmation by inputting the word «yes» is required.
T ""0IBQQSPQSIBUFINFTTBHFIOGPSNTIU I FIVTFSIOIFBD 11DBTFL

WARNING

LN

Do you want to continue or make this component

disabled ?

9 X o
CONTINUE CANCEL DISABLED

["JHVSFIOOI Warning screen
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4.4 Authentication Screen
This screen has a yellow padlock and allows special logging:

e 0 access screens with protected access;

e to carry out specific actions on the automated analyzer.

["JHVSFIOOI Authentication required

4.5 Maintenance Reminder

The weekly maintenance has to be done once a week (after 7 days). Otherwise an
orange maintenance reminder (WEEKLY MAINTENANCE NECESSARY) will appear.
See chapter Maintenance on page 143.

4.6 Errors

When a fault occurs in the instrument, the concerned area is highlighted in red on the interactive image

and a red informative area shows up on the screen (the SAMPLE / REAGENT area is always visible,
it is colored in red in case of error).

Detailed information on errors are given by clicking either on the red area of the interactive image or on
the red message.
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Errors

User: System status :

IH-1000 ‘ ‘ =

4 MANAGEMENT,, | (B 2411172015 ,
SAMPLE / REAGENT AREA 2
1234 6 78 s re R w0112 13 14 15 16 17 18

[EESGOHERT INFCRMATIONS
® 68 W 85|
| W ﬂ‘ | @ Component PipeteurDroit misfuncil

09:32
Component RebotTranglert mistun

PIPETTING AREA GEL CARDS i loooo
Instrument status: Ready
Incubi
I e 05:0%
3==|'|8|J-=r5J I il |||||”,|I InSUUMmEnt SIalus: initialization
. C :

0905
Usaf ~DEV™ eonmeclod 1o RUNIMCC

LIQUID i WASTE AREA

0x Jax 0x 0x 0x 4
TESTS IN TESTS READY TO  TESTS WITHOUT SAMPLES WITHOUT
P PROGRESS 4 ' START 4 RESOURCES  , TESTS TOREPEAT, REQUEST o

["JHVSFIOOI Main screen - Faults

1 Error in the SAMPLE / REAGENTarea
AFFID1BQUFST - BOBHIOHI4BNQIFTIBOEI3FBHFOUTIPOIQBHF [0

The green bar with the logo indicates on which side a sample rack has to be loaded to
ensure a faster processing.

2 Error in the COMPONENTS area
AFFID1BQUFSIS I FDLIOHISPNQPOFOUTI4UBIVTIPOIQBHF 0000
3 Error in the PIPETTINGIarea
A4FFID 1BQUFSIS I FDLIOHILIQFUWOH " *SFBI4UBUVTIPOIQBHF OO
4 Error in the GEL CARDS STORAGE DRAWERIareca
AFFID1BQUFS] - BOBHJOHI (FII$BSETIPOIQBHF 01
5 Error in the LIQUIDS / WASTES area
AFFIDIBQUFS] - BOBHJOHI-RVIETIBOEISBTUFTIPOIQBHF 01
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Getting Started

$ I BQUFSIOWFSWIFX

This chapter explains how to start using the instrument, including how to shutdown the instrument.

It is necessary to be logged in the Data Management software to be able to perform any
operation on the IH-1000.
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Getting Started

5.1 Starting the Instrument

0o 1SFINJOBSZISIFDLT

Before starting a working day, the following checks and actions must be performed.

A Check that the room temperature is between 15°C and 27°C.

B Empty the gel cards waste bin (4).
AFFID1BQUFSI3FQIBDIOH I FI (FII$BSETISBTUFAIOIPOIQBHF OO

Make sure to have an empty waste bin during the system start up.

C Empty the liquid waste containers (3).
4FFID1BQUFSI3FQIBDIOHIBI-IRVIEISBTUFI$SPOUBIOFSIPOIQBHF 000

D Fill the system liquid containers (2) with system liquid.
A4FFID 1 BQUFSI3FGIINOHIBI4ZTUFNI-IRVIEI$POUBIOFSIPOIQBHF 000

E Check that the window (1) of the pipetting area is completely closed.

AFFIDIBQUFSI4BNQIFTIII3FBHFOUTI" *SFBI4DSFFOIPOIQBHF DL
4FFIDI1BQUFSI3FNPWFIBII3BDLTIPOIQBHF UL

n At start up if racks are detected in the pipetting area, they are listed as being in
error (in order to check their validity).

Before starting a working day remove ALL RACKS from the instrument.

["JHVSFIOOD Starting the instrument
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Starting the Instrument

minin 4UBSOHI1SPDFEVSF

A Start the instrument by positioning the On / Off switch to “I” (1).

ﬂH.]%@
@
I"JHVSFIOOD Starting the instrument
B Press and hold the power button (2) for a few seconds.

T 5IFIDPNQVUFSITUBSUTE
*"HSFFOIIH IUIBSPVOE I FIQPXFSICVUWPOIIOINOEIDBUFTIU I BUIU I FIDPNQVUFSITI

QPXFSFEIPO!
C Double-click on the icon to start the IH-Com Data Management Software.

AFF¥)-$PNI%BUBL - BOBHFNFOUI6TFS! - BOVBI!
T 5IFI¥)-$PNI%BUB! . BOBHFNFOUIOUFS:BDFITIETQIBZFED

D Login to IH-Com with your User ID and Password.

E Start the IH-1000 Software: click on the IH-1000 button in the IH-Com Data
Management interface.
AFF*)-$PNI1%BUBI - BOBHFNFOUI6TFSI - BOVBIL

T 5IFIOTISVNFOUTDBOTIBOENEFOWGFTIBIIHFIDBSETIQSFTFOUOW I FIESBXFSIEVSIOH!
UIFIIOUBI[BUIPQL

The IH-1000 Software can also be started by double-clicking the IHM1000 icon on
the desktop.
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F The IH-1000 software checks if there were errors during the initialization process.

*6IBOIFSSPSITIEFUFDUFELU I FI* *MFSUITDSFFOIOF YU TOEITQIBZFELT 1 PXIOHIU I FIUTUIPG!
JOIIBI[BWPOIFSSPSTI

S$IDLIO , UPIDIPTFUIF¥) -0000ITPEUXBSF.

ALERTE !

(N

Connexion failed

I*JHVSFIOOD Alert screen

5.2 Exiting the Software

This function shuts down the user interface; the master computer remains started.

A From any screen, click on MENU.

B - Click on EXIT.
EXIT

The IH-1000 user interface will be closed immediately but the instrument will keep on working.

C To restart the software, double click the corresponding icon on the desktop or in
the Data Management software.

4FF)-$PNI%BUBI - BOBHFNFOUIGTFS! - BOVBIL
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Stop All of the Instrument

5.3 Stop All of the Instrument

This button stops as soon as possible all the tests in progress on the instrument.

A From any screen, click on MENU.

B - Click on STOP ALL.
STOP ALL
= T 51FBVUIFOUDBUPOITDSFFOIBQQFBST!

I"JHVSFIOOD Stop All instrument - Authentication

#ZDWDLJOHIPOISTOP ALLIBIUFTUTNOIQSPHSFTTIBSFAPTUIBOELITIOPUIQPTTICIFIUPIDPOUOV I
S51FIPOIZITPIVWPOLTIUPIT IVUIEPXOW 1 FIIOTUSVNFOUIXU 1V I FISHUTDOWNICVWPO!L

C Confirm the STOP ALL procedure:
e Enter your login and password;
e (Click on OK.

D SHUTDOWN the instrument.

AFFID1BQUFSI4 I VUEPXOIPGU I FI*OTUSVNFOUIPOIQBHF OO

5.4 Shutdown of the Instrument
This function allows to completely shutdown the instrument.

*IXBZTITXUD 1IPGEIU I FI¥) -0000IXW U 1 FISHUTDOWNIGVODUPOIL/FWFSIVTFIU I FIHFOFSBIL
QPXFSITXWD ITIFYDFQUIOIDBTFIPGIBOIFNFSHFODZ

U TFIIOTUSVNFOULTICHPDLFEIT IVIEPXOIXU I VI FISFTDVFI4 1 VUEPXOICVUPOIISFGFSIUPT
DIBQUFSISFTDVFI4 1 VIEPXOIPOIQBHF [0

A From any screen, click on MENU.
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Getting Started

- Click on SHUTDOWN.
SHUTDOWN

The shutdown command is not possible if any test is on-going in the IH-1000. Use STOP ALL
function first.
See chapter Stop All of the Instrument on page 49.

Do not remove diluent racks manually before shutdown. The system will remove automatically
all racks. In case of manual remove of the diluent racks before shutdown, there is a risk of losing

data.

C Confirm or not the shutting down procedure:

T 60 &ATVIFIOTUSVNFOUIT IVUTIEPXOSIOPIUF TUTIBSFIPOTHPIOH!
*61/ Ol 1 FIQSPDFEVSFITIDBODFIFE]

I"JHVSFIOOD Shutdown of the instrument - Confirmation

5.5 Rescue Shutdown

Only use the Rescue shutdown button if it is not possible to shutdown the instrument through
the IH-1000 software (according explanations in chapter Shutdown of the Instrument on
page 49).

Double-click on the Rescue Shutdown icon on the desktop.
T 5IFX)-000013FTDVFI4 1 VUEPXOITDSFFOIBQQFBSTI

IH-1000 - Rescue Shutdown

A

All analyzes in progress will be cancelled

0K CANCEL

a

I"JHVSFIOOI Rescue Shutdown - Confirmation

If the icon is not on the desktop, ask your service engineer to install it.
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Step by Step Procedure

B Confirm the Rescue Shutdown procedure:
e Type the password: Shutdown
¢ (lick on OK.
T SIFI""'VUIPNBUFIDPNQVUFSIT IVUTIEPXOD

The progress is displayed in the bar.

T S8BUIVOUIINIIBTIT IVIIEPXO0IDPNQIFUFIZIIFTTIU 1BOIDINIOVUFTI

C If IH-Com is running, quit the software.
AFF*)-$PNI%BUBI - BOBHFNFOUI6TFSI - BOVBIL

D Shut down the Master PC.

5.6 Step by Step Procedure

A Start the instrument by positioning the On / Off switch to “I” (1).

H-1099 : =
&=
1*JHVSFIOO! Starting the instrument
B Press and hold the power button (2) for a few seconds.

I SIFIDPNQVUFSITUBTL

**IHSFFOINH IVIBSPVOEIV 1 FIQP X FSICVUWPOIOIOEIDBUFTIU 1 BUIV I FIDPNQVUFSIITI
QPXFSFEIPQ]

51FIOTUSVNFOUITDBOTIBOENEFOUGF TIBIIHFIIDBSE TIQSFTFOUNO I FIESBXFSIEVSIOH!
UIFlONBIBUIPQL

C Double-click on the icon to start the IH-Com Data Management software.

* PSIEFUBIIFEZIOGPSN BUIPOISFOFSIUPIUI FI*) -$PNI%BUBL - BOBHFNFOUIGTFS. - BOVBIL
T 51F*)-$PNI1%BUBI - BOBHFNFOULOUFSiBDFITIEITQIBZFE!

D Login to IH-Com with your User ID and Password.
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52 | IH-1000

Start the IH-1000 Software: click on the IH-1000 button in the IH-Com Data
Management interface.
* PSIEFUBJIFEZIOGPSNBUPOISFGFSIUPIU I FI*) -$SPN1%BUBI - BOBHFNFOUIGTFS] - BOVBIL

T 5IFIOTUSVNFOUIOWBI[FTIBVUPNBUIDBIZ* TDBOTIBOENEFOUWFTIBITHFIIDBSET?
QSFTFOULIOLU I FIESBXFSIEVSIOHIU 1 FLIOUIBI[BUPQOL

The IH-1000 Software can also be started by double-clicking the IHM1000 icon on
the desktop.

Wait until the System status displays Ready (top right of the main screen)

1"JHVSFIOOI information area - System status

Make sure that no area on the interactive image is highlighted in red. (red = error in
the specific area).

1 *G0POFIPGIU I FIBSFBTUTISFEIITFFI&SSPSTIPOIQBHF LI

Click on the DATA MANAGEMENT button to switch back to the IH-Com Data
Management Software.

In the IH-Com, go to the Work list screen area.

T O ITITDSFFOIBICU I FITBNQIFTIXI 11BOIPQFOIPSEFSIITFOUICZI-+*41PSINBOVBIIZ

DSFBUFELIOY) -$PNIBSFIEITQIBZFE!
* PSIEFUBIIFEZIOGPSN BUIPOISFOFSIUPIU I FI*) -$PNI%BUBL - BOBHFNFOUIGTFS. - BOVBIL

= I Com Logges in sxFiune

Pugan  Ven  Wollt  Resks i Pl Cofpadin  Legwss Al

m Hofmarn, Ghslle *12 12,1967 (F)
|==mmwmnnmm

B Hetmarn Gusle ‘1213 1537 ]

Tk et

TTacked Um0 BET A5G Racion

Brovicn Fiet
s samweriy LI JAT| 0 W
1 8 Boodgroue i fi ifraion! S0011 L]

- b sorperin LU BATI 53|
- DS Bleochpones 80V [iallon] F00%]
o Phanhge: C.cl o F.c8 [Dulior] [S11]
B Bl John L1980 M)
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Step by Step Procedure

Click on the IH-1000 button to switch back to the IH-1000 Software.

Place the sample tubes correctly on the foreseen sample rack.

- BLEITVSFIUI BUIV I FIDBQTIBSFISFNPWFEL
" PSINPSFIEFUBIFELIOGPSNBUPOIITFFI4BNQIFISBDLTIPOIQBHF LTI

I"JHVSFIOOD Sample rack
Load the racks.

4FFID1BQUFSI-PBEIOHI3BDLTIPOIQBHF O]

I"JHVSFIOOI Loading racks

A green light (1) indicates that the slot is available.
A blinking red light indicates that a rack is moving: loading or unloading.

A red light indicates that the slot is not available. A rack is already loaded. Sample and diluent
racks can be loaded in positions 1 to 18. Reagent racks can be loaded in positions R1 to R4.

Engage the rack in the slot and push it slowly until it locks automatically. (2) Shows a well-
placed rack.

*"UIBOZIWNFIU I FISBDLINVTUIIBZIPOU I FICPUPNIPGU I FITIPUNOIPSEFSIUPICFPDLFEIBUIVE FL
DPSSFDUIQPTIUPOLL

U TFISBDLITIQVT I FEIUPPIGBSIBIDPIRTIPOIXW U I FIUSBOTQPSUIBSNIDPVIEIPDDVS!
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M If the button TESTS WITHOUT RESOURCES is active, one or more resources
are missing to start the test.

" PSINPSFLIOGPIITFFID 1 BQUFSISFTUTIXW I PVUI3FTPVSDFTIPOIQBHF DT

N Click on MISSING RESOURCES to see which resources are needed to start the
test.

" PSINPSFIOGPIITFFID 1 BQUFSIS I FDLIOHI3FTPVSDFTI4UBUVTIPOIQBHF DO

o Load the required resources.
AFFID1BQUFSI . BOBHIOHI (FII$BSETIPOIQBHF O
4FFID 1 BQUFSI%JIVFOUI3BDLIBOEIVFOUI1SPEVDUIPOIQBHF OOI
4FFID1BQUFSI3FBHFOUI3BDLTIPOIQBHF OO0

1*JHVSFIOOI Resources

P As soon as all resources needed for a specific test are on board, the test is
displayed on the TESTS READY TO START list.

" PSINPSFIOGPIITFFID 1 BQUFSISFTUTISFBEZIUPITUBSUIPOIQBHF OOOE

Q After a few seconds the tests switches to TESTS IN PROGRESS and the
instrument starts the run.

" PSINPSFIOGPIITFFID 1BQUFSI4FFID 1 BQUFSISFTUTIIOILSPHSFTTIPOIQBHF DO

R If the test process has finished without any error, the test disappears from the
TESTS IN PROGRESS list.
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Step by Step Procedure

S If the test process has finished with an error, the test is displayed on the TESTS
TO REPEAT list.

*OVI BUIDBTFIITFFID 1BQUFSISFTUTIUPI3FQFBUIPOIQBHF DO

T If the specific test has been processed without any error, click on the DATA
MANAGEMENT button to get to the IH-Com Data Management Software and to
see the results.

U In the IH-Com, go to the Results screen area to be able to validate the result.

" PSIEFUBJIFELIOGPSNBUIPOISFGFSIUPLUL FI¥) -$PNI%BUBL . BOBHFNFOUIGTFS! - BOVBIL

® Legged in assuher

Store, Mk *24.09.1872 (M) n-
Task: | swenct randing miediey :

T o R N
(@ OO0 1 B0t Socdoroset ARG Tawion] S0 15 G2 U0 TT00 BB DIBRCEE & Lo

& et i
A Mord D Y907 3071 (M
CEREEIT  edrearry Peles PR (M)

—_
1"JHVSFIOOI IH-Com - Results screen area

\') When all the tests are processed, shut down the instrument from the IH-1000
software.

" PSINPSFIEFUBIFELOGPIITFFI4 I VUEPXOIPEIV I FI*OTUSVNFOUIPOIQBHF O

*IXBZTITXUD 1IPGEIU I F*) -0000IXU U 1 FISHUTDOWNIGYODUWPO!
/FWESIVTFIU I FIHFORSBIIQP X FSITXIUD 1IIFYDFQUIOIDBTFIPGIBOIFNFSHFODZ

The shutdown command is not possible if any test is on-going in the IH-1000. Use STOP ALL
function first.
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w Confirm or not the shutting down procedure:

T 60 &AIVIFIOTUSVNFOUIT IVUTIEPXOTSIOPIUF TUTIBSFIPOIHPIOH!
¥/ Ol I FIQSPDFEVSFLUTIDBODFIFE!

1"JHVSFIOOI Shutdown of the instrument - Confirmation
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$ I BQUFSIOWFSWIFX

This chapter presents the resources needed to perform the tests.
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6.1 Managing Gel Cards

0o %FTDSIQUPO

["JHVSFIOO! Loading gel cards

1
2
3
4

Gel cards are stored in trays, each tray can contain up to 12 Gel cards.

Gel card
Protection foil
Gel cards tray

Gel cards storage drawer

The gel cards trays are stored in the instrument drawer, the gel cards storage drawer can contain up to
20 trays.

Take care that the gel cards are protected from dust during the storage.
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Managing Gel Cards

(FII$BSETI4UPSBHFI%SBXFSI4DSFFO
This screen displays a detailed status of the gel cards loaded into the gel cards storage drawer of the

instrument.
""DDFTT
It can be accessed by the following ways:

e From the main screen, click on thelGEL CARDS STORAGE DRAWER of the interactive image.
e From any screen where the GEL CARDS STORAGE DRAWER button appears.

%FTDSIQUIPO

User: System status :

. MAIN user Ready
— BIORAD | ¢ DATA
IH 1 000 SCREEN 4| MANAGEMENT | | B 141172017 © 0821 v04.0702

GEL CARDS STORAGE DRAWER

5 10 15 20 | GELCARDS BY TYPE

10 5000 - ABO/Rh

12 5011 - Diaclon Rh-subgroups+K

4 0/12 ¢} 19 24 5049 - DiaClon ABO/D + DAT
T 5052 - NaCl, Enzyme test and cold a...
15 5053 - LISS/Coombs
24 5096 - DiaClon ABO/Rh for Newborns...

3 |12712 8112712 13 18

12712 21]o/12 7l]10/12 12 17
Diadlen ABOIRN

Rh-subgroups+K

0712 11]3/712 6112712 1Mf|12/712 16

OPEN DRAWER

[*JHVSFIOOD Gel cards storage drawer screen

4ZNCPI %FTDSIQUPO

/PSNBIIHFIIDBSEUSBZ

Example:

It contains 12 gel cards out of a possible 12
The type is “Liss/Coombs”

The barcode is 5053

The tray is in location #11 in the drawer
&NQUZIUSBZIIPDBUIPO

BSBZIXJUITIBOIFSSPS
When clicking on the tray with an error, a message appears to explain the error.
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A4ZNCPI %FTDSIQUPO
= 5SBZIEJTBCIFE
12 5
&
GEL CARDS BY TYPE 5PUBIIRVBOUUZIPGIFBD 1IUZQFIPCIHFIIDBSE

10 5000 . ABORA

12 50N - Diaclon Rh-subgroups+K

2 549 . DiaClon ABOD + DAT

T 5052 HaCl, Enzyme tost and cold a...
15 5053 - LISS/Coomibs

M 5096 . DinClon ABOR for Newborns...

GOIPDLTWVIFIESBXFSIBUD I

0ot OQFOJOHIIIBIPTIOHV I F1%SBXFS

A Click on OPEN DRAWER to request the opening of the drawer.

T SIFNOTUSVNFOUIXMIEION 17BWIPOIHPIOHIBDUPOTIXN ITHFIIDBSE TICFGPSFIU I FIESBXFS!
DBOICFIPQFOFEI*IUBLFTIBIGFXITFDPOETI

8 IFOIQPTTICIFIU I FIESBXFSIBUD 1TIVOIPDLFEIBOEV I FIESBXFSIDBOICFIPQFOFEL
NBOVBIIZ

8 1 FOIPQFOIOHIVI FIESBXFSIUBLFIDBSFU 1 BUIHFIIDBSETIBOEUSBZ TIEPIOPUIN PWFIEVSIOHIU 1 FI
PQFSBUPOL

T ""INFTTBHFIBQQFBSTIOEIDBUOHN I BUIVITISFRVISFELUPIDIPTFI I FIHFIIDBSE TITUPSBHF
ESBXFSIBSFBIBTITPPOIBTIQPTTICIF]

WARNING !

(N

Please close the drawer as soon as possible

X
CANCEL

I*JHVSFIOOI Wait for drawer unlocking
To load gel cards, the drawer must be completely pulled out.
B Load the gel cards.
4AFFI-PBEIOH] (FII$BSETIPOIQBHF DOGPSIEFUBIFENOGPSNBUIPO!

C Close the drawer by pushing it manually until it is completely closed.

1 SIFIOTUSVNFOUITDBOTIBOELEFOURIFTIBWIPBEFEIHFIIDBSETL

8 1 FOIDIPTIOHV I FIESBXFSIUBLFIDBSFIU 1 BUHFIIDBSETIBOEINSBZTIEPIOPUINPWFIEVSIOHU 1 FL
PQFSBUIPOL
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D Click on OK.

If the gel cards storage drawer is in
error, the OPEN DRAWER button is VARNING |

in red.
A Warning screen with the error is

Gel cards storage drawer lock failure

displayed.

Do you want to continue ?

LY

CONTINUE CANCEL
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-PBEJOHI(FII$BSET

A

Prepare trays with gel cards.

$1FDLIVIBUU I FIQSPUFDUIPOIGPIINIOIIPEIFBD I IHFIIDBSELTIOPUIEBNBHFE!

%PIOPUIPBEIPQFOFEIPSIQBSWBINIZIVTFEIHFIIDBSETIIS 1 FISIH 1UIGSFFIFOEIPGIU I FIQSPUFDUIPOIGPII
NVTUICFII PSI[POUBIIPSIIPX FSIOPUIGPIEFEIPSIVQTUBOEJOH!

$1FDLIVIBUU I FICBSDPEFIPGIFBD 1IHFIIDBSENTIDIFBOIBOEIOPUITDSBUD I FEIT*6IOFDFTTBSZIIDIFBO!
UTFICBSDPEFRIXJU 1IBIIOUIGSFFISBHI

Make sure that:
e each tray only contains one type of gel cards;

e the barcodes (2) are correctly oriented (the barcode must be visible with the free end of the
protection foil (1) showing to the right of instrument);

e the gel of the gel card is in good condition;
e there are no air bubbles present;

e the expiry date of the gel card is valid (checked by the instrument as well).

Open the drawer.
4FFID 1BQUFSIOQFOIOHIIISIPTIOHIU I FI%SBXFSIPOIQBHF 000

8 1FOIPQFOIOHIU I FIESBXFSIWBLFIDBSFU 1 BUIHFIIDBSETIBOEUSBZ TIEPIOPUINPWFIEVSIOHIU I FI
PQFSBUPOL

If there are unsealed gel cards in the drawer:

INFECTION
&BD 1IXFIIIPOIFBD 1 IHFIIDBSEIDBOIDPOUBJOIVQIUPIDTIOIONIPCICIPPEITB N QIFITPIVUIPOL

S 1FSFITIBISITLIPGIOGFDUIPOIGSPNITLIOIDPOUBDULX U I ICIPPEI* 'IXBZTIX FBSIQSPUFDUWFIHIPWFTT
X1FOIXPSLIOHINOIBDDPSEBODFIXU 1IHPPEIBCPSBUPSZIQSBDUDFTI

Put the trays in the drawer.
55BZTIDBOICFIQIBDFENOIBOZIBWBIBCIFIQIBDFIIOW I FIESBXFY

SPICFIBCIFUPIDIPTFU I FIESBXFSIBIIHFIIDBSEIUSBZ TINVTUICFIDPSSFDUIZIIOT FSUFEL

If the option RETURN OF THE CARDS IN DRAWER FOR SECOND READING is set to
ALWAYS or CUSTOMIZED, the gel cards will be put back to the positions 4, 5, 9, 10, 13, 14,
15, 18, 19, 20.

If ONLY IF UNSPECIFIED RESULT is set, the gel cards will be put back to positions 15 and
20.

Make sure that these positions are available.

To ensure a proper identification of the empty trays, use the white trays (REF 009888) for the
cards returned to the drawer.

Perncrpamusa MH B PocagpaBramzope
www.nevacert.ru | info@nevacert.ru



Managing Gel Cards

D Close the drawer: manually push it until it is completely closed.

T SIFIOTISVNFOUIXIICBVUP NBUDBIZITDBOM I FZSTUIHFIIDBSE TIPGIFBD | THFIIDBSEISBZ!
*"IlV I FIHFIIDBSETIPGIPOFIUSBZIBSFIBTTVNFELUPICFIEFOUDBIUPIU I FIGSTUIPOF]
&BD IIHFIDBSENZQFNTIEPVCIFID I FDLFEDX I FOIVTFEITIU I FIUZQFITIEIRGFSFOUIU I BOL
U1 FIPOFIFYQFDUFEIIBIXBSOJOHIN FTTBHFIBQQFBSTION I F1 ( &-1%""3%4!0
4503 (&%3"" 8 &3TDSFFOIU I FISFNBIOJOHIHFIIDBSETIBSFIBTTVNFEPICFIPG]
UIFITBNFIUZQFIBTIUI FIIBTUIHFIIDBSE!

8 1 FOIDIPTIOHU 1 FIESBXFSIUBLFIDBSFIU I BUUHFIIDBSETIBOEIUSBZ TIEPIOPUINPWFIEVSIOHIU I FI
PQFSBUPOL

Sealed gel cards should not stay longer than 7 days in the IH-1000.

["JHVSFIOOD Put the trays in the drawer
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0o

IH-1000

Managing Samples and Reagents

Three types of rack can be loaded in the IH-1000: sample, diluent and reagent racks.

¢ Racks containing samples or diluents can be loaded in positions 1 to 18 of the rack area.
e Racks containing reagents can be loaded in positions R1 to R4.

e Racks are identified with barcodes.

4BNQIFI3BDLT

®

["JHVSFIOOI Sample rack - Description

Sample tube
Sample barcode

Rack identification number and barcode

A ON =

Sample tube numbering

5 Handle

A sample rack can contain up to 10 sample tubes.

Sample racks can be introduced from position 1 to 18 in the racks area.

The barcode of the tube (1) has to be visible on the left side. If the barcode of a sample can not be read,
the instrument shows an alarm of an unreadable or non detected barcode. See chapter Sample Status
on page 78.

Racks processing order does neither depend on the position of the racks nor on the racks identification
number; the first rack in will be processed first.

The position of the sample in the rack defines which sample will be processed first; the sample in
position 1 will be processed before the sample in position 2.




Managing Samples and Reagents

Use only centrifuged samples.

The reliability of the results depends on correct compliance to the Good Laboratory Practices for
reagents and samples.

The best performance will be obtained when using anticoagulated samples within 48 hours of
collection, however older samples may be used. When testing with donor segments, the
samples can be used up to the expiration of the donor unit.

S1FISBDLTIBOEIWCFTINVTUICFIDIFBOL
51 FICBSDPEFTIPGIUI FISBDLIBOEIWVCFTINVTUICFIDIFBOIBOEIOPUITDSBUD I FED
*IOFDFTTBSZIDIFBOW I FICBSDPEFTIXJU 1 1BINOUIGSFFIDIPU LT

/FWFSIUSZIUPIIPBEIBITBNQIFISBDLIOIQP TIWPOI3LIUPI3OIPCU I FIIPBEJOHIBSFBL

5PIQSFWFOUIRVBOUUZIEFUFDUIPOIFSSPSTIIOPIPBNIPSICVCCIF]
NVTUCFIQSFTFOUIBU I FITVS6BDFIPG | FIURVIED mr
3FNPWFITBNQIFIUVCFTIDBQTICFGPSFIIPBEIOHI I FISBDLIOUP! 13 mm
UIFI¥)-00000 e ™
5PIQSFWFOUIPWFSGIP XX 1 FOIQIQFUIIOHIUBLFIDBSFIPSU 1 Fl
NBYJNVNGIOHIFWFIIPGU I FITBNQIFIUVCF]

\_/

S51FUVCFTINVTUICFLIOTFSUFEIDPSSFDUIZIIOUPIU I FISIQIBDFTI

S1FUVCFTINVTUICFIWFSUDBIID I FDLIV I FIDPSSFDUIGYODUIPOJOHTD -— -
PCIU I FIHVIEJOHITQSIOHTT

Unload all the samples at the end of the testing.

tiooooo 6TIOHI4UBOEBSEISVCFT
Standard tubes must be used only with racks of type 1 (Barcode 01 or 11) and racks of type 4

(Barcode 04 or 14). See chapter Labeling on page 68.
See chapter Cap Detection on page 139.
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0nonono 6TJOHI-PXI7PIVNFISVCFTIGPSI3FEISFITIOONZ]
Low volume tubes (for red cells only) must be used for small quantity sample.
Use SARSTEDT products:

1 Micro tube 1.5mL ref. 72.703
2 Rounded end tube 5mLIlref. 55.475.005

S51FINJDSPIVVCFINVTUICFIDPNQIFURIZIOTFSUFENOUPIV I FILVCFL

Low volume tubes (for red cells only) must be used only with racks of type 2 (Barcode 02 or 12).
See chapter Labeling on page 68.

U

Og

["JHVSFIOOI Low volume tubes (for red cells only)

0roiomo 6TIOHILIVOHFSISVCFT

Plunger tubes must be used only with racks of type 3 (Barcode 03 or 13). See chapter Labeling
on page 68.

60U IFTFIDPOEUIPOTIBSFIOPUISFTQFDUFEIU I FSFIUTIBISITLIUPIDSBT 1 U 1 FIOFFEINFT

0rooomo G6TIOHI-PXI7PIVNFI4FHNFOU#IPPE

Low volume segment blood must be used with Standard tubes and racks of type 4 (Barcode 04
or 14). See chapter Labeling on page 68.

Segment blood is the blood contained in the pipe linked to the blood bag. This blood is used to check
the blood bag.
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A Cut segments of this pipe to get the blood inside.

I"JHVSFIOOD Segment bloods

The volume of segment blood in the tube is 200 pl £15% (170 - 230ul). It corresponds to a
length of segment between 7 to 9 centimeters.

SPIBWPJEIUPIDSBT 1 U1 FIOFFEIFIIBIXBZTIVTFIU I FITBNFIUZQFIPGIUVCFTE
- BLFITVSFIUPDIPBEIU I FITBNQIFTIT I PSUIZIBGUFSINJYJOHI 1 PNPHFOJ[JOHII

The 2nd cell suspension is not allowed for the samples in racks of type 4.

When using rack type 4 for segments of blood bags on the IH-1000, an adequate amount of
red blood cells is required to prepare a correct red blood cell suspension.

4QFDIGIDVIFTIGPSISFTUT
e Tests not allowed for segment blood are not processed by IH-1000.

¢ Only one aspiration or one dilution is allowed per sample tube. If a test requires several aspirations
or dilutions, only the first one is processed.

e |f resources are missing: Only the tests with enough resources are done, the other tests are deleted.

e Samples centrifuged and/or with plasma required for the test have to be loaded on another type of
rack.

OUIFSXITFIBOIFSSPSINFTTBHFUTIEITQIBZFELON I FIIPHII&HIISFTUILSPGIHMFIOPUIBINP X FEIGPSITFHN FOUL
CIPPEITBNQIFIKTFWFSBIIBTQISBUIPOT>]

4FFD1BQUFSISSBDFBCIUZI™ " SFBIPOIQBHF LI

If a default profile is configured, it is ignored for this racks type. The samples are displayed in the
SAMPLES WITHOUT REQUEST list. See chapter Profile Options on page 132.
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Level detection is disabled for any sample tube with Low volume segment blood on rack of type 4. See
chapter Liquid Level Detection on page 32.

- BLFITVSFIU 1 BUIBIIISFTPVSDFTIBSFIPOICPBSEICFGPSFIIPBEIOHIBISBDLIPGIUZQFIDI* * TIPOWZIPOF!
BTQISBUPOIDBOICFIEPOFIQFSITBNQIFIUVCFIV I FIUFTUIDPVIEICFIDBODFIFEIPSIPOIZIQBSUIBIIZT
QSPDFTTFEL

0o0oono -BCFIIOH

1

&

0
woo

n UREIENT
06

URGENT
1

[*JHVSFIOO! Description - Labeling

1 The first character defines emergency levels of rack:

0: Not urgent;
1: Urgent.

2 The second character defines the type of rack:

1: Standard Spherical bottom tube;

2: Low volume tubes (for red cells only);

3: Plunger tube;

4: Segment blood (in Standard Spherical bottom tube);
5 and 6: Not defined.

3 Example:

68 | IH-1000

12 = Urgent, Low volume tube (for red cells only);

03 = Not urgent, Plunger tube.
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Managing Samples and Reagents

&NFSHFODZI4BNQIFI3BDL

The emergency sample rack is similar to a standard sample rack except that it has a special barcode
that confers a top level priority. If the required resources are available, all the samples of the emergency

rack will be processed before the samples of a standard rack. A message on the GUI indicates the
expected time to start the test.

The emergency rack is identified with a red label.
Standard samples racks instructions apply for this rack.
See chapter Sample Racks on page 64.

To get results faster, try to load all the emergency samples in the same rack (if possible).

6TJOHIBI/FXI3BDL

Stickers with barcodes must be put on a new rack so that it can be used in the instrument.

["JHVSFIOOI Stickers on samples racks

4QFDJIDBWPOTIGPSISVCFT

41BQF Cylindrical with spherical, flat or conical bottom
OVUFSIEIBNFUFS Between 10 and 17mm

*OOFSIEJBNFUFS Between 8 and 15mm

JFRHIU Between 66 and 100mm

- BUFSIBII Glass, Plastic or polyethylene
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Qoo 4QFDIGIDBUPOTIPSI#BSDPEFT

Types of barcodes read by the instrument: .

e Code 39, 93, 128 '

e |Interleaved 2 of 5

e EAN-8 R 1

e CODABAR with control character suppressed l . L l

e UCC-EAN 128 with control character suppressed I %
PUY

e |SBT 128 with specific characters
e EAN13 (equal to UPC-A 13)

["JHVSFIOO! Barcode dimensions

*ITISFDPNNFOEFEPIVTFITFDVSFEICBSDPEFUZQFTI

* PSIOPOITFDVSFENZQFTII$SPEBCBSISPEFDOII$PEFINDIOUFSIFBWFEIDIPCION I FICBSDPEFINVTUL
1 BWFIBUIFBTUICIID I BSBDUFSTLIOIPSEFSIUPIQSFWFOUIDPOGV TIPOTIIS I FIIBCHIINVTUICFIDP NQIFUFIZ]
TUVDLIBSPVOEUI FIUVCFI

U I FTFIDPOEJWPOTIBSFIOPUISFTQFDUFEIN I FSFUTIBISITLIOPUUPIEFUFDUU I FIDBQIBOEUPIDSBT 1V FI

OFFENFT

%FTJHOBUWPO 3F6  %FTDSIQUPO $PNNFOUT

$PIPS Black with white background

/VNCFSIPGI max. 20

D IBSBDUFST

(SBEF B min. recommended Print quality

- PEVIF 0.2 t0 0.35mm Width of single bars

3BUP from2.2t0 3 Relation between small and wide

bars

#IBOLITQBDF F Min. 5x Module size x Ratio e.g.: 4.5mm for a Module of 0.3mm
For code 128 only: with a Ratio of 3
7mm with a «Module» of 0.35 (0.35x4x5)
(Code incl. Up to 4 different bar widths)

) FIHIUVIPGIDPEF D min. 5mm

—-FOHUILPGIDPEF - min. 35mm

SPUBICIFOHUT | max. 70mm

#BSDPEFIQPTIWPOTI C min. 10mm for rounded end tubes

CPUWPN min. 13mm for flat end tubes (plunger tubes)

#BSDPEFIQPTIWPOLI U min. 15mm

UPQ

0io000oo 4BNQIFISVCFTI%FBEI7PIVNF
e Dead volume standard tube 13*75 Terumo: 350ull
e Dead volume plunger tube 11*66 Sarstedt: 500ul

e Dead volume low volume tubes (for red cells only) 1,5ml Sarstedt: 50ul
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0ionnioo *) -0000I$FOUSIVHFEI4BNQIFISVCFTL - JOINVNILIBTNBI) FHIU

/FDFTTBSZIQIBTNBIIFIHIVINNG SVCFIEBNFUFSINNC
oo 0o 0o 0o 0o oo oo

oo 7 6 6 6 6 6 6
oo 7 7 6 6 6 6 6
oo 7 7 7 6 6 6 6
000 8 7 7 7 6 6 6
000 8 8 7 7 7 6 6
000 8 8 7 7 7 7 6
000 9 8 8 7 7 7 7
000 9 8 8 7 7 7 7
000 9 9 8 8 7 7 7

SITISICVIFENPIVNET 10 o ° ° ! ! !

o 000 10 9 8 8 8 7 7
000 10 9 9 8 8 7 7
000 1 10 9 8 8 8 7
000 1 10 9 9 8 8 7
000 1 10 9 9 8 8 8
000 0o 10 10 9 8 8 8
000 12 1 10 9 9 8 8
000 12 11 10 9 9 8 8
000 12 1 10 9 9 8 8
000 13 1 10 10 9 9 8
000 13 12 1 10 9 9 8
000 13 12 11 10 9 9 8

Example: When using 11 mm diameter tubes and when 400 pl of plasma is needed, the height
must be at least 12 mm.

0Iomnmoo SFEHIPPEISFIITI - JOINBII) FIHIU

IPXWPIVNFUVCFTIIGPSSFEL

%INFOTIJPOIINNIL 4UBOEBSEIUVCF 1IVOHFSIWCFTL DFINTIPOIIZE
%IBNFUFS 13 16 11 13 15 16 =
3FEFHIPPEIDFITL 6 6 9 10 9 9 5

IFHIU

The values are valid for the tubes of type:

e BD diagnosis;

e Terumo and Greiner for standard tubes;
e Sarstedt for plunger tubes;

e Sarstedt ref: 72.703 for low volume tubes (for red cells only).
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%JIVFOUISBDLIBOEL%JIVFOUI1SPEVDU

["JHVSFIOO! Diluent rack - Description

Diluent rack
Rack guiding block
Diluent rack product

|dentification sticker

a » O N =

Protection foil

Handle

The diluent rack can hold diluent 1 or diluent 2 products.
The barcode has to be visible in the left side.

The protective foil of the diluent rack product must not be damaged before loading; each unit will be
pierced when necessary.

It is allowed to read sample barcodes manually, but not diluent barcodes.

S$IFDLIUIBUV I FICBSDPEFTIPGIU I FISBDLIBOEIPGIU I FIEJIVFOUISBDLIQSPEVDUIBSFIDIFBOIBOEIOPUI
TDSBUD I FEII*GIOFDFTTBSZIIDIFBOIU I FICBSDPEFTIXU 11BIWOUIGSFFISBHL

%PIOPUIVTFIBIVTFEEJIVFOUISBDLIIQIFSDFEIXFITIIPOIBOPUI FSIOTUSVNIFOUL

/FWFSIUSZIUPTIPBELBIEJVFOUISBDLIOIQPTIWPOI3OWPI3OIPEIY I FIIPBEJOHIBSFBI

When closed, the diluent rack products must not stay more than 7 days in the IH-1000.




Managing Samples and Reagents

Qoo %JIVFOUIOI3BDLILSPEVDUOTUSVDUIPOT

81 FOIVTIOHU I FIEJIVFOUIOISBDLIQSPEVDUIISFTQFDUIDBSFOVIIZIU I FIGPIIPXIOHLO TUSVDUWPOTL

e The diluent 1 rack product must be stored upright, protection foil on top, never up-side down.

e The diluent 1 rack product must be stored between +4°C/8°C when not used.

S1FIEJIVFOUINVTUICFITUPSFEIBUISPPNIUFNQFSBUVSFIGPSIBUIIFBTUIODINJOVUF TICFGPSFLIUNTE
VTFELOWIFIOTUSVNFOUL

e Before using the product, apply a little shock against a table to make sure that there is no air bubble
trapped in the wells.

e The SETUP CLEAN product (ref. 009902, dilution 1 to 5) is required when using the diluent 1 rack
product. It must be loaded in a reagent vial, on reagent rack.

0000 *OTFSUOHIBI%JIVFOUI3BDLI1SPEVDU
The diluent rack product sticker must be on the same side as the rack guiding block.

The diluent rack product must be completely inserted into the rack.

S I1FDLIVIBUU I FIENVFOUISBDLIQSPEVDUITFBUTIQSPQFSIZIOW I FISBDLITX U 1I0PIPCTUBDIFI
60U I FIEJIVFOUISBDLIQSPEVDUNTIOPUIDPSSFDUIZIOTFSUFEIU I FSFIXINICFIBIDPIITIPOIXWU NI I FL
QIQFWPS

P —

["JHVSFIOOD CAUTION - Height of rack

[H-1000 | 73

Perncrpamus MU B Pocanpaeranaope
www.nevacert.ru | info@nevacert.ru



Managing Resources

74

minin

IH-1000

3FBHFOUI3BDLT

["JHVSFIOOI Reagents rack - Description
1
2
3
4
5
6

A reagent rack can contain up to 7 reagent vials.

Reagent vial

Reagent barcode

Rotating reagent place
Rack identification barcode
Reagent vial numbering
Handle

The reagent vial barcode has to be visible through the aperture of the reagent place.

Reagent racks can be loaded in position R1 to R4.

It is allowed to read sample barcodes manually, but not reagent barcodes.

If a reagent vial of a reagent set is replaced by a new one, make sure to have the same lot
number.

S51FICBSDPEFITWDLFSTIPGU I FISBDLIBOEIWIBITINVTUIOPUICFITDSBUD I FEIIFIHIICZIUVSOJOHW I FIWIBIL
JOW I FI 1 PIEFSINOIPSEFSIUPICFIEFOUIGIFEIDPSSFDUIZICZIU 1 FIIOTUSVNIFOUI

" PIPXIU T FLOTUSVDUPOTIPGIVTFIGSPNIU I FISFBHFOUINBOVGBDUVSFY

*OIPSEFSIUPIQSFWFOUIRVBOUWUZIEFUFDUIPOIFSSPSTIIOPIGPBNIPS!
CVCCIFINVTUICFIQSFTFOUIBUU I FITVSGBDFIPGU I FIWRVIEL
S1FIDFITIPGIU I FISFBHFOUTINVTUICFLIOITVTQFOTIPOICFGPSFIUT I
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Managing Samples and Reagents

5 1 FIWIBITINVTUIGUIDPSSFDUIZIOUPIU I FISIQIBDFTIU I FSFINVTUICFIOPT ﬂ
BOHIFIQIBZ

v

The vials have to be taken out of the fridge at least 30 minutes before they are used on the
instrument in order that they reach room temperature. The reagent racks should not be stored in
the fridge.

OOICPBSEITUBCINZITT
t OIEBZTIOO 1PVSTIGPSISFEICIPPEIDFIISFBHFOUT!

t OIEBZTIOOO 1PVSTIIGPSIBOUJTFSBISFBHFOUTIT*%0™*OUIl - [0/ 10401Ti0 " ZBI = ZCll

51 FIPOICPBSELTUBCINZIEPFTIOPUIJODIVEFIU I FIWNFIX 1 FOU I FIWIBILTITUPSFENOWN I FIGSIEHFIT*UI
JODIVEFTIPOIZIU I FIUNFIX 1 FOU I FIWIBILITZIO I FIIOTUSV N FOUL

*"GUFSIU I BUIWNFIV I FISFBHFOUTINVTUICFISFNPWFEIBOEIEITQPTFEL

0rooomo 6 TFIPCIUI FIBIFBOJOHI4PIVUIPOI4&56 11$-&""/

The SETUP CLEAN product (REF 009902, dilution 1 to 5) is required when using Enzymatic reagents
and/or antisera reagents classified as contaminant or using the Diluent 1.

51FIDIFBOJOHITPIVUIPOI4&56 1[$-&"* /IITIEBOHFSPVTI
3 FGFSIGPSIN PSFIIOGPSN BUPOIBCPVUU I FIQSPEVDUIUPTL

t UVIFOTUSVDUIPOTIPGI6GTFII3& ™ 0OOODDOOMN

t UIFD - BUFSIBII4BGFUZI%BUBI4 I FFUI

Exclusively use the SETUP CLEAN product (REF 009902) for cleaning solution preparation.

Prepared cleaning solution should only be filled into its foreseen 15 ml empty vials (REF 009310). Then,
the vials have to be loaded in a reagent rack.

009310 SETUP CLEAN vials 15 ml (x12)

The SETUP CLEAN solution has to be changed daily. The same vial should not be used longer than
1 month. Therefore REF 009310 contains 12 vials (one vial for every month of the year).

If a used vial containing SETUP CLEAN solution is outside of the IH-1000, it must be closed with
the foreseen cap delivered with the package.
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0loiomo 1SFQBSBUIPOIPGIOCNIIPGI4&56 11$-&""/

- BUFSIBIISFRVISFEL
e SETUP CLEAN product with REF 009902;
e SETUP CLEAN empty vials of 15 ml (REF with barcode);

e Demineralized water.

8 I FOIVTIOHIEFNIOFSBWLFEIXBUFSINBLFITVSFU1BUU I FIXBUFSIRVBIWZIDPSSFTQPOETIBUIIFBTUI
UPI(SBEINI*40100000PSISZQFMII** 45 - [%00000000

%PIOPUIGIINPSFIU I BOIDONIIPCIU I FI4&56 11$-&"* /ITPIVUIPOLOIPOFIWIBII3& " 10000000

A Add 3 ml of SETUP CLEAN REF 009902 in a vial.
B Add 12 ml of demineralized water.
The final concentration of this SETUP CLEAN REF 009902 is 20%.
This once prepared solution has to be preserved at ambient temperature.
[f SETUP CLEAN solution is stored in a dark, light-protected bottle, it must be replaced once a

month. If SETUP CLEAN solution is not light-protected (if it is in a transparent bottle), it must be
replaced every day.
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Qoooo ABNOQIFTIII3FBHFOUTI"*SFBI4DSFFO
This screen displays a detailed status of the samples, diluents and reagents loaded in the IH-1000.

""DDFTT

A From the main screen, click on the SAMPLE / REAGENTS AREA of the
O interactive image

REAGENT/DILUENT
4

- From any screen where the REAGENT / DILUENT AREA button appears.

0rooomm %FTDSIQUPO

User: System status :

IH-1000 BioRAD) |« YWAN DATA BEV Ready
J SCREEN MENU 4 MANAGEMENT, | [B24Hi2015  |©1531 40450

SAMPLE | REAGENT AREA

B L e s ol SR CR2Z: P 16 17 18

Q0000 QU0OCUK

FO00CCOCO00CU
- F0000@E0T00

DETAILS REMOVE RACK
4

REMOVE ALL

[*JHVSFIOO! Sample / Reagent area screen

Rack Status (see page 78)
Sample Status (see page 78)
Diluent Status (see page 79)
Reagent Status (see page 79)
Details Button (see page 80)

Remove Rack Button

N O 0O A ON =

Remove All Button (see page 88)
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78

0loiomo

0loiomo

IH-1000

3BDLI4UBUIVT

4ZNCPI

%FTDSIQUIPO

8 IBUUPLEP!T

Htﬂﬂ E

The rack is surplus.

The rack is not identified,

or the barcode of the rack is not valid,

or one of the tubes is not identified,

or the diluent rack is out of date.

A sample tube or a reagent vial is in error or an un-

loadable rack is detected (not fully pushed in the
instrument).

The reagent rack has a stirring fault.

The rack is in the restitution position (only for particular
cases).

The restitution is in progress or the restitution request
is memorized.

Rack background color: gray

The rack is in the pipetting position.

Rack background color: orange

The rack is selected in order to view details or to
remove it.

Rack background color: yellow
The rack is out of service.

A rack is already loaded at this place in the pipetting
area.

Remove the supernumerary rack from the loading
area.

Remove the rack and check that the barcode sticker
is not damaged.

For a diluent rack, check the validity date.

Check the samples tubes or reagents vials errors then
remove the rack.

Push the rack deeper in the IH-1000.
Remove and replace the rack.

Remove the rack from the instrument.

Wait for process completion.

Can be selected for further information/actions.

Click DETAIL or REMOVE button

Remove the rack

4BNQIFI4UBUIVT

4ZNCPI

%FTDSIQUIPO

8 IBUUPIEP

ce®

(=M=

009

No tube is detected at this position of the rack.

The sample is correctly detected.

Sample correctly detected (donor).

Sample correctly detected (receiver).

A tube is detected with a barcode reading error or
duplication.

A tube is detected with a cap.

Lack of receiver for sample tube.

Lack of donor for sample tube.

If manual input option is enabled, remove the rack and
check the barcode of the defective tube.

In case of duplicate, check both tubes.
See chapter No Cap Confirmation on page 84.

Check the loaded crossmatch receivers.

Check the loaded crossmatch donors.




0roiomo

0roiono

Managing Samples and Reagents

Click on the error of a sample rack to display a warning screen describing the nature of the error.

If the sample rack grid is in error, it is possible to display the error details by clicking on the
representative error icon.

See chapter Disabled Mode Option on page 137.

For particular cases with Low volume segment blood (rack type 4), error messages are
displayed in the log list.

See chapter Traceability Area on page 39.

%JIVFOUI4UBUIVT

AZNCPI %FTDSIQUIPO 8 I1BUUPIEP
o:o The diluent rack is correctly detected. -
are

o The diluent rack is detected with an error. Remove the rack and replace the diluent product

Click on the error of a diluent rack to display a warning screen describing the nature of the error.

If the diluent rack grid is in error, it is possible to display the error details by clicking on the
representative error icon.

See chapter Disabled Mode Option on page 137.

3FBHFOUI4UBUIVT

4ZNCPI %FTDSIQUPO 8 I1BUUPIEP]

The vial is correctly detected. -
inserted.
The vial is detected and is reserved. -
The vial is detected with a cap error. Remove the rack and remove the cap.
The vial is detected with a barcode reading error. Remove the rack and check the barcode of the vi

orientation, validity date, barcode.
The vial is detected with a stirring error. Remove and replace the rack.

CN-N-NON X

The vial is detected with an error. Remove the rack and check that the vial is correctly

al:

Click on the error of a reagent rack to display a warning screen describing the nature of the error.
Remove or reload the rack to initialize it.

If the rack grid is still in error, it is possible to disable it by clicking on the error icon (with sufficient rights).

See chapter Disabled Mode Option on page 137.
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| 79



Managing Resources

0loiomo %FUBITIAVIPO

This button gives access to precise information about the selected rack.

Click on the rack image to select it (orange background).

B Click on DETAILS.

1 S1FEFRBITITDSFFOIEIGFSIX 1 FUTFSIBITBN QIFIISFBHFOUIPSIENVFOUSBDLTUTITFIFDUFED

This button is activated only when the rack is in the pipetting position.

4BNQIFII%FUBINTI4DSFFO

System status :

IH-1000 o

MENU 4| MANAGEMENT , | |8

% Emergency Q. Quality contral

Urveadatis harcode of sample tibe 1 ot
| Gid_10

Bresence of a cap on the sample tube @
Grid 10

MANUAL INPUT REMOVE RACK CAP
o SWITCHON ' CORRECTION |

["JHVSFIOO! Sample details screen

Position of the rack
Name (barcode) of the rack
Remarks/Errors (if any)
Position of the sample
Barcode of the sample
Remarks/Errors of the sample (if any)
MANUAL INPUT button (see page 83)
REMOVE RACK button (see page 88)
SWITCH ON / SWITCH OFF button

(o] CAP CORRECTION button (see page 84)

= © 0 N O 0O » ON =
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3FBHFOUIII%FUBITI4DSFFO

System status :

[ 1]
IH-1000

MENU 4| MANAGEMENT , | B 1104201

(o)

REAGENT I DETAILS

Frsence of & cap on the resgent vial 2 at
Grid_R2

DBOIZAIL 1204 12 | De0a3L | 4f12/2002 hﬁrmuducpmthrwwlwdid
i _G | k2

i DG04Z831 | 4f12ie002

|
06012831 120412 | 06012801 | 4Mizfemz
| |

|
Unreadsbie barcods on resgent vial 7 at

‘ @ | ==

REMOVE RACK

AP

C
SWITCHON cORRECTION |

["JHVSFIOOI Reagent details screen

Position of the rack

Name (barcode) of the rack
Remarks/Errors (if any)

Position of the content in the rack
Barcode of the content

Reagent name

N 0O G A ODN =

Reagent usable volume (ml)

6 TBCIFIWPIVNFIOINFBTVSFEWPIVN FIDIEFBEIWPIVNF
8 Reagent lot number

9 Expiry date

10 Remarks/Errors of the content (if any)

11 REMOVE RACK button (see page 88)

12  SWITCH ON / SWITCH OFF button

13 CAP CORRECTION button (see page 84)
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%JIVFOUIII%FUBITI4DSFFO

User:

IH-1000 o

MENU 4| MANAGEMENT , | (B 11/04/20

DILUENT I DETAILS @
Pasition ‘ ‘ Barcode Type

Grid 10 0575197201105203532 | ID-Diluent 1

Lot number: 057519720
Limit Dare : 5/31/2011

REMOVE RACK

["JHVSFIOO! Diluent details screen

Position of the rack

Name (barcode) of the rack
Diluent type
Remarks/Errors (if any)

Lot number

o O h ON =

Expiry date

The contents of diluent racks are not displayed.

7 REMOVE RACK button (see page 88)
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0nonono 4BNQIFI#BSDPEFD - BOVBI*0QVU
The MANUAL INPUT allows to enter manually a barcode for the samples detected with a barcode

error.
This button is activated only when a sample is detected with a barcode error.
If the barcode is read manually, make sure to put the sample back to the original position.
A From the main screen, click on the SAMPLE / REAGENTS AREA.
O
Select the rack with the sample barcode error.
C Click on DETAILS.

Click on MANUAL INPUT.
T SIFGPIPXIOHITDSFFOIBQQFBST?

MANUAL INPUT
4

SAMPLE | MANUEL INPUT * Emergency
E | . TEE o
\ | & ) | E |
2 | [ | E |
a | E ] C ]
4 | [ ~ |  [IE ,
s [ 1 { ] ] [ (0
s | [+ ] [ ]
? Y } B |
s [ ) (o )
) | E | C |
10 i | [ |
CANCEL
F | F |
I"JHVSFIOOD Sample manual input
E Click on REMOVE RACK.
F Scan or type the sample barcode in the Barcode (1) column.
G Scan or type the sample barcode in the Confirm Barcode (2) column.

Copy and Paste functionalities are disabled during this operation.
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H Click on OK to validate the input.

%PIOPUIDWDLIO , PO I FI**VU I FOUIDBUIPOITDSFFOI
| If the positions of some samples have been switched, an alert screen is displayed.
T 1SPDFEVSFIXI 1 BWFIUPICFISFQFBUFED

J Place the sample rack back in the instrument (same position). Wait until the
instrument has inserted the rack completely.

K Enter your login and password.

I"JHVSFIOOI Authentication Required screen

L Click on the OK button of the AUTHENTICATION REQUIRED screen.

0Iooooo /PI$BQISPOGSNBUIPO
The NO CAP CONFIRMATION screen allows to confirm the absence of caps when necessary.

A L From the SAMPLE or REAGENT / DETAILS screen, click on the CAP
PSS CORRECTION button.

4FFID 1 BQUFSI4BNQIFIII%FUBITI4DSFFOIPOIQBHF [l
T SIFGPUPXIOHITDSFFOIBQQFBST!

This button is activated only when a cap is detected.

84 | IH-1000
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Managing Samples and Reagents

NO CAP CONFIRMATION * Emergency

Grid 15 01

EEEEg}EEEEE

<

X

@ CANCEL .

A P
["JHVSFIOOI No Cap confirmation screen

Symbol: Tube is detected with a cap
Check box activated

OK button

CANCEL button (see page 83)

To confirm the absence of a cap after checking visually:

A ON =

A Click the check box (2) next to the symbol; Tube is detected with a cap (1).

Only tubes with a cap are active. When a check box is unchecked, the tube returns to its initial
state.

B Click OK to confirm.

1 SIFLGPIPXIOHITDSFFOIBQQFBSTE

WARNING !

A

Do you confirm these correction requests ?

I™JHVSFIOOI No Cap confirmation warning screen

C Click YES to confirm.
51 FIDPSSFTQPOEIOHITUBUFIPGIU I FIUVCFITIVQEBUFEL
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Oioo -PBEJOHI3BDLT

The loading procedure is identical for all kinds of racks.

A rack can be loaded at any time in a free position, even when the instrument is performing tests.

A Prepare a rack with samples, diluents or reagents.

Read carefully the instructions given for each type of rack. See:

e Sample Racks on page 64;

¢ Diluent Rack and Diluent Product on page 72;

e Reagent Racks on page 74.

B Check where to load the rack:

86 | IH-1000

A green light (1) indicates that the slot is available.

A blinking red light indicates that a rack is moving: loading or unloading.

A red light (3) indicates that the slot is not available. A rack is already loaded.
Sample and diluent racks can be loaded in positions 1 to 18.

Reagent racks can be loaded in positions R1 to R4.

I"JHVSFIOO! Loading racks



Managing Samples and Reagents

Engage the rack in the slot and push it slowly until it locks automatically.

(OWTIPXTIBIXFIIQIBDFEISBDLE

T ""IDBNFSBIXIIIBVUPNBUIDBIZIEFOUZIU I FIOF XISBDLIBOEDU I FIUSBOTQPSUIBSNIXIG
UBLFINTIOUPIUT FIIOTUSY N FOUZPSIQIQFUIIOHIPQFSBWPOTL

I"JHVSFIOOI DANGER - Racks area

*"UIBOZIWNFIU I FISBDLINVTUIIBZIPOU I FICPUP NIPGU I FITIPUNOIPSEFSIUPICFPDLFEIBUIVE FI
DPSSFDUIQPTIUIPOL
60U IFISBDLIITIQVT 1 FEIUPPIGBSIIBIDPINTIPOIXU T U I FIUSBOTQPSUIBSNIDPVIEIPDDVS]

/FWFSIQVUIBOZU 1JOHIFITFIU 1 BOIBISBDLIOTIEFIBITIPUL
5 1FIDBNFSBIXPWVIEIBVUPNBUDBIINIZIUSZIUPLEFOUGZIUIBOEIBIDPINTIPOIXPVIEIPDDVS]

If the identification fails, the loading area becomes red.

-

The rack can be unloaded and identified manually using the manual barcode
reader.

4FFIDI1BQUFSI4BNQIFI#BSDPEF! - BOVBIFOQVUIPOIQBHF OO0
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0ioio 3FNPWIJOHI3BDLT
SBIIVOUIIU I FIRH TUIIDINTIHSFFOUPISFNPWFIU I FISBDLI

S51FISBDLTIDPNQIFUFIZIQFScPSNFEIDP NFIPVUIPCIU I FI¥) -0000BVUP N BUDBIIZIIDI#FIBXBSFIUPI
OPUI1JUIU T FNIBDDIEFOUBINZ

0loiomo 3FNPWIOHI4BNQIFI3BDLT

A Select the SAMPLE / REAGENT AREA screen or the SAMPLE / DETAILS
screen.

4FF]
t04BNQIFTII3FBHFOUTC*SFBI4DSFFOIPOIQBHF 0]
t24BNQIFII%FUBITI4DSFFOIPOIQBHF 001

B Select the rack or search the sample tube barcode to remove.

I"JHVSFIOOD Search function

*GIOFDFTTBSZIONIFI4™" - 1-&0013&"* (&/50"*3& " ITDSFFO!
**0ZIPVOEITBNQIFIWCFITINH HIH 1UFENOIQVSQIFT

Cc Press REMOVE RACK.

1 GJOPITBNQIFIITIQSPDFTTFEIN I FIUSBOTQPSUIBSNIQVT I FTIU I FISBDLIPVUI

*IPOFIPSINPSFITBNQIFTIBSFIQSPDFTTFEIIBINFTTBHFIQSPNQUTIUI FIVTFSUPIDPOGSNI
UIFISFNPWBIC

WARHING !

A

Do you want to eject a rack with current analyzes on at
least 1 sample?

X
CANCEL

I™JHVSFIOOD
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D Confirm the rack removal.
T SIFIOTUSVNFOUGIOIT I FTIV I FIQIQFUIOHIPQFSBWPOIPON I FIDVSSFOUITBNQIFIIS | FI
PUIFSITBNQIFTIBSFIOPUIQIQFUWFELD
51FITBNQIFISBDLATIQVT I FEIPVUL

""INFTTBHFIEITQIBZTIU I FISFNBIOIOHIUNFIPSU T FIVTFSIUPISFOIOTFSUIU I FITBNQIF]
SBDLIPOWIFITBNFIQPTUIPOPIQSPDFFEN I FIUF TUTIITFFISFNBSLTICFIP XTI

(N

You have 37 secondes to re-insert the rack of slot 17

I™JHVSFIOOD

3FNBSLTI
If the unloaded sample rack is reloaded in the TBNF position XJU 10 60 seconds:
e for samples already identified, the pipetting operation restarts;

e for missing samples, the tests which were scheduled are placed in TESTS TO REPEAT screen.
See Tests to Repeat on page 114.

If the unloaded sample rack is reloaded in the TBNF position B6UFS 60 seconds or in other position, the
rack is considered as new rack.

For any missing samples, the status of the scheduled tests is managed as follows:

SFTUI4UBWVT %FTDSIQUPO
TESTS IN PROGRESS No impact.

4BNQIFIDPNQIFUFIZIQIQFWFEL4BNQIFI The test will be completed.
UVCFIOPINPSFIOFFEFE!

TESTS IN PROGRESS The status of the test is set to TEST TO REPEAT.

4BNQIFIOPUIDPNQIFUFIZIQIQFUFEL Reason: Missing resources (samples).
J4BNQIFIUVCFITUMIOFFEFE!

TESTS READY TO START The test is canceled.
TESTS WITHOUT RESOURCES The test is canceled.
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0loiomo 3FNPWIOHI3FBHFOUIPSI%IVFOUI3BDLT

A reagent rack can be removed only if no reagent vial of the rack is in use.

A Select the SAMPLE / REAGENT AREA screen or the REAGENT / DETAILS
or DILUENT DETAILS screen.

4FF
t/4BNQIFTIII3FBHFOUTC"*SFBI4DSFFOIPOIQBHF [
13FBHFOUII%FUBJTI4DSFFOIPOIQBHF (T

%IV FOUII%FUBNTIADSFFOIPOIQBHF O

B If necessary (in the SAMPLE / REAGENT AREA screen), click on the rack
image to select it (orange background).

C Press REMOVE RACK.
T 5IFUSBOTQPSUBSNIQVT IFTIU I FISBDLIPVLT

I"JHVSFIOOD Remove racks - light

0roiomo 3FNPWFBII3BDLT

A Click on REMOVE ALL.
REMOVE
ALL T SIFISBOTQPSUZIBSNIQVT I FTIBUISBDLTIPVUIIBICU I FISBDLTIBSFIVOIPBEFET

It is only possible to remove racks which are not in use.
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0loiomo 3FNPWIOHDR%IVFOUIBOEI4BNQIFI3BDLINBOVBIIZ

If a rack is blocked inside the loading area in pipetting position, manually remove it according to the
following procedure.

SHUTDOWNIUIF*) -0000ICFGPSFISFN PWIOHIU I FISBDLTINBOVBINZI
A SHUTDOWN the IH-1000.
4FFID1BQUFSI4 1 VUEPXOIPGU I FIFOTUSVNFOUIPOIQBHF L

B Take the rack extractor tool (1).

{NTOPDBUFENON I FISH NP X FSIQBSUIPEU I FIIOTUSV N FOUIIOFYULPI I FIHFIIDBSE TEXBTUFD
Clol

Slide the rack extractor tool under the rack.
Insert the extremity of the tool in the dedicated hole of the rack (2).

Lift smoothly the rack and pull it out.

m m O O

Put the rack extractor tool back in place.

["JHVSFIDO! Remove racks - pull out
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0loiomo 3FNPWIOHI3FBHFOUI3BDLTINBOVBIIZ

#FIDBSFGVIIOPUIUPIEBNBHFU I FIFIFDUSIDBIIDPOUBDUTIPGIU I FISFBHFOUISBDLL

Raise the back of the rack about 35 mm.
Remove the rack about 15 mm.

Rest the back of the rack.

O 0 w »

Remove completely the rack.

["JHVSFIOOI Remove racks - Reagent
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minin

Managing Liquids and Wastes

Managing Liquids and Wastes

This chapter explains how to manage cleaning liquid, system liquid, liquid waste and gel cards waste.

$IFBOJOHIBOEITZTUFNINRVIEIDPOUBIOFSTISFQIBDFNFOUINVTUICFIEPOFIDBSF6VIIZIBDDPSEIJOHIUPT
UITFIGPIIPXIOHIQSPDFEVSFTIOIPSEFSIUPIBWPIELIQPIIVUWPOIPGIU I FI 1 ZESBVIIDIDISDVIUL

9%FTDSIQUIPO

JHIE/ L

[0 o

["JHVSFIOO! Liquids and wastes - description

N O 0O A ON =

>

Cleaning liquid container (black)
System liquid containers (blue)
Liquid waste containers (red)
Containers drawer

Gel cards waste bin

Gel cards waste slide

Gel cards waste bag
Push the door to open it.

Pull the containers drawer (4) to easily access the liquid containers (1), (2) and (3).

The cleaning liquid container (1) is not connected during normal operations; it is used only for
maintenance operations.

After being processed, used gel cards will fall from the slide (6) into the waste bag

(7).
/FWFSIQVUI I BOETLO I FIHFIIDBSETIXBTUFITWEFIX HIIFIUL FLIOTUSVNFOUNTIQP X FSFEIPOL

60U I FODRVIEZXBTUFIITIDPOOFDUFEIUPIBIIBCPSBUPSZIESBIOIWFSIZIV I FIRVBIWZIPGU I FIUVCIOHIBOEL
NBLFITVSFIU I BUIITIDPSSFDUIZIDPOOFDUFEL
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Qoooo $I1FDLIOHI-JRVIETIBOEISBTUFTI4UBIVT
The SOLUTIONS / WASTES AREA screen allows to check the liquids and wastes status.

""DDFTT

A From the main screen, click on the LIQUIDS / WASTES AREA of the interactive
image.

%FTDSIQUPO

User: System status :

n
IH-1000

4| MANAGEMENT , B 12/04/2017 Q 0 v04.07.00

LIQUID | WASTE AREA

O | O,

CLEANING LIQuID LIQUID WASTE

O

GEL CARD
WASTE

SYSTEM LIQUID

il
=

["JHVSFIOOD Solution / wastes area

1
2
3
4
5

Cleaning liquid container area
System liquid container area
Liquid waste container area
Gel card waste bin area

Maximum gel cards waste capacity of the bin

If all items in Solutions / Wastes Area are in order, it is not possible to perform an action.
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3FGIINOHIBI4ZTUFNI-IRVIEI$POUBIOFS

4PIVUIPOI%FDPOIDONTIEBOHFSPVTII
3FCFSIUPIUTFL - BUFSIBII4BGFUZ1%BUB4 I FFUIGPSINPSFIIOG6PSNBUIPOL

6 TFIHIPWFTIGPSIBIIPQFSBUPOTL

8 I FOIVTIOHIEFNIOFSBW[FEIXBUFSINBLFITVSFU 1BUU I FIXBUFSIRVBIWZIDPSSFTQPOETIBUJIFBTUI
UPI(SBEINI*40100000PSISZQFMII** 45 - [%00000000

5BLFIDBSFIUPIDPOOFDUIU I FIDPSSFDUIDPOUBJOFSIUPIU I FIDPSSFDUI I PTFII3FGFSIUPIU I FIDPIPSIDPEFT
The system liquid has to be renewed weekly.

Do not mix different solutions of system liquid.

A Check that the second system liquid container is connected to the instrument
while it is running.

Pull the container out of the instrument.

Remove the front cap (1) of the container.

1"JHVSFIOOD Refilling system liquid container
Clean the container with demineralized water.
Check that the container is empty.

Shake the Decon 90 bottle to mix the solution.

®© M m ©O

Fill the container with system liquid:
0-0PEIEFNIJOFSBII[ FEIXBUFSIBOEIODN-1P61%FDPOIOON

H Put the container cap back in place.

| Put the container back in place in the instrument.
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J Click CONTINUE to confirm the message, or CANCEL.

A

Container is empty Do you confirm the tin replacement?

CONTINUE CANCEL
i

1"JHVSFIOOI Empty container message

*6U I F1i &NQUZIDPOUBJOFSWINIFTTBHFIBQQFBSTIBHBIOIBGUFSIU I FIDPOUBJOFSI 1 BTICFFOSFGMIFEI%O!
/ O5BDLOPXIFEHFIUI FINFTTBHFIBHBIOIU 1 FI1 ZESBVIIDIDISDVIUIX PVIEICFIQSINFEIBHBIOIBOE!
UHITEXPVIEISFTVIUIOIPWFSGIP X IOHIU I FIGIVYIDPNQFOTBUPSII$POUBDUIBITFSWIDFIFOHIOFFS!

WIN; $IFBOJOHI-IRVIEILSFQBSBUWPO
@ 4PIVUIPQL - JDSPDIEFI4 2 LITIEBOHFSPVTL
3FGFSIUPIUTFL - BUFSIBII4BGFUZI%BUBI4 1 FFUIGPSIN PSFIIOGPSNBUIPOL

81 FOIVTIOHIEFNJOFSBW[FEIXBUFSINBLFITVSFIU I BUIU I FIXBUFSIRVBIWZIDPSSFTQPOETIBUNFBTUI
UPI(SBEIDI*40I0D00IPSISZQFI#I*45 _ [%00000000

6 TFIHIPWFTIGPSIBIIPQFSBUPOTL

A Remove the front cap of the container.

I"JHVSFIOOD Refilling cleaning liquid container
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B Fill the container with cleaning liquid:
e 2| of demineralized water and 8ml of Microcide SQ™,
5NTITPIVWPONTITUBCIFIGPSIOIEBZTE

Qoooo $IFBOJOHIPCU I FI$SPOUBIOFST
It is necessary to clean a container:
e once a month;

* when a container has not been used for a long time.

8 I FOIVTIOHIEFNJOFSBW[FEIXBUFSINBLFITVSFIU 1 BUIU I FIXBUFSIRVBIUZIDPSSFTQPOETIBUNFBTUL
UPI(SBEININ*40I0000MPSISZQFIII**45 _ 1%000000000

A Wait until the ongoing process is finished.

B Take the container out and remove caps and hose.

1= JHVSFIOOD

Empty completely the container.

Rinse it with about 1L of cleaning liquid.
Shake the container.

Remove and dispose the cleaning liquid.

Rinse 4x or more the container with demineralized water.

I &6 M m U O

Wipe the caps and aspiration hose with Isopropanol, then rinse with demineralized
water.
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3FQIBDIOHIBI-JRVJEISBTUFI$POUBJOFS

-JRVIEIXBTUFIDPOUBJOFSTIDPOUBIOIDPOUBNJOBUFEINRVIETI) BOENOHISFRVISFITQFDIBIIDBSF]

SPIBWPJEIDPOUBNIOBUFEINRVIEITQMTIINRVIEIXBTUFIDPOUBIOFSTINVTUIOPUICFIEITDPOOFDUFEL
EVSIOHIVTF

6 TFIHIPWFTIGPSIBIIPQFSBUPOTI

It is strongly recommended to use the antifoaming product each time the waste container has to
be emptied.

1SFQBSBUPOIPGIU I FI**OUGPBNJIOHI4PIVUIPO

Various antifoaming products can be found worldwide from different manufacturers. Bio-Rad
recommends antifoaming product that contains 30% of Silicone.

SI1FITIIDPOFIBOUGPBNIOHIBHFOUNTIEBOHFSPVTI

3FFSIUPIUTFL - BUFSIBII4BG6FUZ1%BUBI4 1 FFUIGPSIQSFDBVUWPOTIUPICFIUBLFOIX I FOIXPSLIOHIXU LT
VNTIUZQFIPGCIQSPEVDUL

For 100 ml of diluted silicone antifoaming agent:

Add 10 ml of silicone anti-foam agent in a bottle.

B Add 90 ml of demineralized water.

3FQIBDIOHW I FI-IRVIEISBTUF

The following procedure explains what to do when a liquid waste container is full.

A Check that the second liquid waste container is connected to the instrument while
it is running.

Take the container.

Remove the plunger.

I"JHVSFIOOD Liguid waste container




Managing Liquids and Wastes

As soon as the aspiration cap is removed, liquid wastes are automatically routed to the second
liquid waste container.

D Dispose the liquid waste in accordance with your local regulations.
Add 5 ml of antifoaming solution in the FNQUZ liquid waste container.

F Put the container back in place with the caps.
5BLFIDBSFIUPIDPOOFDU I FIDPSSFDUIDPOUBJOFSIUPIU I FIDPSSFDUI I PTFII3FGFSIUPIU I FIDPIPSIDPEF]

G Click CONTINUE to confirm the message, or CANCEL.

(N

Waste full. Do you confirm the waste is empty ?

x

CONTINUE CANCEL

I"JHVSFIOOI Waste full message

a0aoo 1SINJOHI$ZDIF
The priming cycle is made automatically or with the general initialization function.

See chapter General Initialization on page 167.

Make sure to have enough liquid.

Qoooo $IFBOJOHISZDIF
See chapter Weekly Maintenance on page 149.
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goonm 3FQIBDIOHU I FI(FII$BSETISBTUF#IO

51 FIHFIIDBSETIXBTUFICIOIDPOUBIOTIDPOUBNIOBUFEIQSPEVDUTLL
) BOEWOHISFRVISFTITQFDIBIIDBSF!

6 TFIHIPWFTIGPSIBIIPQFSBUPOTI

Prepare an empty waste bin with a bag.

B When the instrument is ready or in idle state:
e replace whole waste bin;

* replace plastic bag in bin.
Close the waste bag.

Dispose the bag in accordance with your local regulations.

Bl

["JHVSFIDO! Replace waste bin
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6.4 Checking Resources Status
From the main screen, two buttons in the footer strip allow to check the resources status.

MISSING RESOURCES
AFFIDIBQUFSI - JTTIOHISFTPVSDFTIPOIQBHF D000

RESOURCES ON BOARD
RESOURCES ON
oo 4 4FFIDIBQUFSI3FTPVSDFTIPOI#PBSEIPOIQBHF 000D

0o - JTTIOHISFTPVSDFT

The MISSING RESOURCES!button gives access to the following screen, showing all the missing
resources.

User: System status

n
MAIN DEV Ready
I H-1 ODD SCREEN d aﬁ;ﬁ.GEMENT‘ B 1210472017 O 10"-11 w0 07 00

e bt ...

GEL CARDS REAGENT

0.4 ml 4042 . Decontamination soli...

O ® O

DILUENT

1 0575 . ID-Diluem 1 te right

GEL CARD STORAGE DRAWER REAGENT/DILUENTAREA LIQUID | WASTE AREA
4 ] |

BAC“. PRINT

["JHVSFIOOI Missing resources

1 Gel cards storage drawer

2 Reagent / Diluent area

When the missing diluent concerns both the right and the left side, the number of the
wells missing is displayed for each side.

3 Liquids / Wastes area
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3FTPVSDFTIPOI#PBSE

The RESOURCES ON BOARDIbutton gives access to the following screen, showing all the
resources already loaded into the instrument (Gel cards, reagents, diluents) and the status of the
LIQUIDS / WASTES area.

User

I H - 1 U G [] :SIRNEEH EUATAS el

4| MANAGEMENT , | B 120472017 Q10 v04.01.00

RESOURCES ON BOARD
GEL CARDS REAGENT
12 5000 - ABO/Rh NOml 066 - ID-DiaCell A1
11 5010 - Rh-subgroups + K HAml 0602 - 10-DiaCell A2
12 5052 . NaCl, Enzyme test and cold ... MOmi 0603 . IDDiaCell B
12 5053 - LISS/Coomibs 6.9 ml 0617 - ID-DiaPanal 1

6.3 ml 0619 - ID-DiaPanal 3
6.7 mi 0620 . ID.DiaPanel 4
6.4 ml 0621 . ID-DiaPanal 5 c
7.0 ml 0622 - ID-DiaPanel §
69 ml 0623 - ID-DiaPanel T
6.5 ml 0624 . ID.DiaPanel § =

DILUENT

6.7 ml 0618 - ID-DiaPanel 2 ‘

80 0476 - 1D-Diluem 2

REAGENT/DILUENTAREA

GEL CARD STORAGE DRAWER

LIQUID | WAS TE AREA

PRINT

["JHVSFIOOI Resources on board screen

1 Gel cards storage drawer
AFFID 1BQUFSI (FII$BSETI4UPSBHF1%SBXFSI**SFBIPOIQBHF 000N
2 Reagent / Diluent area

A4FFID 1BQUFSI3FBHFOUII0%JIVFOUI**SFBIPOIQBHF DO
3 Liquids / Wastes area

S$IDLIOHION NTIBSFBIHWFTIBDDFTTIPI FI-*2 6*%418"*45&841** 3&"*[TDSFFOIX 1D 1 THWFTI
EFUBIIFELIOCPSNBUIPOL

A4FFIDIBQUFS] - BOBHIOHI-RVIETIBOEISBTUFTIPOIQBHF [



Qoo

0roiomo

Checking Resources Status

(FII$BSETI4UPSBHF%SBXFSI**SFB

Clicking on this area gives access to the GEL CARD STORAGE DRAWER screen which gives
detailed information.

See chapter Gel Cards Storage Drawer Screen on page 59.

1 Number of gel cards
2 Code of the gel card type GEL CARDS
3 Gel card type 12 5000 - ABO/Rh

11 5010 - Rh-subgroups + K
12 5052 - NaCl, Enzyme test and cold ...
12 5053 - LISS/Coombs

olofe

GEL CARD STORAGE DRAWER

I"JHVSFIOOI Gel cards information

3FBHFOUII%JIVFOUI**SFB

Clicking on this area gives access to the SAMPLES / REAGENT AREA screen which contains more
detailed information.

See chapter Samples / Reagents Area Screen on page 77.

4 Reagent usable volume (ml)
6TBCIFIWPIVNFIOINFBTVSFEIWPIVNFIDIEFBEWWPIVNF REAGENT
5 Reagent code 83ml 0601 -ID-DiaCell A1
6 Reagent type 89ml 0602 - ID-DiaCell A2
§8ml 0603 - ID-DiaCell B
7 Number of available diluent wells 9.0 ml 0604 - ID-DiaCell O
. 79ml 0608 -ID-DiaCell |
8 Diluent code 73ml 0609 -ID-DiaCell I
9 Diluent type, with indication of side and quantity 8 Aml OO - ID-Diafell 1l
(Ieft/right or bOth) | -Dec ination solu...
DILUENT
191 0575 - ID-Diluent 1

REAGENT I DILUENT AREA

I"JHVSFIOD! Reagent and Diluent information
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7 Managing Tests

$ I BQUFSIOWFSWIFX

This chapter presents how to manage the tests.
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7.1 Performing a Test

The following chart shows a standard process flow for performing tests.

Before performing a crossmatch test, make sure that there are enough gel cards loaded on the
IH-1000.

Start the instrument.

See chapter Starting the Instrument on page 46.

(Create a test request.

N/

l

Load the corresponding sample and the necessary resources into the instrument.

See chapter Managing Samples and Reagents on page 64.

' l

- : . . ™ - .. TN
If the required resources are available in the If some resources are missing, the test will
instrument, the test is queued in the TESTS be queued in the TESTS WITHOUT
READY TO START list. RESOURCES list.

T SIFUFTUIXMICFIQSPDFTTFEIBVUPNBUIDBIIZ! See chapter Tests without Resources on

CZWWIFIOTUSVNFOUBTITPPOIBTIQPTTICIFID ] page 113.
EFQFOEIOHIPOUI FIBWBIBCIWZIPGIU T FI

QIQFUUPSTIJODVCBUPSIBOEIDFOUSIVHFTI ~ !
See chapter Tests ready to start on /Cheok the missing resources and load it.
page 111. See chapter Managing Resources on
page 57.
N * J
N J

(Once the process begins, the test status
changes to In progress.

See chapter Tests in Progress on page 108.

(N J

(f an error occurs during the process, the
test is moved to the TESTS TO REPEAT
list. See chapter Tests to Repeat on

page 114.

(N J

Once the test is completed, the results are automatically
transferred to the verification software in order to be checked.

See IH-Com Data Management User Manual.
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7.2 Performing an Urgent Test

To perform an urgent test the same process applies. Use urgent racks so that the sample is processed
before all other samples.

See chapter Sample Racks on page 64.

7.3 TESTS Buttons of the Main Screen

From the main screen, the following buttons allow to access to several functions about tests.

Buttons are disabled if their function does not apply to any test.

TESTS IN PROGRESS
See chapter Tests in Progress on page 108.

TESTS READY TO START
See chapter Tests ready to start on page 111.

TESTS WITHOUT RESOURCES
See chapter Tests without Resources on page 113.

TESTS TO REPEAT
See chapter Tests to Repeat on page 114.

SAMPLES WITHOUT REQUEST
See chapter Samples without Request on page 117.
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7.4 Tests in Progress

This screen displays all the on-going tests in the instrument.

A From the main screen, click on TESTS IN PROGRESS.

L * f status :

(1]
IH-1000 :

4| MANAGEMENT , | B 12/04/2017 5 v04.07.00

TESTS IN PROGRESS % Emergency Q) Quality control

Chck a column header 1 sori by thet colusn.

Sample ID Tests ~ Stait Gnd  Pasition Status
WU WDV Bloeogroup. ASLYHN (ation} SV} Toamud ) 4 ¥ Fpaing [
fo10101068 14001 Bluwdyruep. ABOR (DiClon) (5001) 16.36.00 1639 14 3 Pipeliing
18662 MO01 Bloedgroup: ABO/RK (DiaClon) (5001} 16.38.00 Pipaiting

14001 Bloedgroup. ASO/Rh (DiaClen) (5001} 163800 1 Pipatiing
55577 14001 Bloedgraup: ASO/RH (DiaClen) (3001} 163600 1639 “ 4 Pipsiting
55609 14001 Bleedgroup: ASO/Rh (DraClen) (5001) 16:36.00 1841 15 2 Pipelting
BEEET1 MO01 Bloedgroup: ASO/Rh (DiaClen) (5001} 16:3600 1639 4 2 Pipetuing
98883946 14001 Bloedgroup: ABO/Rh (DiaClen) (5001} 163600 1841 " 10 Pipeiting
BaEeande Q01 Bloodgraup. ABO/RN {DiaClon) (5001) 16:35.00 16:@ 6 Pipeiting
11247 001 Bleedgroup: ASO/Rh (DiaClen) (5001} 16:36:00 154 @ 7 Pipeiting
1252 MO01 Bloedgroup: ASO/Rh (DiaClen) (5001) 16.36:00 1640 B Pipsiting
73456 11001 Bleodgrous: ABC/R (DiaClen) (5001} 1% 2 Pigstling
4461 WOUT Eleedgroug: AEG/Rn (Dakren] (500 L 240 15 10 Pipetiing
74 W01 Bloedgroup: ABO/Rh (DiaClen) (5001} 163908 1540 15 8 Pipatiing
475 MO01 Bloedgroup: ABO/RR (DiaClen) (5001} 163905 1639 15 6 Pipsiting
a4 MO01 Bloedgrewp ABO/RA (DiaClon) (5001} 163905 1540 15 7 Pipstting
4500 MO01 Bluwdgeep. ABO/RD (DiaChon) (5001 183905 1641 16 1 Pipsttiny
53563 MO01 Bloedgroup: ABO/RK (DiaClon) (50011} 16:3905 1840 15 8 Pipaiting

P4TOY 14001 Bloodgroup: ABO/RH (DwaClen) (5001) 16:39.05 1641 16 4 Pipsiting |

<[ e

DETAILS

[*JHVSFIOOD TESTS IN PROGRESS screen

1 Samples special statuses
Emergency sample
Quality control sample

2 Sample barcode number

3 Test description

4 Test start and end time

#IBDLIISFBIIWNFIX 1 FOU I FIUFTUITUBSUFEIBOEIFOEFEL
FHIVFIIFTUNBUFENFIX 1FOUTFIUFTUIT IPVIEITUBSUIBOEINOIT I

5 Grid
1PTUIPOIPGV I FISBDLIIOW I FIIPBEIOHIBSFB
6 Position

1PTIWPOIPCUTFITBNQIFLIOW I FISBDL
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7 State
1IQFUIOHINODVCBUPOIIDFOUSIEVHBUIPOIISFBEIOHIPSIDP N QIFUFE!
8 Sorting strip
S$IDLIPOI I FIDPIVNOIOBNFIUPITPSUIU I FIEBUBT
9 DETAILS button

5 1JTICVWPOIHWFTIBDDFTTIUPIU I FIEFUBITIPEU I FITFIFDUFEITBNQIFIUFTU
AFFID 1BQUFSI%FUBITIPCIBISFTULOILSPHSFTTIPOIQBHF OOOL
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% FUBITIPCIBISFTUIJOIASPHSFTT
A From the TESTS IN PROGRESS screen, click on DETAILS.

The following screen shows all the ongoing tests for one sample.

Each test uses one or more types of gel cards and can be in a different status. A different color is used
for each state.

IH-1000 BIORAD SCREEN i
MENU 4 MANAGEMENT ,
e~ —-—
SAMPLE /| DETAILS ‘ * Emergency | Torepeat 2 Without resource EReadym stan
Pipotting Incubation Contrifugation g
PROT Rev.group: A1,A2,B (5052) Geid. 18 | Position 4 |End|l 18:33
S052037331107314052
B . : :
PRO1 Bloodgroup: ABO/R (5000) God. 18 | Postion 4  Endat  18:13
o Card)
PRO9A Phenotype: S —<e.ctl (5010) | Gnd. 18 | Position 4 !En:lll 18:13
c (e Carg)
- .
PR3 [dentification: 11 test cells (IAT) (5053) Grid. 18 | Poston 4 | Endat  18:42

["JHVSFIOO! SAMPLE / DETAILS screen

1 Samples special statuses
Emergency sample
Quality control sample
2 Test in progress special statuses
n To repeat
E Without resources
: & Ready to start
3 BACK button
4 PREVIOUS / NEXT buttons

S51FICVWPOTI13&7*064BOEL/ &95BIIPXUPIOBWHBUFICFUXFFON I FITBNQIFTIOIQSPHSFTTIXN I PVUL
1 BWOHIUPISFUVSOUPIU I FIQSFWIPVTITDSFFOIBTIXFIIBTIUPIEITQIBZIU I FIEFUBNTIPGU I FIUF TUIQSFWIPVTIPSL
OFYUIWPIU I FIPOFITFIFDUFED

5 Estimated start time for scheduled test



Tests ready to start

7.5 Tests ready to start

This screen displays the tests that are ready to start: all the required resources are available in the
instrument. They will be processed as soon as possible, depending on the availability of the pipettors,
incubator and centrifuges.

If necessary resources are present and if no emergency rack is loaded, the processing order depends
on the loading order. The first sample loaded will be processed first.

A From the main screen, click on TESTS READY TO START.

MAIN v ool
il DATA M
IH-1000 SEREEN MENU | MANAGEMENT , | (B
EE—————— . = =————= =}
TESTS READY TO START % Emergency Q) Quality eontral
Chck a cobarnn hescer tp soi by thel column
~ Sample ID ~ Tasts Grid  Pogition
12064 MO01 Blasdgraup: ABO/Rh (DiaClany (5001 12 8
15746 MO01 Blaodgroup: lan (S001) 12 4
15747 MOO1 Blasdgroup lon) (001) 12 5
15748 MG01 Blaodgroup: ABO/Rh (DisClan) (S001) 12 &
15749 MOO1 Blasdgroup: ABO/RH (DisClan (5001) 12 7

EMERGENCY
F

["JHVSFIOO! TESTS READY TO START screen

1 Information field

AFFID 1BQUFSISFTUTIOILSPHSFTTIPOIQBHF D000
2 EMERGENCY button

AFFID 1BQUFSI&NFSHFODZIPOIQBHF 001
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Qoooo &NFSHFODZ
By clicking on the EMERGENCY button, the status of the sample changes (1).

See chapter Tests in Progress on page 108.

The status can only be changed if there are tests ready to start.

i 4787000000000 | PR18D DC Screening | : IgG-1gA-Igh

4788000000000 | PR16A DC Screening Il : 1gG-C3d-ctl (5056)
(} 4788000000000 | PR18D DC Screening | : lgG-gA-lgM-C3c-C3d-cl...
[F) | 4789000000000 ;| MO33A Bloodgr. + Rev.grA-B-AB-D/AT-B+Gc...

4790000000000 ;: MO33A Bloodgr. + Rev.grA-B-AB-D/A1-B+C-c...

4791000000000 ; MO33A Bloodgr. + Rev.gr:A-B-AB-D/A1-B+C-c...

["JHVSFIOO! Emergency status
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7.6 Tests without Resources
This screen displays the tests that can not be performed because of missing resources.

A From the main screen, click on TESTS WITHOUT RESOURCES.

n ' | Us
IH-1000 mAN
MENU 4| MANAGEMENT | (8
TESTS WITH RESOURCE % Emergency Q! Quality contral
Cace 8 Chumn 1
 Sample 1D ~ Tasls Grid Pesition  Comments
10247 M ioodgroup; ABO/Rh (DiaClon) (S001) 12 3 -
11247 MOO1 Blaodgroup: ABO/Rh (DiaClon) (5001) 12 10
116 MO01 Blaedgraup. ABO/RN (DiaClony (S001) n 6
12064 MOO1 Blaodgroup: ABO/Rh (DiaClon) (5001) 12 8
15732 MOO1 Blaodgeoup: ABO/Rh (DisClon) (5001) 1 2
15745 MOO1 Blaedgraup: ABO/Rh (DiaClon) 12 2
15746 MO01 Blaedgraup. ABORH mlac\ﬂﬁ)@ 12 4
15747 MOO1 Blaodgroup: ABO/Rh (DiaChan) 12 5
15748 MO01 Bleedgroup: ABO/Rh (DiaClon) (50071) 12 6
15743 MO01 Bleedgroup: ABO/R (DiaClan) (5001) 12 7
15752 WQ01 Bloedgroup. ABO/Rh (DiaClon) (5001) " 9
15753 MO01 Bleedgroup; ABO/Rh (DiaClon) (S001) " g
15755 MQ01 Eleedgroup: ABO/Rh (DiaClon) (S0071) n 4
15756 MO01 Bleodgroup: ABO/R (DiaClan) (5001) 1 5
15758 MO01 Bloedgroup: ABO/Rh (DiaClon) (50071) 1 7
15763 MO01 Bloedgroup, ABO/Rh (DiaClon) (S001) " <
5376 WQ01 Bleedgroup; ABO/Rh (DiaClon) (S0071) 12 1
B6EE52 MO01 Bloedgroup: ABO/Rh (DiaClan) (5001) " 10
7777814 MONT Rlandneon: ARMRH Miallan GO L4l 1 %

BACK PRINT MISSING DETAILS
4 RESOURCES

["JHVSFIOOI TESTS WITHOUT RESOURCES screen

1 Information field
AFFID IBQUFSISFTUTIOILSPHSFTTIPOIQBHF 0000
2 DETAILS button

5 1TICVWPOIHWFTIBDDFTTIUPIU I FONTUIPGINITTIOHISFTPVSDF TIPSV FITFIFDUFEUFTUL
4FFIDIBQUFSIS$ I FDLIOHI3FTPVSDFTI4UBUVTIPOIQBHF DO

3 MISSING RESOURCES button

5 1TICVWPOIHWFTIBDDFT TP I FINTUIPCINITTIOHISFTPVSDFTIPSIBILSFRVF TUFEIUFTUTL
AFFIDIBQUFS - JTTIOHISFTPVSDFTIPOIQBHF DOOI

It is also possible to display the MISSING RESOURCES / DETAILS screen available for one
particular test.
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Tests to Repeat

Tests can encounter errors during process. If so, they are moved to the following TESTS TO REPEAT
list that informs in which step the instrument was when the error occurred.

To be able to repeat failed tests directly from this screen, activate the option Allow failed
tests to be repeated in the Option screen.

Refer also to IH-Com Data Management User Manual.
A From the main screen, click on TESTS TO REPEAT.

S HTITDSFFONTITQUNOUPIUXPINBIOIBSFBTIU I FIDP N QIFUFINTUIPGIUF TUTHOIFSSPSIION
BOEW I FISHBUFEINITTIOHITBN QIF T

User: System status :
DEV Read

1]
MAIN
|H'1 000 * SCREEN !

4 | MANAGEMENT , B 03102011 O 1446 V2227

! Failure % Emergency Q! Quality contral

Gnd  Position Stat

VTasts
MISSING SAMPLES
Al

REPEAT

DELETE

¢ BACK PRINT ACTION r UNSELECT
4 4 ALL

["JHVSFIOOD TESTS TO REPEAT screen

1 TESTS TO REPEAT: Information field

AFFID1BQUFSISFTUTIIONLSPHSFTTIPOIQBHF 000!

MISSING SAMPLES, for each missing sample, the lower list provides the sample barcode.
ACTION button with 2 options: DELETE and REPEAT.

SELECT ALL button

UNSELECT ALL button

a » DN



Tests to Repeat

If the option Allow failed tests to be repeated is set, the REPEAT function is enabled under the
ACTION button, allowing the selected profiles to be executed again, after confirmation.

See General Options on page 128.

Otherwise only the DELETE button is displayed, to acknowledge the error of all selected items, after
confirmation.

If a test is present on the TESTS TO REPEAT screen, double click on the test to open a screen
displaying explanation of the error.

No test can be repeated if no user is logged in to IH-Com.

A Select one or several test to be repeated.

Select ACTION.

ACTION
~ 60U 1 FIPQUIPOD* "MIP X6BMFEIVF TUTIUPICFISFQFBUFENTIFOBCIFEL
3FGFSIUPIUT FIDPN NFOUIBCPWFI

Select REPEAT to repeat the test.

REPEAT

4 T ""IXBSOIOHINFTTBHFIEITQIBZTUSITBNQIFTIBSFINITTIOHIPSIU I FITFIFDUFEIUFTUTT

A

Do you want to restart selected analysis 7

VERIIHING !

x
CANCEL

I"JHVSFIOO! Warning message

*IOPIVTFSUTIPHHFELOWUPI) -$PNIIPOIZIVI FICVWPOI$ " * / $&-[ITIBWBIBCIF!
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D Confirm to restart the test.

1 ""IXBSOIOHIEITQIBZTIFWFOUVBIINITTIOHITBNQIFTI

NAIHEING !

A

Missing samples
130025

1™JHVSFIOO0

E Load the required samples.
T 3FIBIFELFTUTITUBUIVTIVSOTIUPISFBEZIUPITUBSUL

F Confirm the loading of the samples.

Unloaded samples stay in the TESTS TO REPEAT area. It is possible to delete them.
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Samples without Request

Samples without Request

A From the main screen, click on SAMPLES WITHOUT REQUEST.

System status :

[!]
IH-1000 SCREEN AR

4| MANAGEMENT , | B /02011 L
e | S
SAMPLES WITHOUT REQUEST % Emergency Q! Quality contral
oo 8 Coburnn hencer W 5061 by thal Column
» Sample 1D Profile Grd  Position
15732
15752

15753
15755 @
15756
15757
15758

15763
BhE5a2

USRI R R R IS R RN
W N e e® W

2

e, (3 - Description

JP14 (H-COM) JP1 Ab.screening - LI Dia {Coombe) (S5053)
JPED (IH-COM)

MOOT (H-COM])

PROY (IH-COM) @ @
PRO1+PRO7A+PRO3+PRISE (H-COM)

PRISE (IH-COM)
PRISC (IH-COM)

BACK PRINT c Uk UNSELECT
4 ALL

[*JHVSFIOO! SAMPLES WITHOUT REQUEST screen

Sample list

Available tests list
Description of the tests
CONFIRM button
SELECT ALL button
UNSELECT ALL button

O 0O~ ON =

S5PIBTTPDIBUFIBIUFTU

No test can be associated to the sampile if no user is logged in to IH-Com.

A Select a sample in the Samples list (1).

B Select a test in the Tests list (2).
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Cc Click CONFIRM.

1 ""IDPOGSNBUPOINFTTBHFIBQQFBST!

I
WARNING !

A

Do you want to confirm ?

=
CANCEL

1"JHVSFIOOI Confirm test assignment
IOPIVTFSITIPHHFENOWUPH) -$PNIIPOIZIU I FICVWPOIS" * / $& - NITIBWBIBCIFT

D Click OK to confirm the test.
T SIFITBNQIFUTISFNPWFEISPNIUIFIITU
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7.9 Checking Pipetting Area Status

This screen allows to monitor the on-going actions in the pipetting area.

A Q From the main screen, click on the PIPETTING AREA in the interactive image.

System status :
Re

MAIN L
- DATA
| IH 1000 SCREEN 4| MANAGEMENT @ 1614 v01.00
PIPETTING AREA
BIE 39,8% = ' " ]
Pos.. Type Barcade Available wells.  Rernai..
ID-Cards State B 10 59 5993 120
Empty location D Ok & 11 5o e @ 120
B 12 5588 £958 120
B el ocation D Remarks
. Balancing E] Disabled
B incubing . Doas state
1 L3l
1 - i
A A
o O o
T . T
1 R M

SWITCH ON

[*JHVSFIOOD PIPETTING AREA screen

1 37°C Incubator area
2 Balancing gel cards area
SPIEITQIBZIHFIIDBSETIVTFEIGPSICBIBODFIPSIHFIIDBSETIQBSUWBIIZIVTFEL

1BSUWBWZIVTFEIHFIIDBSETINVTUIOPUICFISFNPWFEIGSP NIV I FIIOTUSVNFOUIBOEISFIOTFSUFEL

3 Information area
SNTUTUIFIOPSNBUPOIBSFBIPSIHFIIDBSETIVTFELGPSICBIBODFIPSIHFIIDBSE TIQBSWBIZIVTFED

51FICBIBODFIHF{IDBSETIXIICFNOIQPTPOTIDONOLIPOIZIBOEIBIEFGBVIVIIZQFIICBSDPEFIBOEISFNBIOJOHD
WNFIXIICFIEITQIBZFEL
STFNOTUSVNFOUIXMITUPSFIBOEIVTFIQBSWBIIZIVTFEIHFIDBSETIPSIVQIPIDOIINJOVUFTIBAUFSIY I FIDBSENTI
QIFSDFEIBOEIVI FOIEJTDBSEN I FNIIS 1 FIUZQFIPCIHFIIDBSEIIBWBIBCIFIXFITIBOEIUIN FISF NBIOJOHIXIICFL
EITQIBZFE!
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Pipetting area Left and Right

SWITCH ON

SWITCH OFF

OPEN (pipetting area window)

AFFIOQFOIOHV I FI11JQFUIOHI"*SFBISJOEPXIPOIQBHF 100
Status left pipettor

N O O b

9 Status right pipettor

10 Door state (displayed in red when open, in main screen the pipetting area is also displayed in
red)
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Checking Pipetting Area Status

00000 OQFOJOHW I FILIQFUWOHI**SFBISIOEPX

SFBEW 1 FIGPIIPXIOHNOTUSYDUPOIDP N QIFURIZICFGPSFIPQFOJOHI 1 FIQIQFUWIOHIBSFBIXIOEP XIIOOL
HPJOHIUFTUTIXINICFLIOWBIEL
*0IBOZIDBTFIAITIGPSCIEEFOIUPIPQFOL I FIQIQFUWIOHIBSFBIXIOEP XINBOVBIIZ

#FIDBSFGVIIX I FOIBDDFTTIOHIOTIEF I FIQIQFUWOHIBSFBIIFTQFDIBINZIX U 1 IOFFEIFTI*%I$BSET!
QIFSDIOHINPEVIFIII FBUIPGCIODVCBUPSII

%PIOPUL 1V I FIOFFEIFT

*"ISBDLTINVTUICFISFNPWFEICFGPSFIPQFOIOHIU I FIQIQFUUWOHIBSFBIXIOEPXILGIU 1 JTIDPOEIPONTE
OPUISFTQFDUFEV I FSFIITIBISITLIPGIDPUITIPOIXIU N U I FISBDLTL

#IPIPHIDBIISITLIOIDBTFIPCIQSPKFDUIPOL
%\VSIOHIU 1 F1IOUIBIN[BUIPOIIGIBINSBDLTI I BWFIOPUICFFOISFNPWFE I FSFITIBISITLIUPIEBNBHFUI FI

JOTUSVNFOUL
A Remove all returned racks or racks in waiting position.
A4FFID1BQUFSI3FNPWFIBII3BDLTIPOIQBHF UL
B Click on OPEN (pipetting area window).

T S8IFOIDIPTIOHIVIFIXIOEP XTI FIIOTUSVNFOUIQFS:PSN TIBOTIOIIBI[BUPOIBOEITDBOT!
Ul FIXPSLUBCIFIBHBIOT

6 TFEIHFIIDBSETIBSFIQVUIUPIU I FIXBTUFICIO

SIFISFRVFTUTIV I BUZI BWFICFFOITUBSUFEICFGPSFIPQFOIOHI I FIQIQFUUOHIBSFBIXIOEPXI
I BWFIUPICFITFOUIBHBIOI

When the pipetting area window is in error, the OPEN button is highlighted in red.

Racks still loaded - Not correct

All racks removed - Correct!

0" JHVSFIOOD
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0ioo $BIPU%FUFDUIPOI&SSPST
The IH-1000 knows three different clot detection errors:

e (Clot detected;

WARNING !

A

"Clot detected at Grid_6 at position 1"

[*JHVSFIOOD Clot detected error message

e Defusing during sampling;

WARNING !

"Defusing during sampling toGrid_5 at position #2"

["JHVSFIOO! Defusing during sampling error message

e Distribution canceled.

WARNING !

nvingPlus.GestionMachine.GestionMachine. PipeteurGauct
- "Distribution cancelled" - $2000920B

["JHVSFIOOI Distribution canceled error message

All the tests with error go back to the TESTS TO REPEAT screen. Go to that list and click on
the single test to display the error message.

See chapter Tests to Repeat on page 114.
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Checking Pipetting Area Status

0loiomo $IPUI%FUFDUPO

When a clot detection of a needle occurs, the user must loose the needle from its obstruction.
T ""OIFSSPSINFTTBHFITIEITQIBZFE!

The resources present in the pipetting area undergo the following management:
e For the pipettor which the needle is clotted, the tests are stopped and set in “Tests to repeat”.

¢ For the other pipettor, which the needle is not clotted, no new pipetting batch is engaged. The
current pipetting continues until the users action.

#FIDBSFGVIIX I FOIBDDFTTIOHIOTIEFI I FIQIQFUWOHIBSFBIIFTQFDIBINZIX U 1 IOFFEIFTI*%I$BSET!
QIFSDIOHINPEVIFIII FBUIPGCIODVCBUPSI

*01BOZIDBTFIIUNITIGPSCIEEFOPIPQFOW I FIQIQFUUWOHIBSFBIXIOEPXINBOVBINZ

6 TFIHIPWFTIGPSIBIIPQFSBUPOTL
%PIOPUINPWFISBDLTIUVCFTIWIBITIISFBHFOUISBDLTIIHFIIDBSET!L
#FIDBSFGVIIOPUIUPIN PWFIU I FIQIQFUPSIBSNIOW I FI 1 PSI[POUBIIEISFDWPOL

- PWFIUI FIOFFEIFITVQQPSUIBTIOEIDBUFEIPOIU T FIQ I PUPTIIPUI FSXITFIU I FSFUTIBISITLIUPIDBVTFL
EBNBHFTIPO I FI*)-00000

6 TFIBIESZIOPOIXPWFOIXIQFUPIDIFBOW I FIOFFEIFIVPIBWPIEIEBNBHFIPOW I FIOFFEIFIDPBUIOH!

A Click on the PIPETTING AREA of the main screen.

T 5IFI1*1&55*/ (0""3&""[TDSFFOIBQQFBST!
AFFID1BQUFSIS I FDLIOHILIQFUUIOHI**SFBI4UBUVTIPOIQBHF 000!

B Click OPEN.
T 5IFIOTUSVNFOUPQFOTI I FIQIQFUWIOHBSFBIXIOEP X IPODFTUI FIQIQFUIOHBSFBIT!
BDDFTTICIFIIQIQFUIOHITION I FET
AFFID1BQUFSIOQFOIOHI I F1LIQFUIOH " SFBISIOEPXIPOIQBHF (0!
51FITDSFFOLOFYUIT EITQIBZFE!

A

Wait for the end of the process...

1"JHVSFIOOD Clot detected - information
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When the pipetting area window is open, lift slowly the support of the needle.
Visually verify the presence of a clot at the tip of the needle.

If no clot is observed just leave the needle at the top of the support position.
*5IBIDIPVIEFUFDWPOINFTTBHFIDPOUIOVFTIUPIBQQFBSIFWFOIEN I FSFITIOPIDIPUIQSFTFOU
DBIIBITFSWIDFIFOHIOFFS

If there is a clot, with a non woven wipe clean the tip of the needle and if possible
remove manually the clot.

F Close the pipetting area window.

e All the present gel cards on the pipetting area are detected and thrown to the
waste bin.

e All the present resources are identified again.

e The processing procedure can restart.
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Options

$ I BQUFSIOWFSWIFX

This chapter presents the available options to configure the instrument.

This configuration is allowed only for specific users; login and password are required.
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8.1 Options Screen

The OPTIONS screen can be accessed from any screen where the MENU button appears.

A Click on MENU.

B Click on OPTIONS.
= T 51FBVUIFOUDBUPOITDSFFOIBQQFBST!

1"JHVSFIOOI Options - Authentication screen
Type your login and password.

Click OK.
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Options Screen

O @ o 0O

["JHVSFIOOI Options screen

1 GENERAL options
4FFID1BQUFSI(FOFSBIZOQUIPOTIPOIQBHF 0000

2 PROFILE options
AFFID1BQUFSILSPEIFZOQUPOTIPOIQBHF 000!

3 CONTROLS options
A4FFID 1BQUFSISPOUSPITIOQUPOTIPOIQBHF 000N

4 DISABLED MODE options
A4FFID1BQUFSI%ITBCIFEL - PEFIOQUPOIPOIQBHF OO
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8.2 General Options

[ JHVSFIOOD

S$IPTFIXIOEPXIBGUFS

This option defines the time (in seconds) before the software automatically comes back to the main
screen. Select Never to disable.

The user can close and open again the software without any effect.

4PVOEIPIQIBZIPOIFSSPS
This option defines the sound that will be played in case of an error.

Select No Sound to disable.

#BSDPEFITUBSUIGIUFS
This option allows to specify the amount of digits to suppress at the beginning of the samples barcode.

See chapter Barcode Exception Mask Filter Option on page 130.

#BSDPEFIFOEIGIUFS
This option allows to specify the amount of digits to suppress at the end of the samples barcode.

See chapter Barcode Exception Mask Filter Option on page 130.

- BLFITVSFIU1BUU I FIGIUFSIOHIEPFTIOPUISFNPWFIEJHIUTIVTFEICZIY) -$PNIBOEIPSI-*46PSIBL
QSPQFSITBNQIFIEFOUGIDBUPOIIOU I FSXITFII*) -$PNINBZIEFUFDUIBIEITDSFQBODZ!
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#BSDPEFI&YDFQUPOL - BTLITII®MFS

To define exceptions for digits suppression in Barcode start filter and Barcode end filter options.

See chapter Barcode Exception Mask Filter Option on page 130.

41PXICVUPOI%BUBINBOBHFNFOU

To enable or disable the Data management button in the main screen (check to enable).

6 TFI+BQBOFTF#BSDPEFT

To inform the instrument that resources are with Japanese barcodes (check to activate).

$BQIEFUFDUPOIBDUWBUFE
To enable the cap detection function (check to activate).

It is possible to activate the samples cap detection during the racks identification.

Input for samples is always enabled.

If this option is activated the system will detect caps, see Cap Detection on page 139.
If this option is deactivated, no cap will be detected.
**IPXI6BNFEUFTUTIUPICFISFQFBUFE

This option enables the REPEAT button. If all resources are available, failed test can be repeated
directly from the TESTS TO REPEAT screen (check to enable).

See chapter Tests to Repeat on page 114.
OOEIDFICTVTQFOTIPOIGPSI" *#OIFTUJOH

This option enforces the pipettors to realize one sample take (and eventually dilution) for each
distribution concerning the ABO tests family (check to enable).

This behavior is legally expected in some countries.
All bloodgroup assays are concerned.

IH-1000 | 129




Options

Oioo #BSDPEFI&YDFQUPO! - BTLI® WFSIOQUPO

This option defines exceptions for barcode filtering set with Barcode start filter and Barcode end
filter. See the examples on the next page.

- BLEITVSFIUIBUIU I FIGIUFSIOHIEPFTIOPUISFNPWRIEJHIUTIVTFEICZIY) -$P NIBOEIPSI-*46PSIBL
QSPQFSITBNQIFIEFOUGIDBUPOIIOU N FSXJITFI) -$PNINBZIEFUFDUIBIEITDSFQBODZ

This option is available only if Barcode start filter and/or Barcode end filter options are
active (value different of 0).

A In Options screen, select Customize to open the Barcode Exception
Mask(s) Filter option.

AFFI#BSDPEFI&YDFQUIPO! - BTLITII®WFSIPOIQBHF OO
T SIFGPUPXIOHITDSFFOIBQQFBST!

BarCode exception pattern

Exception Filter Pattern List
O At the beginning

BAB

@ At the end

> S 2

v X
OK CANCEL

1"JHVSFIOOI Mask exception list for barcode caesura

B Configure the table of exceptions:
e  Maximum number of digit: 3
e Maximum number of rules: 6

e Characters allowed:
abcdefghljklmnopqgrstuvwxyz
ABCDEFGHIJKLMNOPQRSTUVWXYZ
0123456789
Space ! “#$% & () +,-./:;<=>2@[\]" N {|}~

C In Barcode exception pattern area, enter required characters and define if
they should stay At the beginninglor At the end.

D < Click on the arrow to add the rule to the list.

E Click on OK to validate the exception list.
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3FNBSLT

According to the example of exception table above (Figure 93), the sample barcodes are filtered, but
the system does not suppress digits for the samples barcodes:

e starting with D, R and LAB;
e finishing with QC.

See the examples below.

* JWFSIOHIDSIUFSIB
e Barcode start filter = 2
e Barcode end filter = 1

e Exception criteria = see table above

4BNQIFICBSDPEFTE 4BNQIFICBSDPEF!

CFSPSFIGIUFSIOH BOUFSIGIUFSIOH

PO000T 000

XP0002 000

DP0003 —® %P0003 1&YDFQUPOIIOPUGIFSFE]
ZP0004 000

RP0005QC 3P00052% [&YDFQUIPOIIOPULIVFSFEL
WP0006 000

LABOOO9 =""#0009 [&YDFQUPOIOPULIFSFE]
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8.3 Profile Options

User: System status :

IH-1000 DEV Roady

4 B M0TR06 ©15:32 v04.07.00

| GENERAL Apply a dafault profile for nat sllocatad samples

Apply a defaull profile for not allocated emesgency samples
Default profile for not allocated samples

Default profile for not aflocated emergency samples

| CONTROLS

| DISABLED MODE

4 !

" Do not magity Suring orocess

[ JHVSFIOOD

It is possible to define and to apply a default profile for not allocated samples and not allocated
emergency samples.

Default profile does not apply to Low volume segment blood (racks of type 4 - Barcode 04 or
14). Samples are displayed in SAMPLES WITHOUT REQUEST screen.

See chapter Using Low Volume Segment Blood on page 66.

For details about how to assign a profile, refer to the Data Management software User Manual
(Test groups).

"*QQIZIEFEBVIVIQSPGIIFIGPSIOPUIBINPDBUFEITBNQIFT
This option allows to choose whether the default profile must apply for not allocated samples or not.

If the default profile is not applied, a specific profile must be assigned for each one.
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*"QQIZIEFCBVINIQSPGIIFIGPSIOPUIBINPDBUFEIFNFSHFODZITBNQIFT

This option allows to choose whether the default profile must apply for not allocated urgent samples or
not.

If the default profile is not applied, a specific profile must be assigned for each one.

For details on how to identify a urgent tube, see Emergency Sample Rack on page 69.

*IUIFIPQUPOIApply default profile for not allocated samplesUTITFIIIBITBNQIFIIPBEFEI
XU ITOPITQFDIGIDISFRVFTUIGPSIUFTUIXIMICFIBVUP N BUDBINZIUFTUFELXIU 1 U I FIEFGBVIVIQSPGNFID
PUITFSXITFIBITQFDJGIDIQSPENFINVTUICFIBTTJHOFEIGPSIFBD ITTBNQIFD

%FGBVIVIQSPGIFIGPSIOPUIBIIPDBUFEITBNQIFT
This options allows to choose which profile will be assigned to the tubes without test.

This option is active only if the check box Apply default profile for not allocated samples is
checked.

%FGBVIVIQSPGIFIGPSIOPUIBIIPDBUFEIFNFSHFODZITBNQIFT
This option allows to choose which profile will be assigned to the not allocated urgent samples.

This option is active only if the check box Apply default profile for not allocated samples is
checked.

For details on how to identify a urgent tube:

See chapter Emergency Sample Rack on page 69.
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8.4 Controls Options

User: System status :

IH-1000 DEV Ready

d 0 040772016 ©15:32 v04.07.00 §

GENERAL

" Gel control

" Retum of the cards in drawer for second reading
PROFILE

Distribution cortrol

| DISABLED MODE

4 B

* Do ngt modiy guring process

[ JHVSFIOOD

The Controls area allows to activate:

(FISPOUSP)

If this option is activated, the camera checks the gel of the card before the gel card is used (e.g.
presence of air bubbles - Gel card unusable, it is sent to the waste bin).

3FUVSOIPGIU I FIDBSETIOIESBXFSIGPSITFDPOEISFBEIOH
Choose between:

/FWFS No card is returned for second reading.
"IXBZT All cards are returned for second reading.
OO0lZCIVOTQFDIGFEISFTVIU Gel card with unspecified results.
Unspecified results: ?, LIQ, dp, wF, wR, wP, wD, L, W, E
See chapter Test, Interpretation and Result on page 31.
SVTUPNI[FE Only selected results will return the gel cards.
Press the button Customize to define the list (see below).

If the drawer is open or the gel cards trays are full during card reading, the cards will be thrown
away automatically.
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$6450 _*;&

Choosing a customized return of the gel cards
enables a customization screen.

USTOMIZED GEL CARD RETURN TO STORAGE DRAWER

. . . CATEGORIES RESULTS
¢ Select available results for given categories or e ‘ .

Diract Antiglobulin Test (DAT)
| Autocontrol

| Antigen

| Crossmatch

Blood Group + Reverse Group
| Blood Group i
| Antibody Screening ey
|Kentification
| Newboms

Reverse Grouping+AS
| Antigen Profile

Blood Group + AS
Phenctyping

use All check box to select or de-select all
results.

¢ (Click OK to confirm.

AFFID 1 BQUFSI3FUVSOIPGU I FI$BSETHOI%SBXFS!
(PSI4FDPOEI3FBEIOHIOQUIPOIPOIQBHF DML

U
B Lol JeJele] Jelelelefe]e] ]

I"JHVSFIOOD Customize screen
%JTUSICVUIPOISPOUSPITIRVBIWUBUWFT

The option is permanently activated.

IH-1000 software records all information on tests processed. If a volume control error occurs,
interpretation code and image of each well used are transferred to IH-Com Data Management
software.

0ioio 3FUVSOIPGU I FI$BSETHOI%SBXFSI6PSI4FDPOEI3FBEIJOHIOQUIPO

0o0nono 3FNBJOJOHISBSETI-PDBUIPOTHOW I F1%SBXFS

If the Return of the cards in drawer for second reading option is activated, a counter on the
main screen displays free card places in the drawer (only if less than 12).

INFORMATIONS

hiE- ]

Instrumient state ; Inifializstion
1758

User "usen ™ connected to RUNHCT

748

Instruament stale : Wailing

hie]

Usor = connueiod lo RUMHCOME §

Q SEARCH

—

["JHVSFIOOI Cards locations in the drawer
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If only one gel card tray remains empty in the drawer, a warning message is displayed:

Warning : Last empty rack available for the cards back
in the drawer

[*JHVSFIOO!
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8.5

Disabled Mode Option

Disabled Mode Option

These options allow to disable some of the instrument components.

A module should be disabled if too many errors occur on it.

User: System status :
") S

DEV Read
I H-1 OOD B 0470772016 0 E‘-'fl-’:l- v04.07.00

MENU x| o

GENERAL

[B) Lot convruge [B] wentiscation moduie [ et pipstior
[B) cental centituge [B] reagent ack R1 [ Rt pipstior

PROFILE (@) o comsige ) [——— L,
[B) incutator [B] resgent reck R3 [ ionisator

CONTROLS [B) Resgent rack e

* Dot mackty durng Srocess

[*IHVSFIOO!

A Click on a component button.

1 SIFIBVUIFOUDBUWPOITDSFFOIBQQFBSTL

I"JHVSFIOOO! Disable component - Authentication screen
A disabled component has a grey button.

B Enter your login and password.

C Click on OK.

IH-1000
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D Enter <YES> and click OK to confirm disabling of component.

A

If you type "YES" this component will be disabled.
It can only be enabled by technical support.

‘WARNING !

x

CANCEL

1*JHVSFIOOO! Disable component - Confirm screen

#FIDBSFGVIIX 1 BUNPIEITBCIF*CIFTTFOUBIIQBSUTIBSFIEITBCIFEILUITIOPUIQPT TICIFIUPIDPOUOVFUPI
PQFSBUFIUI FIJOTUSVNFOUL
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8.6 Cap Detection

S51F*)-0000INVTUIOPUICFIFYQPTFEIUPIEISFDUITVOWH 11U

60U ITIDPOEJWPOWTIOPUISFTQFDUFEIU I FSFITIBISITLIUPIOPUISFBEI 1 FICBSDP EFIIVPIOPUIEFUFDUIU I FI
DBQIBOEIUPIDSBT 1UI FIOFFEIFI

If the cap detection option is deactivated, no cap will be detected.

If this option is activated, only the valid functions are activated.

Qoooo 5ZQFIPCI3FBHFOUI7IBITIX U1 1%FIFDUFEI$SBQ
All these caps are detected by IH-1000.

["JHVSFIOOO! Reagent cap detection

e  Type A-B-C-D on 5 ml vial
e Type E on 10 ml vial (Other caps can not be introduced into the IH-1000)
e Type E on SETUP CLEAN vial

10 ml vials with a dropper can not be loaded.
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Oioo 5ZQFIPGI4UBOEBSEISVCFTIXIU 1 1%FUFDUFEI$BQ

These types of tubes must be charged only on rack with code 01 or 11, and in case of segments
samples in rack 04 or 14.

6V IFTFIDPOEIPOTIBSFIOPUISF TQFDUFEIU I FSFITIBISITLIUPIDSBT 11U I FIOFFENF!

All these caps are detected by IH-1000.

["JHVSFIOOO! Cylindrical tubes cap detection

3F6 #SBOE - BOVGBDUVSFSI3FGFSFODFIIOT $BPIPS 4)[Fooo
#%0 BD diagnostic 367704 Opaque blue 13*75
#%0 BD diagnostic 367862 Opaque purple 13*75
#%0 BD diagnostic 367614 Opaque red 13*75
5FS0 Terumo VF-054SBCS Opaque bleu 1375
5FS0 Terumo VF-054SDK Opaque purple 1875
5FS0 Terumo VF-054SAS Opaque red 1375
o Greiner 454322 Opague light blue 1375
o Greiner 454320 Opaque dark blue 13*75
o Greiner 454036 Opaque dark purple 13*75
(€ Greiner 454021 Opaque light purple 1375
(€ Greiner 454027 Opaque red 1875

(1) All tubes with the same cap are detectable.
(2) All tubes higher than 100mm with cap, must not be charged on the IH-1000.
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0nonono 5ZQFIPGI$ZIJOESIDBIISYCFTI$SBQTIOPUI%FUFDUFE
The translucent colors: red, blue, purple are not detected.

All the other colors are detected.

[*JHVSFIOOO! Cylindrical tubes cap detection

goooo -PXI7PIVNFI5VCFIGPSI3FEISFITIPOIZII$BQI%FUFDUPO
Not valid function (reliability less than 100%).

Low volume tube (for red cells only) must be used only on rack with code 02 or 12.

60U ITIDPOEIPOUTIOPUISFTQFDUFEIV I FSFIITIBISITLIUPIDSBT 1 U I FIOFFENFD

Qoooo 1IVOHFSI$BQI%FUFDUIPO
Not valid function (reliability less than 100%).

These types of tubes must be loaded only on rack with code 03 or 13.

60U ITIDPOEIPONTIOPUISFTQFDUFEIV I FSFIITIBISITLIUPIDSBT 10U I FIOFFENFD
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9 Maintenance

$ I BQUFSIOWFSWIFX

This chapter presents the maintenance operation that can be performed on the instrument.
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Maintenance

9.1 Checking Components Status

Components status can be checked through the components area screen.

A Q From the main screen, click on the COMPONENTS AREA of the interactive
image.

System status :

0
E S DATA
IH-1000 SEREEN MENU 4| MANAGEMENT

COMPONENTS AREA

INSTRUMENT TEMPERATURE 243 ¢

EXTERNAL TEMPERATURE 223 "n

BACK DOORS CLOSED
8:.0 ®
[0 remans LEFT CENTRAL RIGHT
[0 oisabied CENTRIFUGE CENTRIFUGE CENTRIFUGE
PIERCING
: MODULE
READING TRANSPORT IDENTIFICATION
MODULE ARM IONISATOR 5 MODULE

["JHVSFIOOO! Components area screen

1 Instrument temperature
51FIOTUSVNFOUIUFNQFSBUVSFITINFBTVSFENON I FIQIQFUWIOHIBSFBL
2 External temperature
51 FIFYUFSOBIUFN QFSBUVSFINVTUICFILFQUICFUX FFOIOO j SIBOEIND j $I
3 Back doors status

OONZITFSWIDFIFOHIOFFSTIBSFIBIIP X FEIPIPQFOICBDLIEPPSTII
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Checking Components Status

Components status:

e (SFZUNBHF: The component is functioning correctly. No user action is required / possible;
e  3FENNBHF: The component is under error status.

SIDLIPOIU I FIINBHFIUPIT I P XU I FIBIFSUITDSFFOIBOEIBDLOPXIFEHFIU I FIQSPCIF NI

Components images

51 FIDPIPSIPGIU I FIJOTUSVN FOUIEFQFOEIPOIU I FIDPNQPOFOUITUBUVTIFYQIBJOFEIBCPWFL

IH-1000 | 145




Maintenance

9.2 Maintenance Screen
The maintenance screen allows to perform usual maintenance operations required for the instrument.
The MAINTENANCE screen can be accessed from any screen where the MENU button appears.

A Click on MENU.
B Click on MAINTENANCE.
(o] Login with your user name and password to access the maintenance screen.

User: System status

IH‘1 000 S =N ek, .nl 031002011 (] HI}-EE ver e

| MENU

e MANAGEMENT,

WEEHKLY MAINTENANCE

R
BACK

4
@ NEEDLE CHANGE LEFT PIPETTOR 4

D
NEEDLE CHANGE RIGHT PIPETTOR
Fl

W
RINSE LEFT PIPETTCOR

W
RINSE RIGHT PIPETTOR

"‘i!\
READING STATION CALIBRATION

S
GENERAL INITIALIZATION

[™JHVSFIOOO! MAINTENANCE screen

See chapter Weekly Maintenance on page 149.

See chapter Needle Change Right/left Pipettor on page 164.
See chapter Rinse Right/Left Pipettor on page 166.

See chapter Reading Station Calibration on page 166.

a A ON =

See chapter General Initialization on page 167.
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9.3

User Level Screen

User Level Screen
The User level screen allows to define the minimum user level to access the maintenance actions of the
instrument.

Only users with a level higher than 1 can access this screen.

The USER LEVEL screen can be accessed from any screen where the MENU button appears.

A Click on MENU.
B AIThoRED Click on AUTHORIZED MAINTENANCE.
M;\INTENT&NCE i
C Login with your user name and password to access the maintenance screen.

User:

IH-1000 i

4 B 2000672013

Check to allow a level 1 user

Weekly Mantenance

MNewdie Change Pipeitor

Rinse Pipatior

Reading Station Calibration

General Initialization

["JHVSFIOOO! User Level screen

Weekly Maintenance

Needle Change Pipettor (right and left)
Rinse Pipettor (right and left)
Reading Station Calibration

a b O N =

General Initialization
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9.4

0o
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To enable a Level 1 User to perform Weekly Maintenance, General Initialization or any other
maintenance operation, check the corresponding maintenance check box of the User Level screen.

If checked, users with level 1 will have access to the maintenance action, otherwise only users with a
level higher than 1 will have access to the required maintenance.

If maintenance actions require a user level greater than 1, the buttons of the MAINTENANCE
screen will be grayed for level 1 users.

Maintenance Operations
Log any maintenance operation in the maintenance record.

See chapter Maintenance Record on page 182.

If any variation of performance of the instrument is observed or suspected even after
maintenance operations, contact your service engineer.

%FDPOUBNJOBUWPO

It is user responsibility to do the appropriate decontamination in case of spillage of hazardous
material on or inside of the instrument, with a lint-free cloth soaked in cleaning solution.

4 1VUIEPXONTFIOTUSVNFOUICFGPSFIPQFOJOHIU I FIQIQFWIOHIBSFBIXIOEP X!

In case of spilling and contamination in the pipetting area or in the drawer:

A Open access to the contaminated area with the user interface software (pipetting
area window or drawer).

AFFIOQFOIOHUI FILIQFIOHI *SFBISIOEP XIPOIQBHF 000IPSIOQFOIOHIISIPTIOH I F]
%SBXFSIPOIQBHF 000

B Shut down the instrument.
AFFID1BQUFSI4 I VUEPXOIPGIU I F7*OTUSVNFOUIPOIQBHF 001
C Check that there is no damage to the instrument.
*60U 1 FSFUTIBOZIEB N BHFIIDBIIZBITFSWIDFIFOHIOFFSIBOEITUPQIVTIOHI I FIIOTUSVINFOUI

D Take out all possible contaminated parts (racks, gel cards, gel cards trays).

Clean the contaminated areas (on or inside of the instrument), samples racks and
reagents racks with a lint-free cloth soaked in cleaning solution.

G TFICBDUFSIDIEFIIWISIDIEFIBOEGVOHIDIEFIEITIOGFDUBOUIBTIDIFBOIOHITPIVUIPOL
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Maintenance Operations

minin 1FSIPEIDL - BIOUFOBODF

0000000 %BIIZ] - BJOUFOBODF
e Check daily the outer surface (is it clean, no blood, no serum...);

¢ |f needed, clean outer surfaces of worktable with any bactericide, viricide and fungicide disinfectant
after switching off the system.

0roiomo 8FFLIZI - BIOUFOBODF

51 FIXFFLIZINBIOUFOBODFINVTUICFIQFS6PSNFEIFWFSZIXFFLIFWFOLIGIU I FIIOTUSVN FOULTIOPU
VTFEIEVSIOHIBIIPOHIQFSIPEL

An orange maintenance reminder (WEEKLY MAINTENANCE NECESSARY)
appears on the IH-1000 main screen if the user did not perform the weekly
maintenance within the last seven days.

When a component is disabled, it is not possible to perform the weekly maintenance. Except if
only one pipettor is disabled.

Check the expiration date of the solutions.

Prepare a new solution:

e 2| demineralized water, 8 ml Microcide.
SNTITPIVWPOITITUBCIFIGPSID EBZTI

Check that there is no leakage around liquid containers.

Before performing the weekly maintenance, make sure that the cleaning liquid is filled with min.
2 liters.

When starting the instrument: the IH-1000 initializes automatically. It also checks the modules
and the worktable automatically.

#FOPSFIXFFLIZINBIOUFOBODFIIFNQUZIU | FIUXPINRVIEIXBTUF.DPOUBJOFSTIBOEIQVUU I FNICBDLIO!
QIBDF!

6 TFIHIPWFTIGPSIBIIPQFSBUPOTI

A From any screen, click on MENU.

B Click on MAINTENANCE.

1 5SI1FIIPHIOITDSFFOIBQQFBSTE
Enter your login and password.

Click on OK.
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Maintenance

150 |
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™ Click on the button WEEKLY MAINTENANCE.

WEEKLY

Wbl ®®) T 51FIPUPXIOHITDSFFOIPQFOT!

A

Press "OK" to confirm, "cancel" to abort.

WADNING !

x
CANCEL

1*JHVSFIOOO! Weekly maintenance - Confirm screen

If WEEKLY MAINTENANCE requires a user level greater than 1, this button is grayed for level
1 users.

Click on OK to confirm.
T SIFGPIPXIOHITDSFFOIPQFOTIBOEIBOIBVEICIFIBIBSNIBDUMWBUFTT

o
Stop alarm
4

Remove the piercing tool and close the front door. Place the

piercing tool and its decontamination support in cleaning
liquid during 15 mn minimum.

I"JHVSFIOOOI Remove ID-Cards piercing array equipped

WITIQPTTICIFIUPIEITBCIFIU I FIBVEICIFIBIBSNIXU 1TV 1 FI4UPQIBIBSNICVUWPO!
The pipetting area window opens automatically.

Remove the ID-Cards piercing array equipped.
AFFID1BQUFSI3FNPWIOHU I F*%I$BSETILIFSDIOH**SSBZI&RVIQQFEIPOIQBHF 000!



Maintenance Operations

H Close the pipetting area window.
T SIFKGPIPXIOHITDSFFOIPQFOTE

A

Maintenance in progress

1"JHVSFIOOO! Weekly maintenance in progress
| Cleaning of ID-Cards piercing array equipped (2):
e The decontamination support (3) must be put in a tank.
e The cleaning liquid must be filled in the tank to the top of this side (1).
e Use the prepared solution.
AFFID1BQUFSISFFLIZI - BIOUFOBODFIPOIQBHF 0OO0

1"JHVSFIOOOI ID-Cards piercing array equipped - decontamination support

SIFITPIVWPOINVTUIOPUISFBD 1 U1 FIVQQFSITVSBDFIIOIIPGIU I FIEFDPOUBNJIOBUIPOITVQQPSUL

51 FIDIFBOJOHINRVIEINVTUIOPUIHFUNOIDPOUBDUIXIU I VI FIVQQFSIN FD 1 BOIDBIIQBSUIPG I FIQIFSDIOHL
BSSBZI
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e The piercing tool must be put on the support.
T ""OUFSIBIGFXINIOVUFTIU | FIGPIIP XIOHITDSFFOIPQFOTIBOEIBOIBVEICIFIBIBSNE

BDUWBUFTL
& ;tu p alarm

WATNING |

Please replace the system liquid containers by the
cleaning liquid containers. Press "OK" when containers
are changed.

1"JHVSFIOOO! Replace containers

Open the door of the liquid container compartment (3).

[V | S o
| —

@ | fll "7#

Jalil] |

A;(@ 2 9

1"JHVSFIOOO! Replace containers

2

Pull out the container drawer (4).
Remove the two caps of the cleaning liquid container (1).

Place the two hoses from the system liquid (2) into the cleaning liquid container (1).
AFFID1BQUFS] - BOBHIOHI-IRVIETIBOEISBTUFTIPOIQBHF 001



Maintenance Operations

N Click on OK when containers are changed.

1 SIFLGPIPXIOHITDSFFOIPQFOTIBOEIBOIBVEICIFIBIBSNIBDUWBUFTI

WATNING !

Stop alarm
4

Please empty the two liquid waste containers and put
them in place

I"JHVSFIODOI Empty the liquid waste containers

o Empty the two liquid waste containers and put them in place.
4FFID1BQUFSI3FQIBDIOHIBI-RVIEISBTUFISPOUBIOFSIPOIQBHF 001

P Click OKIwhen donel

1 SIFGPIPXIOHITDSFFOIPQFOTI
1SINJOHIPGINBIOUFOBODFINRVIENOIQSPHSFTTL

Priming of maintenance liquid in progress

I"JHVSFIODOI Priming in progress
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Q T *SICPUITIRVIEDXBTUFIDPOUBIOFSTIBSFIGVAIIU I FIGPIIP XIOHITDSFFOIPQFOTIBOEIBO!
BVEICIFIBIBSNIBDUWBUFTI

WATINING |

Full liquid wastes

1"JHVSFIOOO! Both liquid waste containers full

or
T POFIIRVIEIXBTUFIDPOUBIOFSITIGVIIIU I FISPIPXIOHITDSFFOIPQFOT!

WARNING !

a liquid waste is full

1*JHVSFIOOO! One liquid waste container full

R Empty the full liquid waste container(s) and put it (them) in place.
S Click OKI
T 0UFSIBBLFXINJOVUFTIN I FINFTTBHFID 1 BOHFTIBVUPNIBUDBIIZIUPCEFDPOUBNIOBUIPOTIO!
QSPHSFTTI

Decontamination in progress

I"JHVSFIOOOI Decontamination in progress

S51FIEFDPOUBNIOBUPOIWN FITUBSUTIUPIEFDSFBTFI
%VSIOHWU 1 FIEFDPOUBNIOBUIPOTIQFSSPSNIV I FIGPIIP XIOHIBDWPOTISIUPI7IPOIQBHF OO
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Maintenance Operations

Empty the two system liquid containers (2).

[ W | o
| —

SHI
A;(@ Zw )

1"JHVSFIOOOI Empty the two system liquid containers

fH\

®

A

Rinse the containers with demineralized water, then fill them with system liquid.
A4FFID I1BQUFSI3FGINOHIBI4ZTUFNI-IRVIEI$SPOUBIOFSIPOIQBHF 000

Place the containers on the containers drawer.

AFFIDIBQUFSI - BOBHIOHI-IRVIETIBOEISBTUFTIPOIQBHF 01

"SIV FIOOINJOVUFTIPGIEFDPOUBNIOBUWPOIU I FIGPIIPXIOHITDSFFOIPQFOTI
BVUPNBUIDBIIZT

A

Purge of maintenance liquid in progress

1"JHVSFIOOO! Purge of maintenance liquid in progress

1 ""QUFSIBIGFXINIOVUFTIV I FIGPHPXIOHITDSFFOIPQFOTIBOEIBOIBVEICIFIBIBSNI

BDUWBUFTD
& ;:cnp alarm

Please replace the cleaning liquid containers by the
system liquid containers. Press "OK" when containers
are changed.

WATNING !

1*JHVSFIOOO! Purge of maintenance liquid in progress
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w Remove the plungers, clean first with Isopropanol, then with demineralized water
and put them in the system liquid containers.

X Press OK to confirm installation of the plungers.

1 S1FIGPIPXIOHITDSFFOIPQFOTIBOEIBOIBVEICIFIBIBSNIBDUWBUFTE

Stop alarm
Fl

Priming of system liquid in progress

Remove piercing tool from cleaning liquid and rinse it with
demineralized water.

I"JHVSFIOOOI Priming of system liquid in progress...
Y Rinse the piercing tool with demineralized water.

8 I FOIVTIOHIEFNJOFSBW[FEIXBUFSINBLFITVSFIUIBUU I FIXBUFSIRVBIWZIDPSSFTQPOETIBUIIFBTUI
UPI(SBEIDI*40I0000NPSISZQFMII*45 - 00000000

4 Dry the piercing tool.

1 *GIPOFIPSICPUITIRVIEIXBTUFIDPOUBIOFSTIBSFIVIIIIBOIBVEICIFIBIBSNIBDUWBUFTIBOE!
TDSFFOIPQFOTIBTIEFTDSICFENOI2IPOIQBHF OO

AA Empty the full liquid waste container(s) and put them in place.

AB Click OKI

T SIFGPUPXIOHITDSFFOIPQFOTIBOEIBOIBVEICIFIBIBSNIBDUMWBUFTT
5 1FIQIQFUIOHIBSFBIXIOEPXIPQFOTIBVUP NBUIDBIIZ

Install the piercing tool and close the front door.

1"JHVSFIOOO! Install the ID-Cards piercing array

AC Put the ID-Cards piercing array back in position.
AFFID1BQUFSI3FNPWIOHU I F*%I$BSETILIFSDIOH**SSBZI&RVIQQFEIPOIQBHF 000!
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Maintenance Operations

AD Close the pipetting area window.

I 61 FI*%0$BSETIQIFSDIOHIBSSBZLITIOPUNOTUBIIFEIPSIOPUIIPDLFEIDPSSFDUIZIV T FI
6PIIPXIOHITDSFFOIPQFOTIBOEIBOIBVEICIFIBIBSNIBDUWBUFTE

WARNING !

& Stop alarm

Harrow presence failure

1"JHVSFIOOOI ID-Cards piercing array not detected

AE When the ID-Cards piercing array is correctly installed:
T 5IFGPWPXIOHITDSFFOIPQFOTIIS I FDLJOHIJOIQSPHSFTTL

Checking in progress

I"JHVSFIOOOI Checking in progress

T "0FSIBIFXINIOVUFTIU I FIGPIPXIOHITDSFFOIPQFOTI - BJOUFOBODFITVDDFFEFEL

A

Maintenance succeeded

WATNING !

I"JHVSFIOOOI Maintenance succeeded

AF Click OK.

At the end of the weekly maintenance, clean the gel cards storage drawer with a lint free cloth.
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AG Click on the DATA MANAGEMENT button to switch to the IH-Com Data
Management software.

AH Perform a QC run.
SFGFSIUPIVE FI¥) -$PN%BUBI - BOBHFNFOUI4PGXBSFIGPSIEFUBIIFENOPSNBUIPOL

U IFIXFFLIZINBIOUFOBODFIXBTIIOUFSSYQUFEIIBIXBSOIOHINFTTBHFIEITQIBZTIU I FIFSSPSIU I BUL
PDDVSSFEL

Al Click OK to acknowledge the error.
T SIFGPIPXIOHITDSFFOIPQFOT!

WATINING !

AN

Maintenance aborted

I"JHVSFIOOOI Weekly maintenance interrupted

AJ Click OK.

**"ISFEINBJOUFOBODFISFNJOEFSIIPOIU 1 FIUPQUIFGUIPGIU I FITDSFFOILOEIDBUFTIVI BUIVEF]
XFFLIZINBJOUFOBODFINVTUICFIEPOFIBHBIOIICFGPSFIBISVOIDBOICFITUBSUFELL
OUI FSXITFIUITIOPUIQPTTICIFIUPITUBSUIBOZIUF TUL

0roiomo OIBOEIOOI - POUITL - BJOUFOBODF

The 6 and 12 months maintenance has to be performed by a service engineer.

0roiomo SPUBII&TWNBUFEISINFTIBOEI-JRVIEI7PIVNFTIGPSISFFLIZ] - BIOUFOBODF

&TUINBUFEWNFIGPSIOTUSVNFOU

~80mn
&TUNBUFELTZTUFNINRVIEIWPIVNF 830ml
&TUNBUFEIDIFBOIOHINRVIEIWPIVNF 710ml
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Maintenance Operations

Oioo 2$$I1FDL

A quality control check must be performed after any maintenance operation.
Refer to the Data Management software for detailed information.

0o 3FNPWIOHUI F*%I$BSETILIFSDIOHI**SSBZI&RVIQQFE

"IISBDLTINVTUICFISFNPWFEICFGPSFIPQFOIOHIU I FIQIQFUWOHIBSFBIXIOEPXII*GIU LITIDPOEIPOLTI
OPUISFTQFDUFEIV I FSFIITIBISITLIPGIDPINTIPOIXU VI FISBDLTI

G TFIHIPWFTIGPSIBIIPQFSBUPOTL

A Open the pipetting area window (from the software).
AFFID 1 BQUFSIOQFOIOHIU I FI1LJQFUWOHI**SFBISIOEPXIPOIQBHF 0OO0

I"JHVSFIOOO! Pipetting area window
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B To unlock the ID-Cards piercing array equipped, turn the lock (4) 90° towards the
back of the instrument.

5BLFIDBVUWPOWPIOPUIESPQI I FI*%I$BSETIQIFSDIOHIBSSBZIFRVIQQFEIU I FSFITIBISITLIUPIEBNBHF!
VIF*)-00000

*OIDBTFIPGIT 1 PDLIPOIQIFSDIOHIQIOTIEVSIOHW I FIXFFLIZINBIOUFOBODFIWITVBIZID I FDLIGPS!
EBNBHF!

Lower slightly the ID-Cards piercing array equipped.
Pull off to the right.

E Remove the ID-Cards piercing array equipped.
8 1 FOISFQIBDIOHU I FI*%0DBSEIQIFSDIOHIBSSBZIFRVIQQFEIIUBLFIDBSFIUPIIPDLIUIDPSSFDUIZIIT*OL
DPOUBDUIXJU 10U I FITDSFXIITFFISFEIDISDIFLI

F Perform a QC run.

SF6FSIUPIUT FI%BUBD - BOBHFN FOUITPGUXBSFIPSIEFUBIFENOGPSNBUIPOL

["JHVSFIDOOL
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Needle Cleaning Right/left Pipettor

9.5 Needle Cleaning Right/left Pipettor

This procedure is valid for both pipettors.

" PINPXIVNTIQSPDFEVSFIGPSIU I FIOFFEIFIDIFBOJOHD

- BLFITVSFIUIBUIU T FINH TUNOTIEFU T FLIOTUSVN FOUNTITXIUD 1 FEIPGGIEVSIOHIU I FIQSPDFTTII4FFL
D 1BQUFSIOQFOJOHIV I FI1IQFUWOHI**SFBISIOEPXIPOIQBHF 0OOL

""IISBDLTINVTUICFISFNPWFEICFGPSFIPQFOIJOHI I FIQIQFUWOHIBSFBIXIOEPXII*GIU I TIDPOEJIPOLTI
OPUISFTQFDUFEU I FSFIITIBISITLIPGIDPINTIPOIXU U FISBDLTL

G TFIHIPWFTICPSIBIIPQFSBUIPOT!

""|XBZTIQIBDFIBIUITTVFIVOEFSI I FIOFFEIFICFSPSFIEITDPOOFDUIOHI I F16BSBEI[FEIWFIOIBTIILL
ESPQTI

G TFIBITPGUIWTTVFIUPIBWPIEIEBNBHFIPOW I FIOFFEIFIDPBUIOH!

The needle cleaning must be performed when the needle is visually soiled.

If NEEDLE CHANGE RIGHT PIPETTOR (or left pipettor) requires a user level greater than 1,
this button will be grayed for level 1 users.

A Click on NEEDLE CHANGE RIGHT PIPETTOR.
T ""INFTTBHFIBQQFBSTIIBTLIOHIUPIPQFO I FIQIQFUWIOHIBSFBIXIOEP X

B Go back to the main screen to open the pipetting area window.
C From the main screen, click on the pipetting area in the interactive image.
AFFID1BQUFSIS I FDLIOHILIQFUUOHL" *SFBI4UBUVTIPOIQBHF 00N

D Open the pipetting area window (from the software).

1 "PIPXWNIFIQSPDFEVSFICHIPXIUPID 1BOHFIU I FITBNQWOHIOFFEIFIPSITFSIFTI

E Place a clean tissue below the needle.
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Maintenance

F Disconnect the faradized vein (5) from the needle using the connector (3).

0®JHVSFIOOOD

G Open the 2 locks (2).

H Slide the needle (1) out of the housings (4).

| Verify the needle is purged.

J Clean the needle with a nonwoven wipe and isopropanol solution.

8IQFUIFIOFFEIFISPNIV I FIUPQIUPIU I FIWIQIPGIU I FIOFFEIFT

K Dry the needle with a dry nonwoven wipe:
8IQFU I FIOFFEIFIGSP NIV I FIUPQIUPIU I FIWQIPGIV I FIOFFEIFT
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Needle Cleaning Right/left Pipettor

L Check for any sign of damage (needle coating, bent needle, etc.).

U1 FIOFFEIFITIEBNBHFEZISFQIBDFIVTAFFID 1 BQUFSL/ FFEIFCS 1 BOHFI3IH 1 UJIFGU!
1JQFWPSIPOIQBHF 000

Locks open (2), needle absent, connector (3) near by.
Slide the needle (1) in the housings (4).

With the needle in place, screw the faradized vein (5) onto the needle until it clicks.

v 0o 2 =

Lock the needle by tilting the two locks (2).

~PDLTIDIPTFETOFFEIFITIDPOOFDUFEIBOEIIPDLFETOIQPTIUPOIPOIUTIQIQFUIPS] ; [BYIT
TVQQPSU

The collar on the needle, when properly inserted, prevents the needle from moving independent
of the mechanism.

Clean the needle carefully with a dry nonwoven wipe.

R Close the pipetting area window.
4AFFID1BQUFSIOQFOJOHIU I FILIQFUWOHL" *SFBIIOEPXIPOIQBHF 00

S Click OK to validate needle replacement.

1 SIFIOFFEIFNTIBEAVTUFEIBVIPNBUDBINZ

T Perform a QC run.
3F6FSIUPIU I FI%BUBL - BOBHFNFOUITPGUXBSFIGPSIEFUBIFENOGPSNBUIPOL

60U 1 FIOFFEIFIDIFBOIOHI BTICFFOLIOUFSSVQUFEIEVFIUPIBIQP X FSIPGIISFITUBSUIU I FIOFFEINFT
DIFBOJOHIQSPDFEVSFL

External light can have an influence on the needle adjustment.
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9.6 Needle Change Right/left Pipettor

This procedure is valid for both pipettors.

*"ISBDLTINVTUICFISFNPWFEICFGPSFIPQFOIOHW I FIQIQFWIOHIBSFBIXIOEPXIT*GIU HITIDPOEWPOLITI
OPUISFTQFDUFEIU I FSFIUTIBISITLIPGIDPINTIPOIXIU I LU I FISBDLTI

G TFIHIPWFTIGPSIBIIPQFSBUPOTL

*"IXBZTIQIBDFIBIWTTVFIVOEFSU I FIOFFEIFICFGPSFIEITDPOOFDUIOHI I FIGBSBEJ[ FEIWFIOIB T

ESPQTI

If NEEDLE CHANGE RIGHT PIPETTOR (or left pipettor) requires a user level greater than 1,
this button will be grayed for level 1 users.

" O

Iz & m m

s r X <«

Click on NEEDLE CHANGE RIGHT PIPETTOR.

T ""INFTTBHFIBQQFBSTIBTLIOHIUPIPQFO I FIQIQFUWIOHIBSFBIXIOEPX

Go back to the main screen to open the pipetting area window.

From the main screen, click on the pipetting area in the interactive image.
AFFID1BQUFSIS$ I FDLIOHILJQFUWOH**SFBI4UBUVTIPOIQBHF 0001

Open the pipetting area window (from the software).
4AFFID1BQUFSIOQFOJOHIU I FILIQFUWOHI" *SFBISIOEPXIPOIQBHF 00

Place a clean tissue below the needle.

Disconnect the faradized vein (5) from the needle using the connector (3).
Open the 2 locks (2).

Slide the needle (1) out of the housings (4).

Replace the sampling needle (1).

$ 1 FDLIGPSIBOZITHOIPGIEBNBHFIIOFFEIFIDPBUIOHIICFOUIOFFEIFIIFUDIT
60U 1 FIOFFEIFITIEBNBHFEIUBLFIBIOFXIPOF!

Locks open (2), needle absent, connector near by.
Slide the needle (1) in the housings (4).
With the needle in place, screw the faradized vein (5) onto the needle until it clicks.

Lock the needle by tilting the two locks (2).

—PDLTIDIPTFETOFFEIFITIDPOOFDUFEIBOEIPDLFELOIQPTIUPOIPOIUTIQIQFUPS] ; [BYIT
TVQQPSU

The collar on the needle, when properly inserted, prevents the needle from moving independent
of the mechanism.
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Needle Change Right/left Pipettor

0"JHVSFIDOOI
N Close the pipetting area window.
AFFID1BQUFSIOQFOIOHIU I FILIQFUWIOHI**SFBISIJOEP XIPOIQBHF 00N
(o) Click OK to validate needle replacement.
T SIFIOFFEIFITIBENVTUFEIBVUPNBUIDBIZ
Proceed the same way with the left pipettor.
Q Perform a QC run.
3FGFSIUPIU I FI%BUBL - BOBHFNFOUITPAUXBSFIGPSIEFUBIFENOGPSNBUWPOI

*6U I FIOFFEIFISFQIBDFNFOUI 1 BTICFFOLIOUFSSVQUFEICZIBIGPSDFELT 1 VUIEPXOIIQFSGPSNIU I FI
OFFEIFID 1 BOHFIQSPDFEVSFIBHBIOIX U I PVUID 1 BOHIOHIV I FIOFFEIFIIOOIZITUFQTI" *IUPI%IPOL
QBHF JOOBOELI/IUPILIPOIQBHF DUOINVTUICFIEPOFIIIPOW I FIOFYUISFTUBSUIPGIU I FITZTUFNDIS 1T
JTIWPINBLFITVSFIUI BUU I FIOFFEIFLTIDPSSFDUIZNPDBI [ FEL
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Rinse Right/Left Pipettor

The button RINSE RIGHT PIPETTOR or RINSE LEFT PIPETTOR allows to manually launch a
wash cycle of the right or left pipettor, additionally to the automatic rinse during the runs.

If the buttons RINSE RIGHT PIPETTOR or RINSE LEFT PIPETTOR requires a user level
greater than 1, the button is grayed for level 1 users.

Reading Station Calibration
After 5000 working hours, the user is asked to do a calibration of the reading module.

A calibration can also be started before the 5000 working hours have passed.

Put 24 5052 type gel cards (NaCl cards) in the gel cards storage drawer.

Verify that the gel of the gel cards is in good condition and that there are no air bubbles present.
The gel card must be valid, check the expiry date.

O
READING STATION
CALIBRATION 4

Click on the READING STATION CALIBRATION button to start the calibration
process.

T SIFGPUPXIOHITDSFFONTIEITQIBZFED

Calibration in progress...

Estimated remaining time 20 min, 0 sec

I"JHVSFIOOOI Calibration in progress

If the READING STATION CALIBRATION requires a user level greater than 1, the button is
grayed for level 1 users.

The process can take up to 20 minutes. No action on the IH-1000 software can be performed
during the calibration process.



General Initialization

T 8IFOUIFIQSPDFTTUTION I FEIU I FIGPIP XIOHINFTTBHFITIETQIBZFED

Calibration finished

1"JHVSFIOOOD Calibration finished

C Click on OK.

After calibration, the 24 gel cards go back to the drawer and can be used for further tests.

If launching conditions are not met, an alert screen with the missing items is displayed.

D Perform a QC run.
3FGFSIUPIU I F1%BUBL - BOBHFNFOUITPAUXBSFIPSIEFUBIFENOGPSNBUIPO]

9.9 General Initialization

Do not perform an initialization while the instrument is running. The IH-1000 makes all the
initialization automatically.

See Starting the Instrument on page 46 and/or Errors on page 42.
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9.10 Storage

When it is planned not to use the instrument during many days, specific operations must be
considered.

Oioo0o 4 1PSUISFSNI4UPSBHFLOI-BCPSBUPSZISPOEIWPOT

If the instrument is not used for few weeks and if it stays in laboratory environment, no wrapping or
packing is required.

8FFLIZINBIOUFOBODFIPQFSBUPOTINVTUICFIQFSGPSNFEIFWFSZIX FFLIFWFOWGIU I FIIOTUSVINFOUWTT
OPUIVTFEL

0000 OUIFSI4UPSBHFISPOENIPOT
When the instrument is stored outside laboratory conditions or if it is stored for a long period, special
procedures must be performed by a service engineer.

Refer to a service engineer for handling and storage procedures.
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$ IBQUFSIPWFSWIFX

SIFIVTFSINVTU I BWFISFBEIBOEIVOEFSTUPPEIUITIEPDVNFOUBUIPOICFGPSFIDBSSZIOHIPVUIBOZ
USPVCIFT I PPUOHIPOWU I FI*) -0000*0OIDBTFIPGIVODIFBSNOGPSNBUWPOLQIFBTFIDPOUBDUIU L FL
EJTUSICVUPY

10.1 Alarms and Error Management

When an error message appears on the screen, read it and check whether an explanation is
given in the following list. Then click on the OK button and execute the required procedure to
solve the problem.
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10.2

Qooaig

ooooo

Software Error Messages

For any error messages not listed in the following tables (mainly module and software errors), please contact a service engineer.

YD - PEVIFT

&SSPSIDPEF &SSPSIEFTDSIQUPO $PSSFDUWFIBDWPOT

00000000% Hardware board communication failure. Restart or contact a service engineer.

00000oooo Hardware board failure. Restart or contact a service engineer.

00000000% Hardware board communication failure. Restart or contact a service engineer.

0ooooooo*®

000oo0ood Robotic movement failure. Try to continue, restart or contact a service engineer.

oooooooo®: System execution failure. Restart or contact a service engineer.

00000000% Robotic movement interrupted. Try to continue, restart or contact a service engineer.

00000000& Robotic movement failure. Restart or contact a service engineer.

000000000

000000oo# Action impossible due to previous failure. Solve previous failure or contact a service engineer.

000oo= =00 Robotic movement failure. Restart or contact a service engineer.

SSBOTQPSUI**SN

&SSPSIDPEF &SSPSIEFTDSIQUIPO $PSSFDUWFIBDUIPOT

0oooooooo Robotic movement failure during initialization. Restart or contact a service engineer.

0000ooooo Axis drag overshoot. Try to continue or disable the faulty component and contact a service engineer.
00o0oooooa Axis positioning error. Try to continue or disable the faulty component and contact a service engineer.
0oooooooa Card presence sensor not working during check. Try to continue, restart the system and contact a service engineer.

00000000% Card transport failure. Check the presence of the gel card.

Try to continue or restart the system.
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&SSPSIDPEF

&SSPSIEFTDSIQUPO

$PSSFDUWFIBDUPOT

000000000
000000000

Centrifuge trapdoor failure.
Centrifuge trapdoor failure.

Try to continue or disable the centrifuge and contact a service engineer.
Try to continue or disable the centrifuge and contact a service engineer.

*EFOUGIDBUIPOL - PEVIF

&SSPSIDPEF &SSPSIEFTDSIQUIPO $PSSFDUWFIBDUIPOT
0oooooooo Robotic movement failure during initialization. Restart or contact a service engineer.
0000ooooo Axis drag overshoot. Try to continue or disable the faulty component and contact a service engineer.
00o0oooooa Axis positioning error. Try to continue or disable the faulty component and contact a service engineer.
0oooooooa The rack contains a clogged tube or vial. * Remove the cap on the sample tube or the vial.
This error appears if the option “cap detection” is activated. See No Cap Confirmation on page 84 or Removing Racks on page 88
* |f the problem persists, contact a service engineer.
000000000 The rack barcode is unreadable. Missing or damaged barcode label:
o \erify if the rack is correctly labeled.
e |f the problem persists, contact a service engineer.
0oooooooa Missing or damaged rack barcode label. Verify if the rack is correctly labeled.
If the problem persists, contact a service engineer.
00boooooo Presence of a rack impossible to process at the starting. The instrument was stopped without using the shutdown function:
* Remove the rack with the software.
See chapter Removing Racks on page 88.
000oooooo The reagent vial barcode is unreadable. Reagent vial incorrectly positioned on the rack:
e \Verify if the reagent vial is correctly inserted.
Damaged barcode label or symbology out of specification:
e \Verify if the reagent vial is correctly labeled.
e |f the problem persists, contact a service engineer.
000000000 The reagent vial is out of date at the location requested. * Remove the rack.
See chapter Removing Racks on page 88.
e Change the reagent vial.
0oooooooa The reagent vial is unusable at the location requested. e Remove the rack.

See chapter Removing Racks on page 88.
e Change the reagent vial.
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&SSPSIDPEF &SSPSIEFTDSIQUIPO $PSSFDUWFIBDUPOT

0oooooooo Empty barcode on the reagent vial is refused. Incorrect positioning of the vial in the rack:
See chapter Removing Racks on page 88.
* Reposition the reagent vial.
e |f the problem persists, contact a service engineer.

000000000 The diluent wells rack is out of date. Rack out of date. Remove the rack.
See chapter Removing Racks on page 88.

0oooooooo The barcode of the diluent rack is duplicated. Two diluent rack with the same barcode. Remove all racks.
See chapter Removing Racks on page 88.
e |f the problem persists, contact a service engineer.

0000ooooo The sample tube barcode is unreadable at the location requested. Sample tube incorrectly positioned on the rack:
e \Verify if the sample tube is correctly inserted.
Damaged barcode label or symbology out of specification:
e \Verify if the sample tube is correctly labeled.
*60U 1 FICBSDPEFLTISFBEINBOVBIIZINBLFITVSFIUPIQVUUI FITBNQIFICBDLIUPIU L FL
PSIHIOBIIQPTIWPOI
e |f the problem persists, contact a service engineer.

0oooooooo The sample tube barcode is duplicated. e Take the rack out again and check the barcodes.
e |f the problem persists, contact a service engineer.

0000ooooo The sample tube has an embarked clot. Blood too thick:
e Check that the blood is not over 48 hours old.
* |f the problem persists, contact a service engineer.

$FOUSIGVHF

&SSPSIDPEF &SSPSIEFTDSIQUIPO $PSSFDUWFIBDUPOT

0oooooooo Robotic movement failure during initialization. Restart or contact a service engineer.

000oooooo Axis drag overshoot. Try to continue or disable the faulty component and contact a service engineer.

00o0oooooa Axis positioning error. Try to continue or disable the faulty component and contact a service engineer.

000000000 Centrifuge balance failure. Insert gel cards in the drawer.

00000" %00 Speed error.

Try to continue, restart and contact a service engineer.
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3FBEJOH! - PEVIF

&SSPSIDPEF &SSPSIEFTDSIQUPO $PSSFDUWFIBDWPOT

0000o0ooo Robotic movement failure during initialization. Restart or contact a service engineer.

00000oooo Axis drag overshoot. Try to continue or disable the faulty component and contact a service engineer.
00000Dooo AXxis positioning error. Try to continue or disable the faulty component and contact a service engineer.
000oo0ood Reading module calibration failure. Launch a new calibration or contact a service engineer.

000000000

000000000 Expired reading module calibration. Launch a new calibration or contact a service engineer.

000000000 Reading module calibration failure. Launch a new calibration or contact a service engineer.

000000000

0poooooo® Reading module failure. Launch a new calibration or contact a service engineer.

00000000#

00000000%

00000000%

00000oooo Gel card detected during lighting control. Restart system of contact a service engineer.

000000000 Lost gel card. Restart system or contact a service engineer.

000000%00 Reading module failure. Launch a new calibration or contact a service engineer.

000000%00

000000%00

1JQFWPST

&SSPSIDPEF &SSPSIEFTDSIQUPO $PSSFDUWFIBDUPOT

000000000 Robotic movement failure during initialization. Restart or contact a service engineer.

0oooooooo Axis drag overshoot. Try to continue or disable the faulty component and contact a service engineer.
000oooooo Axis positioning error. Try to continue or disable the faulty component and contact a service engineer.
oopooooo*” Shared area conflict. Restart or contact a service engineer.

0o0oooooo Diluent piercing failure. Verify that the rack is fully inserted in its support.

000000000
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&SSPSIDPEF &SSPSIEFTDSIQUPO $PSSFDUWFIBDUPOT

0o0oooooo Axis drag overshoot. Try to continue or disable the faulty component and contact a service engineer.

00000oooo Axis positioning error. Try to continue or disable the faulty component and contact a service engineer.

000000000 Robotic movement failure. Restart or contact a service engineer.

0oooooooo Both pipettors out of order for maintenance. Contact a service engineer.

000oooooo Soiled needle cannot be used. Check washing means or contact a service engineer.

00000000% Washing failure. Restart or contact a service engineer.

00000000 Level detection failure. Try to continue or disable pipettor and contact a service engineer.

000000400

000000#00 Needle external washing volume error. Try to continue or disable pipettor and contact a service engineer.

000000#00

000000#DO# Incorrect state of the hydraulic management. Check liquid containers and circuits and restart the machine or contact service
engineer.

000000#00 Clogged needle circuit. Try to continue, follow the needle changing procedure: See chapter Needle Change

000000000 Right/left Pipettor on page 164.
or disable the pipettor and contact a service engineer.

00000000 Both liguid waste containers are full or disconnected. Empty containers and check caps are completely screwed.

000000#00 Pipettor pressure sensor failure. Try to continue or disable the pipettor and contact a service engineer.

000000#00 Washing pump failure. Try to continue or disable the pipettor and contact a service engineer.

000000&00O Fluidic calibration failure. Launch a new calibration or contact a service engineer.

000o00&0O0O Fluidic flow control failure. Try to restart and contact a service engineer.

000000&0O0

000000&0O0

000000&0O0

000000&0O0

000000&0O0

000000&00 Fluidic calibration failure. Launch a new calibration or contact a service engineer.

000000&00

oopooo&n™* Fluidic software execution failure. Restart or contact a service engineer.
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&SSPSIDPEF

&SSPSIEFTDSIQUPO

$PSSFDUWFIBDUPOT

0o0ooo&Os$ Fluidic calibration failure. Launch a new calibration or contact a service engineer.
000000000 Missing decontamination solution. Load a new cleaning solution SETUP CLEAN vial.

If the pipettor status is in default (red),

* acknowledge the alarm;

e |oad the setup clean;

e start a test on the same side as the concerned pipettor.
000oo0ood Clot detected. Execute needle cleaning process.

See chapter Rinse Right/Left Pipettor on page 166.
00000&%00 Clot detected and solved, sampling cancelled. Try to continue or restart.
00000&%00 Permanent clot detected, unable to solve automatically. Execute appropriate procedure.

See chapter Clot Detection on page 123.
00000&%# Fluidic system failure (pressure sensor). Try to restart and contact a service engineer.
000oo=ooo Callibration failure 1/0. Launch a new calibration or contact a service engineer.
00ooo=ooo
00ooo=ooo
0ooooo=ooes Software execution failure 1/O. Restart or contact a service engineer.
00000"00% Calibration failure I/0O. Launch a new calibration or contact a service engineer.
3FBHFOUI3BDL
&SSPSIDPEF &SSPSIEFTDSIQUIPO $PSSFDUWFIBDUPOT
00000"00% Reagent agitating speed out of range. Use another rack or contact a service engineer.
00000"00& Reagent agitating failure. Use another rack or contact a service engineer.

(FII$BSETI1IFSDIOH! - PEVIF

&SSPSIDPEF &SSPSIEFTDSIQUPO $PSSFDUWFIBDUIPOT

000000000 Robotic movement failure during initialization. Restart or contact a service engineer.

0oooooooo Axis drag overshoot. Try to continue or disable the faulty component and contact a service engineer.
000oooooo Axis positioning error. Try to continue or disable the faulty component and contact a service engineer.
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"I$SBNFSBT

&SSPSIDPEF

&SSPSIEFTDSIQUPO

$PSSFDUWFIBDUIPOT

000000%00
00ooo=0oo
0o0oo=0oo
oooootooo
ooooo-oo
Oo0oo-0o#

Reading module calibration failure.
Camera communication failure.
Camera calibration failure.
Camera failure.

Launch a new calibration or contact a service engineer.
Restart system or contact a service engineer.

Launch a new calibration or contact a service engineer.
Launch a new calibration or contact a service engineer.

4ZTUFN

&SSPSIDPEF

&SSPSIEFTDSIQUIPO

$PSSFDUWFIBDUIPOT

000oooooo
000oooooo
000oooooo
000oooooo
000oooooo
000oooooo
000oooooo
000oooooo
000oooooo
oooooooo*”
O0000000#
00000000S$
00000000&
oooooooo®
000oooooo
000oooooo
000oooooo
000oooooo
000oooooo
000oooooo
000oooooo
000oooooo
000oooooo
000oooooo
000oooooo

Hardware board communication failure.

File access failure.

Restart or contact a service engineer.

Restart or contact a service engineer.
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&SSPSIDPEF

&SSPSIEFTDSIQUPO

$PSSFDUWFIBDUIPOT

00000000
00000000
00000000
00000000
00000000
00000000
0000D0&O#
00o0000&O$
00000000%
Oo0oooooo
Oo0oooooo
000000000
000000000
000D0000#
0000ooooO
0000ooooO
0000ooooO
000000000
noooo=0oo
noooo=0oo
noooo=0oo
noooo=0oo
noooo=0oo

Software execution failure.

File access failure.

Pipetting door not closed.

No message - Pictogram on the GUI (software interface).

See chapter Sample Status on page 78.
File access failure.

Inconsistent assay database information.

Missing donor.
Hardware board communication failure.

Restart or contact a service engineer.

Restart or contact a service engineer.

Close the pipetting area window.
Check the loaded crossmatch receivers.

Restart or contact a service engineer.

Check input data or contact a service engineer.

Check input data. Enter the missing sample.
Restart or contact a service engineer.
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Appendix

$ I BQUFSIOWFSWIFX

This chapter covers non-standard operations on the instrument.

11.1 Equipment and Accessories

Qo000 &RVIQNFOU

%FTDSIQUPO 2VBOUUZ
IH-1000 1
Reagents rack 4
Diluents rack holder 4
Samples rack 18
Samples rack barcode label set 18

Rack extractor tool 1

Decontamination support

Touchscreen

Keyboard (language depending on country)
Touchscreen arm

Power cord

Preparation table

Containers

Gel card waste bin and bag

Technical documentation

User manual (ref. HO09142)

- 4 a4 Ol =2 4 4 a4
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""DDFTTPSIFT

%FTDSIQUPO 2VBOUIUZ
Barcode scanner
Hub

USB key 8Go
UPS

UPS battery
UPS holder

- a4 a4 a4

CE Compliance

This instrument is an in-vitro diagnostic medical device and complies with all applicable European
Community Directives and associated harmonized standards, including but not limited to the standards
pertaining to the electrical safety as well as the emission and immunity requirements as specified in IEC
61326-2-6.

Documents / Forms

%FDPOUBNJOBUIPOISFSUIGIDBUF
Please contact your local distributor for the official electronic document.

51 FIEFDPOUBNIJOBUIJPOINVTUICFIQFSCPSNFEICZIBOIBVUIPSI[FEIUFD 10JDIBONOIBDDPSEBODFIXIU I
UIFLOTUSVDWPOTIDPOUBIOFENOW I FIDPSSFTQPOEIOHI4FSWIDFL - BOVBIL

The IH-1000 and its accessories must be cleaned and decontaminated before any of the following
intervention:

e performing any maintenance;

* revision task;

® Dpefore taking the instrument out of service;
e when preparing for transportation;

e pefore final elimination.

5 1FIPSHIOBIIDFSUWGIDBUFINVTUISFNBJONOU I FIQSFTFOUINBOVBIIIS I FOIBIDFSUGIDBUFITISFRVISFELD
NBLFIBIDPQZIBOEIGINLON I FIIBUWFSITBNQIFL

" JINOIBIDPQZIPGIU I FIEFDPOUBNJOBUIPOIDFSUIGIDBUFIBOEIQIBDFIUIPOW I FIJOTUSVNFOUIOIBL
DPOTQIDVPVTIQIBDFL

The absence of the decontamination certificate may extend the time needed for revision and
maintenance.

Bio-Rad will bill any cleaning and decontamination operation.

Pernctpamua MU & Poc3gparEapzope
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68879:528/>:7:4A

1GEPOTCNKOCTKPO QGRHPRNGF
DY-

OPUOQTRY-

2"NCHi-

; JPOG-

I, hereby declare, that the instrument below:

60STRUNGOT-

8CIGRICI OP#-

60STRUNGOT OP#-

has been cleaned and decontaminated according to the procedure described in the relevant
instrument manual, in the chapter “Maintenance3

OIGCOtO1  FGEPOTCNKOCTKPO QGRHPRNGF DY-

1CIG- =k10CTURG-

%*120. 1/
60TGROCTKPOCI =GRVKEG 1.GSL! 2"8CHi- QRPFUETBSUQQPRTBERGSSGR - DKP"RCF4EPN PRHCX (% &* *+( )% %,

1/C8GF 4NDS

S0TGROCTPOCI =GRVIEG 1GSL " 6=1 0<2B3: <$38" ( @%)
%+,) ORGSSIGR 3< " =WHTZGRICOF B 'o .RAD 0< &$H*"5)+
NN /QQHECTIPO 1.CTG- RGHGR TP 299 = @




Appendix

aoooio - BJOUFOBODFI3FDPSE
The original blank maintenance sheet must remain in the present manual. When a maintenance

record is required, make a copy and fill in the latter sample.

Type Page

Serial number

- BJOUFOBODFIII%FGFDU **DUWPO OQFSBUPS %BUF
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Spare Parts Ordering

11.4 Spare Parts Ordering

Please contact your local service engineer.

11.5 Device Disposal

Qoo (FOFSBII8SBSOIOHT

*OIPSEFSIUPIQSPUFDUU I FIQFSTPOTIBOEU I FIFOWISPONFOUIIBOZIIOTUSVNFOUIBOEIWTIBDDFTTPSIFTE
NVTUICFIEITQPTFEIPCIOIBOIBQQSPQSIBUFIXBZMITHTINBOEBUPSZIUPITUSIDUIZIBQQIZIBXTIBOEL
IPDBIICZIBXTISFIBUWFIUPIBOIBQQSPQSIBUFIEITQPTBIIQSPDFEVSFL

*"ONOTUSVNFOUINBZIPOIZICFIEITN PVOUFEIBOEIEWIEFEIOUPIUTICBTIDIDPNQPOFOUTICZIBL
RVBWGIFEUFD 10JDIBOL

1BSUTIBOEITVCIQBSUTISFNPWFEIGSPNIBONOTUSVNFOUINBZIOPUICFISFVTFEIVOIFTTIBGUFST I BWIOH!
CFFOIBQQSPWFENOIXSIWOHICZIVI FINBOVGBDUVSFSI* *0ZIGVUVSFIBQQIWDBUIPOII BTIUPICFIQSFDITFIZT
EFTDSICFENOWN I FISFRVFTUI

Qo000 %ITQPTBI

The following components can be found in the instrument:

1BDLIJOHINBUFSIBI

1BQFSCPBSE

1PIZFUIZIFOFIGPBN
*"OWITUBUWDICBH
SPIBTT*IEISFQSPPCFEIQPIZTUZSFOF

*OTUSVNFOU

1/BTUDINBUFSIBIT PVC, POM, nylon, rubber
&IFDUSIDBIIDPNQPOFOUT Motors, copper wires, plastic insulation
&IFDUSPOJDIDPNQPOFOUT Epoxy printed boards
OQUIDBIIDPNQPOFOUT Camera lens, camera body

- FUBIT $PQQFS: electrical wires;

""IVNIJOVN: instrument base, holders, guides for electronics boards, partitions, covers;
AUFFIl: springs, holders, screws, bolts.
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Appendix

11.6 List of Documents

Qo000 6TFSI - BOVBIT

-BOHVBHF *)I0000I6TFS! - BOVBI )ISPNIGTFS] - BOVBI
&OHWTI H009142 H009146
(FSNBO H009156 H009147
"SFODI1 H009159 HO009151
*UBIBO H009160 H009149
4QBOITI H0091567 H009148
1PSIVHVFTF H009158 H009150
%BOITI H009161 H009153
AXFEITI H009162 H009154
/PSXFHIBO H009163 HO009155
"JO0ITI H009166 H009168
+BQBOFTF H009167 HO09169
1PNTI H009170 H009171
) VOHBSIBO H009190 H009183
4FSCIBO H009191 H009192
$10FTF H009195 HO09365
1PSUVHVFTFIASB I H009204 H009205
4IPWFQIBO H009216 =
3VTTIBO H009221 H009222
S$[FDI H009194 H009196

Qo000 4FSWIDFL - BOVBIT

-BOHVBHF *)10000I4FSWIDFT - BOVBI *)I$SPNI4FSWIDFI - BOVBI

&OHWT 11POIZ H009144 H009152

00000 4QBSFI1BSUTL - BOVBI

-BOHVBHF *)0000004QBSFIQBSUTL - BOVBI
&OHIT 1IPOIZ H009215
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Index

Alarm and Error Management
Behavior 169

Authorized Maintenance 147

$

Components area
Checking status 144

Computer connecting panel 27
Connection panel 27

%

Definition
Major Injury 13
Minor Injury 13
Moderate Injury 13

Device disposal 183

Diluent
Rack removal 90

Footer strip
Resources buttons
Description 101
Footer strip 101

Resources on board 102

Test buttons
Footer strip 107
In progress

Details of a test 110
General description 108

Ready to start
Emergency 112

General description 111
Tests to repeat (description) 114
Without resources (description) 113

Tests buttons

Samples without request (description) 117
Forms (decontamination certificate) 180

C

Gel cards area

Interactive instrument image 38

Managing ID-Cards 58

Replacing the ID-Cards waste bin 100

*

Intended Use 11

List of documents 184

Menu button

/

Exit (software) 48

Maintenance screen 146
Daily maintenance 149
General initialization 167

Needle change (right and left pipettor) 164

Needle cleaning (right and left pipettor) 161

Operations (decontamination) 148

Pipettors (rinse) 166 167

Reading station calibration 166

Weekly maintenance 149
Options screen 126
Controls options 134
Disabled Mode 137
Cap detection 139
General options 128
Profile options 132
Stop Al (instrument) 49
User Level screen 147

Needle change

Procedure (right and left pipettor) 164

Needle cleaning

Procedure (right and left pipettor) 161

Norms

1

Safety 16

Pipetting area

3

Clot detection 123
Clot detection (errors) 122
Interactive instrument image 38

Pipetting area window (opening) 121

Status (screen) 119

Reagent

Rack removal 90

Rescue shutdown 50

Risk

4

Classes definition 16

Safety

Environmental conditions 18
General instructions 19
Importance of the instructions 17
Non-compliance with rules 18

Safety instructions

Warning 16

IH-1000
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Sample / Reagent Area
Cap confirmation 84
Diluent

Diluent rack and general description 72

Inserting a diluent rack product 73
Status (diluent) 79
General rack status 78
Interactive instrument image 38
Loading racks 86
Main screen (description) 77
Reagent
Cleaning solution

Preparation (SETUP CLEAN) 76

Use (SETUP CLEAN) 75

Reagent rack and general description 74

Status (reagent) 79
Sample
Barcode specifications 70

Input (Sample barcode manual input) 83
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Fi4313d6)1NGY ge+T#3ca viHTHY u3yayttu fyieratcheh wresiaet ¥ chH3aycehitic cyc
thytdc

FJric|rt

JIGei#T

Astihatengtyey ahaycgetdiz .+ wrjeyaseyhey wricgstcctyygh
tyyjy3zaa voxte o3tircgizahhaa vihwafcly %R 506

tjyy3ea vaxte + tetiyphiy hevrivziecIiy wrjachaghamyhhsa aya
chh|h#gyhatiyizengtycu ctHyjeisahey hyticth viythimhiy a33ydptchauce 3
+##4334H366 + vitizoh vihwyyyt Cahtcayh ahtctyys® Bertcr|ytta 3 33yy3+y hatzcuy

¢ | H1iyH3y h# 4 cturycgisadaeta +iycers 3pyg3e] rexte wricgsictisa
%LR 5DG

Perncrpamus MH B Pocanpasransope
www.nevacert.ru | info@nevacert.ru



Jenecy Wyidihca

Jerxagjy

qiclyrdchiy ydety Lriecryc + #exagquih

QUe34ht astizcgizahhey yihwehcyy %R 506

Qetwichiy 33y 3+ cyc +#36chihcy ciea3yayhiy 3 tetiyh| aya wxi3ycyhca
wehemytr#y TJ2YWGG GYG GYJ LT#3JTYG haycnca I42YWGe eJycd taviy IJaYWGG A3ydjHa
uieisyrdeyhey hayemea s34+ 33Ny H3e

& | H1iyH3y hi |4 ctuiyaegisadata Hiyer+ 1ya3hyte cogr#tisyjhhey rihwahely
%LR 5DG

Fatjrcay #exoque

Juxyceyylihcey srlewe yI#36 $%2 5K Bartiza

Tya 4 ++43 fHykewkcche wihtrclz lrcri3ehhey teTogue yI#3¢ Hicyrdency dIRA 3
vamjt+isy #ch# cg Lxcyhyyheuw ahteriaryahtds gya #eTaguis Lawycihts ¢ cihiTis
PaLrynayHa ctuiycgisahey #eraguis + yr#3cp Hejrdenyy tlHve €19

ahtcriaz] yahte 3 #e12gW) 16 30L#yyhce 4 Haarctriwctea

b#arlycr#szahhey :yhiycgisahhey yesuhemytyey cyc dyytnhey texague hix |t Hadae
wuenchiy hytimh#st tcLeT#3ahca cyc 34ycmphea viyemytses hychiyrurytcrlyheu
1jglyctetis

Jerague vI#36 1 ahteriaz|yahtih Weyjpdat 4) Her #3af)icd 3 ynyhey  meti3 wityy

teire styc ik cHymyhee  matis wityy teite eTaguis 4 Hoer #3af)6) gahheu

+eT2quE3 fy oyt seLiyhyiht #ersgue ciydhe cote vihynghe fa wrahihcy Le

Temnepatype 2-8°C.

F1116 4 Har1 #3af)6) h Hphy1ad| 12 #+€12qW#3 BHydha cotx c#3)6)hHa G+

KOMHaTHo. 2+uiycgisahey wiykcheuw +eTaguis hidyt waeaytic v Agtimhih|

1ahveLesahcd cyc hytywcelzemytriy 133YWGG

T+ hamays wT#336hyhca +3H443 kerague ciydhe cote wphtrczlrcI#3aho 3

+i##4334HH4366 1 yiraychehe wrascyahc gacyjdandy ysckratiIhiy Lrarieye Harrchyz
hehlt LIe J mtice wy|mete mydviy T29c3yjyhey yyytiy # wyaghe tesiridvc

arxichchs ahtetyy

Tuya tvxchche celhtclBeyawce ahtctyy o terdy sy vitahisve Lrico fp
t+#shyttchitHc ha Lxced1y ,+ hidh+ ctuiycg#ssde yor testridv] tar G
wagh gestriire giydhe cote 3 uriecryy +ieyych+ # arciriwctia

Reuwmrralztycy [Hy#shey +eighamyhca

¢ hattiangh r|yisictisy ctuiyceglptta tyyeloney 3axcahte Heyysit #3rhyghca

Juetahcy

Juwetahey ctukycglyhiy 3 #hinghee cgieradyhcy +etghamaytta HidtsyHis|dneche
hi#hjyrahec

F1chyx
Fi130Y 0yshyht

gty oyyhyht
Gta
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Reukralztyey tykshey #eighamyhca

d#hahce

Adeaa uxizrahheI|yhaa vihahea vhiwve BlHryckhaychaa yyascne #rh ghamiy
Fwiea gavyaaye Yhiwe Byadéy esyiy secite L hvt hihe whyyce chHz|hyhtis
iy} 6 +eyate ctuiycglyhey 3 hetiangh civ|hyhty wyettasyyhe derheh
niclztih

J16hyr

Bihahee £oy3IT wig3tyayt 3eytc cg Lrkzrahhhisd #e3tynghca

FIiuyjclze
Hadeey ataL LTiujelze seuiyfhiphiy vinssist wiycgizaetyyyh #eighamegta elysty
F1chyr
$ Jtr1iydy uteheyeny
% ritahi3cty 3pyy3le vext] 3 tryelyhiy vykdihey yor uivageht he I6tHYY
& PavTiyt) uraheycny

Qo lyctet Lxryyclze
Qyglyctet wriyye|re Hurisideayta tchaiyih T
F1chjx

$ bjyrhety ha vhivry SDUDPHIHIV
T J+icragetta ovref) Lezahyd1is.

Fixyrrytihea Heyra

FipyyHhsa Heyre tihisegt Liycgisatyyd hayte siviyhetyychld chizizhawcd i
chtyrytldniy 3+ +3hy
J1Ichjx

qh sya3| Firyvrytihsa Heyre ha HI

quct#y ayyhyh+as
2+uiycg lyHa aya #teradyhca tuetye ayyhyhtis
J16hyrx

ayphyht

ayghyht

ayphyht
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Jenecy wyidihca

TGcash#ttcra hycturashitiyy
Fi#yhi] +wetehey Ayctuaashitic + titenyheyh € #ncery Hyrisafeyh ¢ tuiticth

[ H1ahyhca

qitenghcyie _ i

ineery Jietehiey incere Ej1e U [H1ahyhed
2yyptHrsuwce

qhchre avrah+3 h#3 |4+ f +HHt3gitizisade 4y nyy 331166 wrzTahhfh#d #eytymyphca

F1j6lirydeyhey

¢ cahhih Tv#3ictH3y wycg#satyya ctuiycegldtHa |vegahhey hedy #ekghamyhca
2h+rhawea ha avIahauw ¢ Yhiweuw §3 3ecyyajtta dexheh v xteath havzchyx
chadhety ha vhiwr | FITRZsqQF»Rd cya wictzyrdeyhca?

F1jc6lirydeyhey

2+uiycglytHa aya #ekghamyhca

hyuvitryetizyhhty +#wthitdc vitéiraa hidyd wesyitic ¥ wiylnphco
wiycg#satyyyh tadyyry txa3he
cyc uitjhucaych+ #ethiy tctlpyce vitizaa hidyt waesyte v

wylmihed wiycegisatyygh trashe txy6hyy tadytic cyc Hyrirryriheh
rjglyctetah +ytde

wylnghed wiycgizatyyph txa3he cyc ghametyyceh+y gacixdry 3 viylmihee
Tyglyctetis +ytde

Fxchymahcy

2+uiycglyHa aya +eighamphca
wrjcuintctyych#s# hytice cyc Iyvihpheisahhiy Lravicre
gehymaheca hHitangxt #enecy cyc chiztrhatcshey warsriyx
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2 Zs?IFAqQEIqRd »
FJCAADSE?S

q#cljrdahecy 3ysse
¢ cahh#y 3ya3) wre3jeyhe chHIlvwee wi tjuhcry eygiethitic aya +ey3tymyhca
ejgtethiy 6 ejgitvaghty 19cite ,+ ¢ Hi#zyHs|dpneu wirahhheu

t1j6H3 tyssa tavdy +#cjidet +Letahcy [Hy#3cy trahtuizicI#3re 6 wrahyhca

Z3)63ha6y
J1chucrLe

#1136 30uiyhyihcyh ybety U I2YGG Ho LIGERTY ,+ hyteudcch+ LicIich#
#ghavihcicta + gahh#y 3ys3+y

416 3igheryhizyhce +ihhyhey wriviftycter lytyte + vryetiazctyyyh vihwehee
%R 5DG

?hamihcy chHx|rucy W HJuhcyy eygiethitic

Zt) d1je#3ahca i Huhery ejgiethitic wesjeyhhey 3 hatdianygh
Ilr#3ictis) wiycgEsatyya 6 hHo wxeedry wacyjydetd Aylrithetyyceh#h|
+ieydcyhcd 3% cgeydehey sigheyhisyhea fytmettheuw +ylmeys + ypache
w3rjdeyjhca #e+x|e#3ahGa cyc gasTuaghihca #¥yIldadpnyy t1j6e

qieydaeyhcod terdy wicyjdat gavihicatyychey witahisyyhca hyttheuw 3ystiyy G
wuchatey Hjuhenytrey wrascys wchjhaghey 3 Hrahy 6 s hytty ctudycgisaheca
LIGEHIS ,+

styc 3+ 311hJa ctuyegisahnea cahhixd [ H1+ytss cyc 3 Tyglyctety J3+
ctuiycg#sahea Lricgiyayt tyrejghey chyceypht Hienacty #€ at#h 3 %R 506
/DERUDIRUHY 6 cyc 33 lviryh+himghh+h | woyeHasctyydp o tavdy 3 hauwcthaycehey
rihytyhthey #13ah
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Zygtethitic c #eT2nyhGly

Z1tieydpacyhcy wrascy Hyuheye ejgiethitic

Z1ticydayhcy wescy Huhere  eygiethitde a fovdy tlryHsldneuw
gar#hicatyycheu ¢ tyuhemytrcu hizh hidyt waesytie v skgherhizyhedp hytmatihou
tylmeys wisrydeyheod chngtisas cye garraghyhcd #¥xldadpnly trjce

b é1ticeyodayihcy chtxlyycy wrjeitHesyjhheuw wxicgsicctyyyh hidyt wresytic
¥ thedihcd wxjayazajhiz+ [T#30Ha gancte waceiIa

¥ty43ca #vI|dadpnyy t1jce

b FIGEHT + uicyjdact ctuiycgisahed +iycers 3 Lihynghece G LIG raycuw
tettiatyyaetizasw Ay g tyaytta ctuiycgisahcy eI |G#33HGa 3
hyuitryctsyhhdy eycgitic # wucphtes

dyyytzemytraa eygiethitice Lxcedra + saThtcI|yHa Hiyeyd 3 +#h
+ylmes Jtyc eyyyir#iciz|c#3ahcy geahca +i#i3yisyt 3tyh hayckhaycheh
h#xhatesah wrchjhayheh ¥ geahcah hyscwchty#z# haghamiheca cyec
yaetratizcah o tovdy Jtyc cahhiy tcix|c#32fcy BlhHvwcihcIyt heayydanch
Hexagih

&3 civtyayta ctuiycegizahcy) LicedIs + 3 vihynghcau ratuiyidyihheuw
3+ 3gresiitheu ¢ udariiatheuw gihauw

b doy yobe+y oyyytremytriy [ HriytHsi hy regrynaytta [ Hehasycsatx Licedt
.+ Ta6#h 1 3iciLTizicheh yIahih
&) ciLltvoydy wriherhi3yhca dearitic 3tz viz|te wxcedts & tylmey
yI|uh## 129yG3e dearitc 3f 416 vxcei1s hyhycyyhhi seviyhety tyjeldnely
cjytHscu
$ Zovyopnety tcyisty 3evyypmatyyc Lrceira ,+
% Zohety scyrLnhlxe wetehea cg rHgytve
& Zot ety Liceix
- 3netHciy 6 wx#cygchizcucIlyty Lrcedx
( Fr#3j)rcty rae#t| 3hyw oygytremytycu B LHrycy

ah syasl 7ivihtehchawea ha H1

k Fya viylnyhea wicriehty chiz+rhawee +3adetyts c Bawnm niyetasctyygh.

b FIGEHT + c#ydyh retuiyazratata 3 Haeayjphce # cHimheyis Lihjuw

Z1 civ|traytHa wiasyrzedc wricedT + 3i#gayyHscd waaheuw Hiyhymheu
uldy Hlwye weyc cyc mryghyrhiy sysdhitic civltraytta ctuiycgisahey
+iycrs 3 meHiy yackrotizhiy +136)

&3 civtvaytta 1ghynyhey wrcedrs 1aGEh + cHimfheyahc teychis+
b ayjririhashethisd cgylmphea davi) cogylmyhey hidiyt hexeie 1oedt|
LIGEHTID

16 avtuwyleteyce wrcetrs 3 Hy#3cauw AHegyiy 3ysdhitic #Hiejhhd 3
wrctHHi3ce tchtyjtemytycu hatyrcay#s #cjdee Yi3I#3e6uw LIYIOtcy G +L
h#x|+ 3#gheyate oypvizitdadenytycy 1I3gTaGEO 336 lNGY ¥ wylmphcd
Hnceimhouw ryglyctetss

k F13dey myh syypmede Lrcedr ,+ +uyhety aygrizihashcth | p #etHahi3y| Ho
hyt4y ovtuyladawce
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Jency chHxyyce Wk tyuhcry eygiethitic 6 ghave eygiathitic

FIce+1 wxinygy ctretahca wiatzjrceaney J3+ Hit3yHiscy w3rehemyhcah aya
weB3r#3#x+ keix|g#3ahca vyatts % Hizyathi mptdc  LT336Y )&& dic
#13hemyfhea giydhe teytyncaatc gitdtatinh e ganet | # shynhcu vihju 3
ltuyizcaw deyty gihe Fahhey wiceiI 3erseatossyt ctuiyeglyt ¢ hidyd
cgylmatc reccinpttithey terhaye wic har)yhce regehheuw 3 gahh+h
Iri3ictis]y t1jei3ahcy ¥ ovtuyletowce 6 [ Heh#3ry wxcedT hidyt Higeazata
uihjue ra6G#t3ugc & +# dj 313ha Ays3ighidh+ sexehtcrisate #H | Hi36y Lihjuw
cyu vifyrythiy [ Hehisre styc wxcedr +igeayt Lihjuc wxcyh| 366+ GYG
+3yy3cgcihh#x +erhays M+ hidhHi wicisyrcete 3vypmyphcyih ¢ sevrypmyhcyh
wIGce#rs uwiycegizatyyd ryrihyhe i vwetadeta Hrshete wvihjuwe
wrjcurchas #6h L cyec Hytyiyer+ cg yrymetyyjhhew hedy hyx

$ 2ghihctc #x61htewcd cyc hyttiviyidihey wxcyhhiy ahtyhhe
% ¥3jycemcte rattiahcy hyde Lxce#rih ¢ Lxcyhhcrih

& Fievydpmetc Lrce#I ¥ QI 34y TH#9)HY) GYG ¥ GI |34y WG ayjrir#icitahcu
myh 4o ¥ vitiTHy LEGTYYPh Lxcyhhey

Jeratcicta g LihiNeED ¥ LTi#c6a3Wl cyc ¥ ¥3ayclzcyc#sashhih |
tyuyecaycH | W HyyjraceiaLerad |1y

Tehhty yc3T434) Hetr|c#32hcy ryatte % Hi#i3yiH3yt txyci3ahcah yahactvisd
Haheaite ,&(6

FI1ceiI TagTacitaf) gya ejgiathiy Taeitoe w1c 313hyhhew yryharradyhcaw
vitize) hiz| skghevade hydae| ychyyheh wristcih 6 gyhyyy 3 ayyyird|Heahisvaw

2gh3hihca ¢ h#scBeyawee Ay Liylme3ney Lrah+z+ #34#€1)AGA ycup
33 hh#3+ g Hi#i3yii3cy t1yei3ahcah A+ wisyyme [Hxad|
wycg#satyygh wxesa e avtuyletoucd Lxceiza

Jeney) chixywee v Hjuheyy ejgketh#tdc G ghevre

ejgrthitdc

£?0sgIIFAqEIaRd

FJIGe#T + hy chyyt 3gTresigancte »trvyre hiz|4 3eg3atc 3#g3#13HGY GYG
3g1e3 ¢] |Haha3ycsayty ,+ uieycgitic # yprizituyahyihadneuwta 6

3grestitheuw hatyrcayss

&1 ctuiycglyty yprizituwyahyhadpneytas wehemytre avtcahey 6
3grestithey hatyrcaye e yjhtrcz3criszahce otd hidit wxcaytic v
+wtheh wtyyetiscah

2¢@Ystera

Yadaaa ylhre ha vade+y 34yl3+y voxty hidyt Hiclrdedc c# hyy rati3i10
+EI20WR YI#3G

FI6 Wweeahee rI#36 ha vidlL chyyHa 16ty chizcwcI#3ahca FI16 1828y
+eagatyych+ Hhinghcy ganethew yimatir 3 +##43yH43ce + wrezcyahc HJuheye
ejgiathitic yaeiratizce

UIERALR q £373B

JIced#1 IH hy #thengh gonctiy # wxihcrh#3)hHca 341G FI6 LELBGRNGG
3#cge 3hlt1c Lzcei1s hidyt wxicgiytc geheyahcy

&1 gk tyayta [ Hah#3ve LxcedTa |H 3eycgec cHimhey#s 3480 GUG 3
cr|x#h hytty ey Ly tHsyt syriathiHce Liegahca 3#ce 341 LIGe T
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Zygtethitc ¢ #eT2nyhGy

Y +yrawcah i 13h#At ¢ Yuhenytyih | #etyldcsahcd i tyaytta Hiyceys
r3aycl3cucr#sahhey chdihit i ovtuylataucihhih | #etyldesahcd
haghamihhey wricg3#acciyyyh

élicuicch+ mctesatx 3ty wryclurydeyhca ¢ Hieypaatae 3ty txjei3ahca
wrG3jaejhhey hyuitryctiayhhi o Lxcedry + G 3 haHtiangh gy hihty

T | tyayHa vierydpmihcy waceiza .+ +Hiyey# v 1y3yahyhtcizahheh
cHimhceyah wetahca
Tya #meHye Lxceda ,+ 139Ny Ha cruiycegizate Hycerd deavitic

lragahhey 3 hottiangh Tyizictizy »tuiycgizahcy eI 3cuw dearitiyy
3igh#dh+ Hiyer# vityy vihtlyetowce + cogr#t#sciyyyh 6 + y34 1egTyNnIhHca
PaLrynajHa ctuiycgisshey cx3cw hatyrcay#s #ycemheuw # ragehhow 3
Ivi3icHsy wycegisatyya hytahyycihcriszahhey aya ctuiycegisahca #ethey
33nJH3e tevcy vor ypvisituyahyhayhey sgrestriethey cyc wchemytye
hyt+iyrcy 3pngti3s &yticydpayihcy cahhiz# Lra3cys layt ratthatrcsateta
wricgsiaciyyyh var hyerydhitic wxc #eranghce + LrcedT#h

&G LIG Yavcuw #ettiatypycetisauw Ay ctuiycglyty garethey metic cI3cw
LIiGg3#actyyjy

F1ced1 hyicwicch+ [Heha3yczade +Hiycer+ ha 143ty Li3jTuhitc tuitichiy
3eacjrdatc 33t LrGe#Ia

&1 vihjnaytl e Lxcetrih ,+ heravcw Lxjchyt#s 4oy vor ot+ hidyt
wihynade a4ty uaceirs FH|HH436]) Hhae wxcedrT#h wrychytss tavdy
ctyyopmet 3yr#a4hH#HcE cu e hca o LIGEHT

FJIGe#T + c#ydyh ratuiyaretata Tucih + hattyhhiy oygydzemptriy
Tig)iviy gya wrjeH3ranghca ctuiyegisahca leychetyyechoew NnhHlr#s

EZjtH+ [ Heh#3vc LiGceiIa + ciydh+ #ejtynmesatc vittiahhoey gt Ly
TagNJechadnGh [ Hi+ytzah havrzchyr sevydpmaiyyc 21 2))c ragnyjhhey
+#)6chctyyc +3ty3## Nhlre &£+ 3titih tylmay +34)3aa THgydve ciydhe
Tatuiyasedata Tacih + kx| gE32hcyh 3 ypvicit uhih cya +yratize hytdy

rejeeiyte 3 giHtatimhiy 33htcyayce Lrcedrs + 3+ cgejdahcy
mrjghjrhis# yrysryss tuitichisd wreajtic ¥ hexihed BLHryc#hcI#3ahca
G GYc #tyagl wxce#Te §# yrchyir| wrceires giydht cote vrygthidryhs
+3tcichi) LtxitHirahtizs 3 hh

J16 3#ghcrh#3ihce hyieukcchitic yrjhynghca wrceirs icratctyte ¥
chdihixl W evtuyleteycthh#h | #etyldesahcod

Fahe3ycssyty racit| LxGedIa + +Hyer# e vrhine Blhywee
JqRAZIZA €1 ctuiycglyt) aya #Heh#3e LxcedIe #enGy teyi3iy
sevyomatyyc ga ctyyopmiheyh tylmays a3axcyheu tetlsuycy

2tuiycgisashcy Lrcedrs + gL trayta Hiyaers + viHasyagheh
i rahhheh #e3tymiheyh 6 evtytt|lerahe #cicrjhhoehc wricgstactyyph
wrchyr shpnhey tmetesastyyce ntrcu v#cis

Zcy#aa Ay wictiyachayty 86% hitclyyce chiztrhawce Byonys vahjra<« ¥
LIGEEI| ,+ €J9 w1ja3srctyychiy Lr#3317¥6 h#tctyys + vihined
+eh#3yyhh#s+ ahtcacI|thiz+ §3

AhtcacI|thiy 3 A) swkcet 3 yihuyyyt LiHe3yc LxGedTo + Ee
yvihyheuh ctuiycgisetc ahtcacI|thiy §3 6 Lricg3iactc 13 |yaThiy J3+
+eh#3yshey AhtcacIthiy §3 ctydht+ cote [ Hehi3ypht ha kcicu
rihweotyrauw Jeratctytce v hytihih | getHrcecpHix|

reittizyrctyte mid /7,6 #thenyh Hhykcwicchiy gonctiy miico sarahtcrizadc
ganet| # wxiheyh#3phca scI|H43 3 uxizrahhhiy #e3tymihey ,+

rejeeiyte mid astihatemytriy #ehi3yghcy wrisrahhhisd #e3tymyhca hy
avtc3cI#3ah+ ha [Hxiytiay
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F11)6 ctuiycgizahcih wxce#Ia IH

Jency) chHIywee ui tyuhery ejgitathitic 6 ghave ejgiathitic

hitewscch+ wiy|meie ragrynihcl Lr#6g3436HIya

J1jclurycctyychey ghaye ha Lxce#1y
#cdiyuresyaeyhhey wryelirycctyychey ghere ratuiyidyihe ha vir |ty Lrceirs

+ qiitzyiis|dpnecy 16t LIc3yeyhe 3 taeycuy

&a writadiyhee 3ty rlrisictss westcutta chtdrlyuce W Hyuhery ejgiethitic
votadpneyta vifyIythew tctlawcy Fi# vedeiy wriujclry ryrvihyhclyta wryhited

Hghav#heteta + Hd43ytd3|dngy sya3+y

¢ tylme 3#gherh#3ghca #vege cyc eI |3+y HJuhemytriy Liythye hjre w
|H1ahyhed vitizouw #H|HH3| Pt 3 cahhih T|v#3#cti3y Ayhycyihh# t3adeiyte +

LIicg3+actyyjh
?hay Jwetahey REyr#zahcy

ghehafcy

uithitzcly

i3s3 dnGy

c#y|hyhte

Zciydscmytroa »gYsters

Fethite Z+1) #e13gue vI#36 ciydhe ratthatrcsatcta var Witphuycaych+
chi3yrycihhey &3 ciLltrayty rvihtevde #eroguis vrIiszc +
vid}y tycgeHehe etyinrahc
16 13e#t) + 3yyp3ehc vexrtehe wriecrvehe 1 #exaguahc
hltizhehc vihtyyhiTahe ¢ LIcet1ahe 3t)368 facy3ayty gencihey
yimgdre 3 HiitaytHsee + uraascyshe tyuhere eygiathitic
yoce+ratHIGe
Jeranyhcy 6 FeTaeitve 3w eciyizenytrcu Huici3s Yiys
ltcycgaweyy ciydhe wrcg3tactcta 3 +Hi43ytisce + hytihehe
wrtwyelrahe 6 seryricaahc
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Display Level and Status

Icon Meaning

The result was transmitted to the LIS. It must still be printed.

The result was transmitted to the LIS.

AN

The result was validated.
See chapter Additional Validation on page 131.

The result was validated. It must still be printed.
The result was validated and transmitted to the LIS. It must still be printed.

The result was validated and transmitted to the LIS.

X g pB

The result was rejected.

This symbol is only visible if the option Show deleted tests in work list respectively Show rejected in Result list is
active.

The result was temporary rejected.

The result was excluded from the previous result check.

The test is processed with the status Priority.

B 9 X

4.6.5 Display Variants of Results

The number preceding the test description on the right-hand side of Work list and Results windows
identifies the number of the instrument on which the test was done.

Specific results are highlighted in four different ways:

1 The displayed result has not been edited.

Display: black, normal.

2010150401 1: Bloodgr. + Rev.gr.:A,B,AB,D/A1,B+C,c,E,e,K,CTL (5041+5011)  15/04/2010 10:30 IH-1000 0100011
2 The displayed result has been edited, e.g. a reaction intensity was changed.

Display: black, bold.

201015401 1: Ab. screening: 1,111 (IAT) (5053) 15/04/2010 10:24  IH-1000 0100011

3 The displayed result has not been edited. The result contains a special feature (such as a positive ABS, positive
autocontrol, incompatible cross match, etc.)

Display: red, normal.

2010150419 1: Ab.screening: 1,I1,I11IV,AC (IAT) (5053) 15/04/2010 12:10 IH-1000 0100011

4 The displayed result has been edited and has special features.
Display: red, bold.

201015401 1: Ab. screening: L1111 (IAT) (5053) 15/04/2010 10:24 IH-1000 0100011
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4.7 Processing Test Requests

If IH-Com is connected to a LIS, requests are directly sent to the request list in the Work list screen. If
patient data are attached, the patients are created in the Patients screen. It is possible to create
requests manually at any time.

4.7.1 Manual Request with Patient Data
47.1.1 Manual Request for New Patients
A In the Patients window select the button New patient... to create a request for

a patient unknown to IH-Com.

| Last name First name Date of bith | Sex

Amberg Marie Luise 15/09/1545  female

Gree Bloodgroup badge 1
Hil | Bloodgroup badge 2

Neu Sort 3
Neut sort arder by »

Red Font 4

Figure 51.

A new request may also be created by selecting in the Patients list area to open
the context menu then selecting New patient....

B From the Work list and Results windows select the context menu New
request (except QC) in the patient list.

= Blue Retransmit orders for Green, Lima *12/10/1988 [48583]
= Delete orders for Green, Lima *12/10/1988 [48583]

Delete whole worklist

Reject pipetted results for Green, Lima *12/10/1988 [48583]

Request more !

Figure 52.
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?
®

®

Y ¢ ¢

Figure 53. New request window

¢ @

A Enter the patient data (1).
B Select the Sender (2) and Cost center (3) from the selection list or enter them
manually.
C Enter the Sample number (4) and, if necessary, the case number.
If required:
e Change the blood sample collection time (5) (Default time changes after every
hour).
e Select the option Priority (7) to define a request as emergency
D If required, print any number of sample labels showing the sample number, first
and last names, date of birth and a barcode.
E Select the required number under Sample labels (6).
Contact Bio-Rad technical support to set a default number of labels to print.
F Select the test by placing a check mark to the check box beside the test.

e |If test groups (10) were defined under Configuration / Common / Test
profiles, they can also be selected.

e [f test groups for unknown samples were defined, they are suggested
immediately when the Order window is opened.

< If cross match tests are requested, enter the required number of blood
products.

IH-Com | 67




Patients and Tests

Entries are saved, the request is created and a blank Order window for the next
patient opens when the Save and next patient button (9) is selected.

Save and next patient

With the button Save (8) the entries will be saved, the request will be created and
the input mask will close.

47.1.2 Manual Requests for Known Patients

A ~ e Erom the Patients window select the button New request for [Last name],

Marie Luise

e amae v LIPSt N@mMe] to create a request for a patient known to IH-Com.

ey A NEW request may also be created by selecting New request... in the patient list
via context menu.

7T Patient data (1) will already be filled in by the system.

Og ©@

& 5
o ®
o

OO  ® ©

Figure 54. New request window

B Select the sender (2) from the selection list or input it manually.

If necessary, enter the case number.
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C Enter the sample number (4).
& If required:

e Change the sample collection time (5).

e Select the option Priority (7) to define a request as emergency.

E Iefs Select the required tests (10) and enter the required number of blood products
Description
I IAb scr:e‘ning (11)'
- e Ifthere are defined test profiles (12), they can be used for the request.

If there are defined test groups for known patients, they are automatically
suggested.

With the button Save and next patient (9) the request is created and a blank
request window for a new patient is opened.

With the button Save (8) the entries will be saved, the request will be created and
the input mask will close.

4.7.2 Manual Request without Patient Data
Requests without patient data can be created in Work list and Results windows.

A Select the context menu Quick request (QC or without patient data) in the

watpeniet  patient list.
Retransmit orders

Teame This request can also be used for quality controls.

Delete whole work

B R Select the required test or the required test group from the Test list.

Mew reguest (exce

Request more

E New requests BI0-RAD X

Quick request XM

Patient

Test [ Bloodgroup: A B.D Corfirmation for Patients (DiaClon) (5005) | v |

Ordered samples:

Figure 55. New request window: Select Test
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C If a cross match test is selected, enter the number of units to cross match in the
Number of crossmatches field (1).

If necessary, select the option Priority (3) to define a request as emergency.

E New requests BM0-RAD
Patient
Test [ Crassmatch: IAT(5053) [v]
Ordered samples: Number of crossmatches e
Sample :
®> [C] Priority
? %l :

Figure 56. New request window: Selecting cross match test

D Sample Select <Enter> to move the cursor to the Sample Barcode (2) field.

Enter samples:

e With a barcode scanner: Scan the samples for selected test one by one in the

Sample (2) scan field.
Ordered samples are shown in the field on the bottom left.

« If entering samples manually: Confirm each sample number input with the
Order now (4) button

F When all samples are entered, close the window with the button Close (5).
The last setting for Test is saved and automatically proposed again for the next
request.

G IH-Com Client

Patient 'Green, Lima {née Brown) *12/10/1988 [43583]' matches to this sample number!
Do you want to assign this patient to the sample 11409021607

Figure 57. Warning message for assigning sample number to patient

7T A warning message indicates, if the sample number was assigned to a patient
in the last 24 hours.

If the message is confirmed with Yes, the new order is automatically assigned to

this patient.

k The New requests window can also be accessed from the top right of the Patients window.
Select the Request without patient... button.
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Assigning Blood Products
For manual requests where donor unit numbers are not transmitted from the connected LIS, the donor
units must be assigned in IH-Com Client.

Sample with open orders

& -~ Crosby, Alfred “26/09/1943 (M) IDD02]
= 2014001

& Abscreening: 111111 (IAT) {5053)
Crossmatch: IAT(5053)
Crossmatch: IAT(5053)

Figure 58. Display of not assigned blood products

7 Non-assigned donor units are identified by the lack of a donor unit number appearing next to the
test name in the Work List window.

If donor units need to be assigned, the button Assign donations and the Work List tab flash in
the Work List window.

The button changes from [ to Tl
In the Work list: [l

Open donation assignment by selecting the Assign donations button.

This window can also be opened using the Assign donations context menu in the
patient list. Right click in the Patients list area to access the context menu.

B Assignment of donations

G

Test Sample Sample barcode {donation)
Patient - Crosby. Alfred “26/09/1949 (M) [ID002]. Sample:- 2014001 Sample / Patient

Crossmatch: IAT(5053) 2014001 2014001
Crossmatch: IAT(5053) 2014001 Crosby. Alfred *26/09/1949
(M) [ID0D2]

Figure 59. Assignment of donations

7 Alist of all non-assigned cross match requests is displayed.
7 The one to be assigned is highlighted in purple.
Scan the barcode into the Donation barcode field or input the number manually.

Confirm with <Enter> or the <<Assign button

D Check and confirm your entries with the button Save.
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E Modify incorrect entries by selecting the corresponding line.

Make the assignment again.
Discard all entries with the Cancel button and close the window.

7T The donor unit numbers are displayed next to the test in the Work list.

Sample with open orders

-+ Croshy, Alfred *26/09/1949 (M) ID00Z2]
=] 2014001

4 Abscreening: LI (IAT) (5053)
Crossmatch: IAT(5053)x K001
Crossmatch: IAT(5053)x K002

Figure 60. Display of assigned tests

4.7.4 Quick Request of Crossmatches
The quick request for crossmatches is only possible in the Work List.

The donor unit numbers are assigned immediately.

A Select the context menu Quick request XM in the patient list or hold down the
CTRL key and select Quick request.

Sample with open orders

= Crosby, Alired “26/09/1943 (M) [ID002]

« Modify patient data

Retransmit orders for sample 2014001
Delete orders for sample 2014001

Delete whole worklist

Reject pipetted results for sample 2014001
Mew request (except QC)

Reguest more

Quick request (QC or without patient data)

Show multi selection

Figure 61.

B Select the required test from the Test list.

7T Only crossmatch tests are displayed in this window. The cursor is positioned in
the Sample field when this window opens.

Figure 62. Select test (Example New crossmatch requests)
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C Lret|f necessary, select the option Priority to define the request as an emergency. The
check mark must be set before entering the sample number.

D Scan the sample in the Sample field.

7T The next scanned barcode is automatically recognized as Donation(s).

E Scan all donor unit numbers that should be crossmatched for this test individually.

7 Previously scanned donor units are shown in the bottom field.

F If the sample and donor unit barcodes are entered manually, confirm the input with
<Enter>.

7 The cursor moves to the Donation(s) field.
G Confirm your entries with <Enter> or select the Donation in list button.

sl |f all donations are assigned, confirm the request with the button Order list of
crossmatches.

crossmatches

7 The input window is cleared and the next sample can be entered.

I If no more tests will be requested, exit the window with the button Close.

7T The last setting for Test is saved and automatically suggested for the next
request.

J New crossmatch requests

Patient 'Crosby, Alfred *26/09/1949 (M) [ID002]' matches to this sample number!
Do you want to assign this patient to the sample 20140012

Figure 63. Warning message for assigning patient to sample

7 A warning message indicates if the sample number was assigned to a patient in
the last 24 hours.
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Figure 64. New crossmatch requests window: Assigning patient and sample

If the message is confirmed with Yes, the new request is assigned to this patient.

If the sample is not from this patient, close the window and make a new request.

b Ensure that the correct sample ID is assigned to the patient.

L Exit this window and make a new request.

4.75 Request More

A From the patient list area, open the context menu and select Request more to
request the tests for the currently selected sample again.

Sample with open orders
B Crochy Qffad *26/00/1949 (M [INO0OE
Modify patient data

Retransmit orders for Crosby, Alfred *26/09/1242 (M) [ID002]
Delete orders for Crosby, Alfred *26/03/1549 (M) [IDD0Z]

Delete whole worklist

Reject pipetted results for Crosby, Alfred *26/09/1949 (M) [ID00Z]

New request (except QC)

Quick request (QC or without patient data)

Figure 65. Select Request more

T The corresponding Order window opens. The sample number and patient data,
if applicable, are already entered in the window.
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B A special type of Request more is Repeat crossmatch.

Blood product:

Donation number Crossmatch result | Test

Meumax, Anne *14/03/2005 (F)

1140703400

1140703400 Show result details ...
1140709400

Edit result ...

Regquest more

m

Figure 66. Select Repeat crossmatch

If Repeat crossmatch is selected in the Patients screen, a new request for
sample and donation numbers is created immediately in the request list.

k Repeat crossmatch is mainly intended for ambiguous crossmatch reactions and for re-
examination of transfusion reactions.

4.7.6 Repetition of a Request
It is possible to retransmit a request to the device.

A In the Work List window, open the context menu with a right click in the Patients
list area and select Retransmit orders for....

Sample with open orders

Modify patient data

Retransmit orders for Crosby, Alfred *26/09/1949 (M) [1D002]

Delete orders for Crosby, Alfred *26/09/1243 (M) [1D002]
Delete whole worklist

Figure 67. Selecting Retransmit orders for...

B Select all requests of a patient, a sample or an individual test.
7 They will be retransmitted to the instrument.

Tests in progress cannot be transmitted again. A new request must be created for
these.

4.7.7 Deleting an Order

A To delete an order, right click in the left area of the Work List window to open the
context menu.

Select Delete orders for....

7 Depending on the selection, it is possible to delete all requests for a patient, a
sample or an individual test.

Sample with open orders

-~ Green, Hida+10/10/1999 (F)
+ 20 Modify patient data
= Forster, B
0 20 Retransmit orders for Green, Hilda *10/10/192% (F)

=] . Delete orders for Green, Hilda *10/10,/1939 (F)

Delete whole worklist
o 201 Reject pipetted results for Green, Hilda *10/10/1932 (F)

Figure 68. Selecting Delete orders for...
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To delete all open requests, right click in the left area of the Work List window to
open the context menu.

Select Delete whole worklist.

Sample with open orders

B~ Green. Hida=10/10.1333 (F}

= 201 Modify patient data
- Black, G Retransmit orders for Green, Hilda *10/10/1933 (F)
= 201 Delete orders for Green, Hilda *10/10/1993 (F)

Reject pipetted results for Greg, Hilda *10/10/15923 (F)

Figure 69. Selecting Delete whole worklist

Individual tests can also be deleted in the Manual work window.

Right click in the Manual Work window to open the context menu and select
Remove test.

Do assign Sample / Patient
v 2014003 Green, Hida *10/10/1333 {F}
2014 Assign cards

3014 Assign microplates
20141 Select al
20141 Select sample

2014 Remove selection
Read manually

Reguest more

Remove test

KK R EEEEEE
]

014 This work place only

Figure 70. Selecting Remove test in Manual work window

Sample with open orders

Green, Hilda =10,10/1998 (F}

Modify patient data
o Black, e Retransmit orders for Green, Hilda *10/10/1999 (F)
= 20 Delete orders for Green, Hilda *10/10/1999 (F)

Delete whole worklist
Reject pipetted results for Green, Hilda *10/10/1995 (F)

Mew request (except QC)

Reguest more
4 Quick request (QC or without patient data)
= Amberg|
e 20 Quick request XM

Show multi selection

" Show other sample's results !

Figure 71. Selecting Show deleted tests

7 The requests are only hidden. If Show deleted tests is active, they are still
visible.

Requests not processed after 48 hours are hidden and after 7 days deleted.
See chapter Configuration / Common Settings / User Interface on page 38.
These times can be changed by your Bio-Rad technical representative.

Requests with already available results (e.g. pipetted samples) cannot be deleted.

These must be rejected as described in section Rejecting Pipetted Samples on
page 130




Processing Test Requests

4.7.8 Use Multiple Selection for Requests

To simultaneously retransmit multiple selections to the instrument or to delete several

requests at the same time, right click in the Work list window to open the context
menu.

B Select Show multi selection.

7T If the option is activated, check boxes are enabled next to the tests in the Work
List area.

Sample with open orders
- [~ Crosby, Affred “26/09/1945 (M} ID00Z2]

-] 2014001
[} & Abscreening: LILIII {IAT) (5053}
]+ Crossmatch: IAT(5053)
[}~ Crossmatch: IAT(5053)x K001
O Crossmatch: IAT(5053)x K002

=[]~ Berger. Amelie 06/06/1966 (M) [368587908569]

=[]+~ 2014002
& Abscreening: LILIIAT) (5053)
] Autecortral: (AT} {5053}
[v]  Bloodgroup: A.B.D Confirmation for Patients (DiaClon) (5005)

Figure 72. Example for display of all samples and tests

Example: If the check box in front of a patient is selected, all samples and single
tests belonging to this patient are selected.

C Retranamit selected)

wmam—== Select the context menu from the Work List area.
wnsmere From the context menu, select between the options:
- Select all requests via Show multi selection;
e Retransmit selected orders;

e Delete selected orders.

k Reselect Show multi selection to deactivate the option and revert back to the standard
context menu items.
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Instruments, Manual Work

The chapter gives detailed information about all automated instruments, readers and manual
workplace.

51 Operating Semi and Fully Automated Instruments
The following instruments can be interfaced with IH-Com:
e IH-500
< |H-1000
e Swing TwinSampler |l

The interfacing of instruments with IH-Com (except IH-500) is via a device-specific instrument
connector, which operates entirely in the background. The instrument connector is installed on the
instrument PC.

The instrument connector transmits requests from IH-Com to the instrument and results from the
instrument to IH-Com.

If the instrument provides status updates then these are also transferred via the connector. This allows
the status of a request to be automatically changed in the IH-Com Worklist.

See chapter Transmission Status on page 64.

Example: An instrument is sending a status error message that withdraws the status In progress of a
request.
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A 4% & When the instrument communicates with IH-Com via instrument connector, the
connector is automatically started after PC power up and is present in the system
tray (1).
7T If all the connections have been made between the connector and IH-Com, the
icon has a green border.
7 If one or more connections are missing, the icon has a red border.

: ,‘E%B\ Info ‘ Log ||| ii Assays

IH-Com IH-1000 Connector
0 Version: 1.0.15 (X86)

Instrument Name: IH-1000

Instrument Serial Number: 1000002
Path for Assay Files and Logs: C:\ProgramDatallH-1000 Connector M1000002}

IH-Com Data Connection
IH-Com Communicator 5.2.4.0 SN: 3-4609847
PC0043 IP: fe80:fde3:ccff:71d7:f99c% 13

Figure 73. IH-Com Master Database Connector

By selecting the icon the instrument connector can be opened.

7 Connection data and log entries are displayed.

If support is required, data can be requested by your Bio-Rad technical
representative.

Assay Code Assay Name Status =
DM ™ 120617 Selected Cell Coombs AnligG (5054) 1, 37°C_ Valdated | |
| Selected Cell Coombs Anti-IgG (5054) 2, 37°C | Validated |

| Selected Cell Coombs Anti-lgG (5054) 3, 37°C | Validated | ‘
Selected Cell Coombs Anti-IgG (5054) 4, 37°C | Validated

Selected Cell Coombs Anti-IgG (5054) 5, 37°C | Validated |

Selected Cell Coombs Anti-IgG (5094) 6, 37°C | Validated |

| Selected Cell Coombs Anti-IgG (5054) 7, 37°C | Validated |

Selected Cell Coombs Anti-IgG (5054) 8, 37°C | Validated

Selected Cell Coombs Anti-IgG (5094) 8, 37°C | Validated |

Selected Cell Coombs Anti-IgG (5054) 10, 37°C | Validated |
| Selected Cell Coombs Anti-IgG (5054) 11, 37°C Validated |

Selected Cell LISS/Coombs (5053) 1, 37°C Validated

Selected Cell LISS/Coombs (5053) 2, 37°C Validated |

Selected Cell LISS/Coombs (5053) 3, 37°C Validated |

Figure 74. IH-Com Master Database Connector: tab Assays

7 On the Assays tab there is an overview of tests that are installed on this
instrument connector.

Only tests for which an appropriate assay has been installed can be processed on
this instrument.

Installation is performed by your Bio-Rad technical representative.
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5.1.1

Operating Semi and Fully Automated Instruments

IH-500

I 1-Com Client - Labor
Program  View Worklkst Readerdevices Print Configuration Language About

Dughcatebarcode | | [ Amberg, Marie Luise (née Test) *15/09/1945 (F) [Mueller]
Test requested: Reject pipetted il
- 014001 Sanp( D vuce /et Tested User *M DC ABS
+ #bscreening: LILII IAT) (5053) 2014001 ing: LILII L
Autocortrol: (IAT) (5053) 2014001 6: Autocontrol: AT) (5053)
+ Bloodgroup: A.B.D Confirmation for Patients (DiaClon) (5005) 3 :
Crossmatch: IAT(5053) K001 2014001 6: Bloodgroup: A.B.D Confimnation for Patients (...
Crossmatch: IAT(5053)x K002 2014001 B: Crossmatch: IAT(5053)x K001
= Fisher, Fish “09/09/1988 (F) [7834657343467] 2014001 : Crossmatch: 1AT(5053)x K002
= 2014002
Autocortrol: JAT) (G053) oZ. 1140705740 4: Ab screening: LI (AT) (5053) 23/07/2014 11:23 h1000 ABS
Identfication: 11 test cells AT) (5053) o2, 1140705740 & Autocontrol: (IAT) (5053) 23/07/2014 11:23 1h1000 ABS v
H Gm’;-lt's';o;ig""mlml 2 1140709740 4Bl AB.D Cory Patients (.. 23/07/2014 11:23 h1000 ABS rt
« Ab scrsening: 1Ll (AT) (5053)
| " 2]
User Labor Labor (50)

Figure 75. IH-Com Client: tab Work list for IH-500

IH-500 communicates directly with IH-Com via query mode - no instrument connector is used.
Requests are sent to IH-Com after the sample barcode has been read on the instrument.

When requests are available in IH-Com, the samples can be placed directly on IH-500 as described in
the IH-500 User Manual.
Results are automatically transferred to IH-Com when processing has completed.

The instrument software of IH-500 is located on the instrument itself.
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5.1.2 IH-1000
I m-Com Client - Labor
Program  View Worklkst Readerdevices Print Configuration Language About
4 &y
Dughcatebarcode | | [ Amberg, Marie Luise (née Test) *15/09/1945 (F) [Mueller]
Test requested: Reject pipetied
e Sample ID Device /test Tested | User ABS
+ Abscreening: LILIIl 1AT) (5053) 2014001 ing: 1ILIII (L
Autocontrol: (IAT) (5053) 2014001 6: Autocontrol: (IAT) (5053)
¥ ool L oo Elerie o) (00 2012001 §: Bloodgroup: A,8.D Cordimation for Patents (..
Crossmatch: IAT(5053) x K002 2014001 6: Crossmatch: IAT(5053)x K0O1
- Fisher, Fish “09/09/1388 (F) [7834657343467] 2012001 6: Crossmatch: IAT(5053) x K002
: m"ﬁimm: 1AT) (5053) £ 1140709740 4: Ab screening: LILI| (AT) (5053) 23/07/2014 11:23 1000 ABS e
Identification: 11 test cells {IAT) (5053) ‘1140709740 4: Autoconirol: (IAT) (5053) 23/07/2014 11:23 ih1000 ABS n¢
£}y Gosen, Lima "12/TV 1308 83389 o2 1140705740 4B AB.D Corfi Patierts (.. 23/07/2014 11:23 1000 ABS e
- 1140502160
& Ab screening: LILIIl (IAT) (5053)
<. &l
User Labor Labor (50)
Figure 76. IH-Com Client: tab Work list for IH-1000
A In the Work List window, as soon as the requests have the Transfer to device
status icon, samples may be started on the IH-1000.
B Switch to the instrument software.
1H-1000 If the instrument software is not yet running, it is started with the IH-1000
button.
C Place the samples in the instrument and start processing as described in the
IH-1000 User Manual.
D When sample processing has been completed, the results are automatically sent to
IH-Com.
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5.1.3 Swing TwinSampler |l

I 1H-Com Client - Labor

Program  View Worklkst Readerdevices Print Configuration Language About
yYYY
1 ﬁ Manual work
Amberg, Marie Luise (née Test) *15/09/1945 (F) [Mueller] @
Test requested: Reject pipetied Assign donations
Tested User xM DCT ABS
2014001 = =
+« Ab.screening: |11l (AT) (5053) 2014001
Autocontrol: (1AT) (5053) 2014001
+ Bloodgroup: A.B.D Confirmation for Patients (DiaClon) (5005) 3 :
Crossmatch: IAT(5053) K001 2014001 6: Bloodgroup: A.B.D Confirmation for Patients (...
Crossmatch: IAT(5053)x K002 2014001 6: Crossmatch: |AT(5053)x K001
= Fisher, Fish “05/09/1388 () [7834657343467) 2014001 6: Crossmatch: IAT(5053) x K002
= 2014002
Audocerirol: (AT) 5053) £ 1140709740 4 A screening: LILI| (AT) (5053) 23/07/2014 11:23. 01000 ABS
Identfication: 11 test cells (IAT) (5053) o2, 1140705740 4: Autoconirol: (IAT) (5053) 23/07/2014 11:23 11000 ABS e
= Gm@;-]:'g;n;g“”m[‘ml o2 1140709740 4 Bl ABD Corfy Patierts (.. 23/07/201411:23 h1000 ABS v
« Ab screening: LIl (IAT) (5053)
Fap 2]
User Labor Labor (50)

Figure 77. IH-Com Client: tab Work list for Swing TwinSampler Il

A In the Work List window, as soon as the requests have the Transfer to device
status icon, samples may be started on the Swing TwinSampler II.

B Switch to the instrument software.
If the instrument software is not yet running, it is started with the Swing
TwinSampler Il button.
C This button is only displayed if IH-Com has been directly installed on the Swing
TwinSampler II.
D Place the samples in the instrument and start processing as described in the Swing
TwinSampler Il User Manual.
E When sample processing has completed, results are automatically sent to IH-Com.
F Depending up on the test, they can now be centrifuged after the corresponding

incubation time, and read by Saxo ID-Reader Il or Banjo ID-Reader.
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52 Operating Reader Devices
The following readers can be interfaced with IH-Com:
e Saxo ID-Reader I
e Banjo ID-Reader
The IH-Com Client only displays reader devices that are connected.

Interfacing of a reader device takes place via an instrument-specific instrument connector, which
operates entirely in the background. It is usually installed on the instrument PC.

A & =W [H @ This instrument connector is automatically started after PC power up.
It is possible to detect it from the icon in the system tray (1).

7T If all the connections have been made between the connector and IH-Com, the
icon has a green border.

7 If one or more connections are missing, the icon has a red border.

B By selecting the icon the instrument connector can be maximized.

58
5 L Info

o

IH-Com Reader Centrifuge Connector
Version: 1.0.10 (xe8)

Irestrument Nasmie: Sao2
Instrumant Serial Number: o7
Path for Assay Fles and Logs P

1H-Coen Data Connaction

IH-Com Communicator 5.04.0 SN 1-1197371

OPERATOR-PC P foB0-adie 2306 3287 eb70%12 i
1H-Coen User Interface Connection

IH-Com Chont 5040 SN: 1-1197371

OPERATOR-PC P 80 adie 20263287 eb70%:12

Figure 78. IH-Com Reader Centrifuge Connector

7 Connection data and the log entries are displayed.

If support is required, these data can be requested by your Bio-Rad technical
representative.

k Each instrument must be initialized before use.
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52.1 Saxo ID-Reader Il

I H-Com Client - Admin

Program  View Worklist Readerdevices Print Configuration Language  About

opened

ready, no results

Centrfugs only

Connected to Saxo2 0017 K\ZJ
Starting initialization ...

DLL initialized

Waiting for5s..

Initialization ended (state = Stopped)

Device disconnected

Starting initialization ..

DLL initialized

Device connected

Waiting for5 s

Initialization ended (state = Stopped)

Reading ...

Handle all available cards: reading

Warmup process until 09:24 is not completed yet, reading is not possible!
[Reading -

Handle all available cards: reading

‘Warmup process until 09:24 is not completed yet, reading is not possible!

Log on of user 'Admin’ | Admin (99)

Figure 79. IH-Com Client tab Saxo2

Turn on the Saxo ID-Reader Il at the ON/OFF switch.
Make sure the instrument lid is closed.

In the IH-Com Client select the view Saxo [Serial number] (1).

o O W >

Initialize Saxo by selecting the button Stop/Initialize/Open lid.
7T The respective status is displayed at the top right of the screen (2).

m

Load the instrument and start a run.

According to the required action, select e.g. the button Centrifuge and read.

7T If the warming up time of the Saxo has not yet been completed, IH-Com
indicates that with an appropriate message.

Reading ...
Handle all available cards: reading
Warmup process until 09:24 is not completed yet, reading is not possible!

Figure 80.

The cards are centrifuged but not yet not read.

G It is possible to read the cards later with Read only if the warming up phase has
been completed.
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Results are displayed under the tabs Results and Batch Verification.

Verify them as described under Results on page 97.

k If an already read gel card is read again by Saxo, reaction strengths will be overwritten, if results
are not yet accepted and if the reactions strengths differ from the previous reading result.
For each overwritten reaction a comment is created automatically to the well containing the
previous reaction strength. This function can be disabled by your Bio-Rad technical
representative.
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While the instrument is switched on, it is possible to shut down or restart IH-Com.

If the instrument or the instrument PC is to be switched off without IH-Com being
shut down, select the button Switch off first.

To operate and calibrate Saxo, use the menu Reader devices/Saxo/Calibrate
Saxo.

Normal user rights are required.

For service settings use the menu Reader devices/Saxo/Saxo settings.

Administrator rights are required.

The respective status or action of Saxo is documented in the e
area below the buttons. ot ot
Centrifuge and read
The display can be emptied with the context menu Clear Soo s ik
a Switch off
display.



Operating Reader Devices

5.2.2 Banjo ID-Reader

Program Vew  Worklst  Peaderdevices  Prink Confiourstion  Language  Abeut

ted fo Banjo 2003
Starting nhahizaton
DILL inifialized
‘Wiaitng for 2 ¢
Inifialization ended (state = Running)

Banjo not connacted Wat for initialization
Davice connacted

chosing cover

Reading

Analyse id-card

clasing cover

Device disconnected

Starting inmalizaton

DLL initialized

Desdce connected

‘Waiting for 2 5.

Initialization ended (state = Stopped)
chosing cover

Feading

Analyse id-card

ChISING Cover

Reading

Anatyse d-card

Admin (95}

Figure 81. IH-Com Client tab Banjo

A Turn on the Banjo ID-Reader at the ON/OFF switch.
In the IH-Com Client select the view Banjo [Serial number] (1).

C Initialize the Banjo by selecting any button.
T The respective state is displayed at the top right of the screen (2).

It is now possible to insert a card in the Banjo ID-Reader.

Read card

To open and close the instrument always use the appropriate button.

The barcode of the gel card must be on the back for reading.
Selecting the button Read card starts the reading the gel card.

T Reading of the card is displayed in the log screen of the screen view.
When the card has been read successfully, the instrument opens automatically.

Initiglization ended (state = Stopped)
clasing cover ..

Reading

Analyse id-card

clasing cover ..

Reading

Analyse id-card

Figure 82.
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E Results are displayed under the tabs Results and Batch Verification.

Verify them as described under Results on page 97.

k If an already read gel card is read again by Banjo, reaction strengths will be overwritten, if results
are not yet accepted and if the reactions strengths differ from the previous reading result.
For each overwritten reaction a comment is created automatically to the well containing the
previous reaction strength. This function can be disabled by your Bio-Rad technical

representative.
F While the instrument is switched on, it is possible to shut down or restart I[H-Com.
If the instrument or the instrument PC is to be switched off without IH-Com being
~ shut down, it is essential to first select the button Switch on/off.
G To operate the Banjo ID-Reader normal user rights are required.

The Banjo settings can be accessed with administrator rights using the menu
Reader devices/Banjo/Banjo settings.
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5.3

Manual Work

Manual Work

b Manual work must be performed with extreme care. Activities should only be performed
by professionally qualified staff, who have been trained on working with IH-Com.

Apply the four eyes principle.

Open requests are displayed in the Manual work screen. As soon as a request receives the in
progress feedback from an instrument, it is hidden.

I 1H-Com Client - Labor
Program  View Worklist Readerdevices Print Configwration Language  About

—
Lig  Manual work " Batch Verfication
| pin =

[C] This workplace only [[] Show completed results too

2014004 Abraham, Peter *12/06, 5 (M) MP-Test : Cc-E-e-K<tl (6030) Test requested:
2014004 Abraham, Peter *12/06/1975 (M) MP-Test: A-B-Dctl (6148) Test requested: 03/11/2014 12:00

W] 201400& Abraham, Peter *12/06/1975 (M) MP-Test: AB-DIVIJDVI/AT-AZE (6040) Test requested: 03/11/2014 12:00
2014001 Amberg, Marie Luise “15/09/1345 (F} [D0815]  Ab screening: 111l 1AT) (5053) Test requested: 01172014 12:00
[#] 2014001 Amberg, Marie Luise “15/03/1345 (F)[ID0815]  Autocentrol: (IAT) (5053) Test requested: 03/11/2014 12:00
2014001 Amberg, Marie Luise *15/09/1945 (F) [ID0815]  Bloodgroup: A,B.D Corfimnation for Patients (Dia...  Test requested: 03/11/2014 1200
[¥] 2014001 Amberg, Marie Luise *15/05/1945 (F) [D0B15]  Crossmatch: IAT(5053)x K005 XM requested: 03/11/2014 12:00
2014001 Amberg, Marie Luise “15/09/1345 (F} [ID0815]  Crossmatch: IAT(5053)x K006 XM requested: 031172014 1200
[#] 2014002 Black, Gamy *10/10/1988 [75r374] b screening: |11l {AT) (5053) Test requested: 03/11/2014 12:00

Figure 83. Manual work window: Display of all open requests

A e Select the tests that are to be processed manually.
F:':’"- All tests in the Do assign column are selected by default.
B Remove the check mark from tests that are not to be processed.
P All check marks can be removed at once, with the context menu Remove
i selection.
oo If only high priority requests should be processed, select Select Priority

Only with the context menu

[ |2014001 Ambem, Mare Luise “15/09/1945 (F) [ID0815]  [Ab screening: 1Ll 1AT) (5053) Test requested 03/11/2014 1200
W] 2014002 Bisck. Gamy “10/10/1988 [75:374] Test requested: 03/11/2014 12:00
W] 2014005 Fisher. Fish "09/09/1988 (F) [7834657343467]  Ab scresning: LILIIl {1AT) (5053) Test requested: 03/11/2014 12:00
2014001 Amberg, Marie Luise “15/09/1945 (F)[ID0815]  Autocontrol: (IAT) (5053) Test requested: 03/11/2014 12:00
W] 2014002 Bisck, Gamy “10/10/1988 [75:374] Autocortrol: (AT) (5053) Test requested: 03/11/2014 12:00
W] 2014005 Fisher. Fish “09/09/1988 (F) [7834657343467]  Autoconirol: (IAT) (5053) Test requested: 03/11/2014 12:00
2014006 Forster, Bton "07/07/1977 (M) [37843563478346] Bloodar +Rev or-ABAB.D/ATBCoEeKatl (. Test requested: 03/11/2014 12:00
2014001 Amberg, Marie Luise “15/09/1945 (F)ID0815]  Boodgroup: A B.D Confimation for Patients (Dia...  Test requested: 03/11/2014 12:00
W] 2014002 Bisck, Gamy “10/10/1988 [75:374] Bloadgroup: AB.D Confimation for Patierts (Dia...  Test requested: 03/11/2014 12:00

Figure 84. Sorting tests for a better overview

The list can be sorted by column headers.
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5.3.1 Assign Samples

5.3.11 Assign Samples by Scanning Sample Barcode
It is also possible to select samples to be assignhed by scanning the sample barcode.

If all samples have a checkmark in the Do assign column and a sample barcode is scanned, all
checkmarks will be removed and only the scanned sample remains selected.

If at least one request is not selected, selection of the scanned sample will be reversed.

Example:

All samples in the Do assign column are selected.
The barcode of sample 001 is scanned.

Now only sample 001 is selected for assignment and all the other checkmarks have been
removed from the Do assign column.

Now the barcode of sample 002 is scanned.
Consequently, in the Do assign column both sample 001 and sample 002 are selected.

If the barcode of sample 002 is now scanned again, the selection for sample 002 is removed
and only sample 001 is selected for assignment.

5.3.1.2 This workplace only option

SLEERIRE If assays are in use at the manual workplace, which are not available for an
==~ instrument (for example: ID-PaGIA Heparin/FP4 Antibody Test), select the option
This workplace only to display only requests for these tests.

This option can be used if multiple manual workstations are set in the lab.

[] This workplace only

Do assign Sample
2014001
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Manual Work

5.3.2 Assign Gel Cards

T Open card assignment using the context menu or the button Assign
. i ncncioce g ocoEoTon Cardsl

Do assign

Assign microplates

Available tests for assignment are displayed in the upper screen.

Select all

JEE
2
£

Cards 10 ssspn Sarind by inet = Seamact iy warvpie / patert

DraClon ABO/Fh + noverse grougeng

Boodgy +Fmv g ABABD/ALGC o Eallet [(SAN501T) & et msigred 04006 Forter, Eors “07/07/ 1977 (M) (178415634 7E346]

net pmmred 2014001 Femary. Mame |Lsse T15/08T!
el ansigned  J014001 Beriary. Macin Liten “T5/05/

Crossmatch IATIS0S3) 1 nt sssgnad 000 x KDUS  Amberg. Mase Luse %

Crossmanch: LATISOST] 1 not sssgred 2014001 x KDOE  Arberg. Mass Luise “15/08/1345 ]

o semmening 181l BAT) (8050 3 not namcned 2014002 ek Giamy "10:10/1888

Autocontsel. OAT) (S059) 1 ot pesned 2014002 inck Gvmy 10101588 (753741 1=

Selected card DiaClan Rh-Subgroups + K
ssgned cands.
Anb-C | Arte | AnbE | Anbe I Anbe I s
2012008

Forates, Efion 0707877 (M} 378435634 78346]

State suggested
Fepgent Expiry Checked o L=

Figure 85. Assign cards for pipetting window

5.3.2.1 Sorting

It is possible to sort the list by tests or by samples/patients. This sort order only applies within a gel
card type.

Example:
For multiple patients, ABS, autocontrol and crossmatch are requested.
These tests are all performed on the same gel card type.

According to the selection it is possible to display the request of that card type in such a way that
either:

« all the tests for sample 1 are listed under each other, followed by all the tests for sample 2, etc.

« orfirst all the ABS tests, followed by all the autocontrols and lastly all the crossmatches.

Sort by test

Cards 10 sssgr ' Saried by inst Sermad ity narrple / pabert
Test Arourt | Sste Samcle Patiert

3 not asigned 2014001 Aoy, Mase Lusse *154 I
3 ok aasigred 2014002 Black Garey "10/101588 [7374]

Rosceering 1111 GAT) (522

Abascreerang. LILII QAT) (5053) 3 not sesgned 2014005
Ausocontssl: (IAT) [S505T) 1 ot assgned 2014001
Autozentesl: (IAT) (5053} 1 not sewigned 2014002
Adocont=l JAT) {553 1 ot assgned 2014005 e A58 (F) [PEMESTIAMET]

Crosamatch IATIS053) 1 ot ssagred 2014001 x K05 Amberg. Mane Luse “15/03/1545 |
Crossmetch: IATISOST) 4001 % KD Amberg. Mane Lusse
2014002 ¢ K001 ack. Gamy ~10.

HM4002x KDO)  Drack Gary

ot i AN WA ek . SSRANSSS

Figure 86.
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5.3.2.2 Documentation of Reagents
e Barcodes must be scanned in the assignment window once a day.
< Only one lot can be scanned per reagent type.
e ltis not possible for two lots to be active at the same time.

< For correct lot documentation, in the event of a lot change during the day, the new lot must be
scanned as soon as it is going to be used.

Assignment not possible Assignment possible
State suggested State suggested
Reagent Expiry Checked Qc | Let Reagent Expiry Checked QC | Lot
ID-DiaCell | 1071172014 03/11/2014 14... | [] |06084.82.1
ID-DiaCell 11 _10/11f2014 _I]:VH/ZDHM | | _DBDBdEZW
ID-DiaCell 1l 10/11/2014 03/11/2014 14... | [] |06104.821
Never scanned reagents are highlighted with a red Expiry date, date when the reagent was last scanned and
background. whether a valid control exists are displayed for information
purposes

If the time period since the last scan has expired, these
reagents are highlighted with a yellow background. The period
of validity is 24 hours.

If a gel card is scanned before confirming reagents, the
following message appears:

IH-Com Client

Not all required reagents are confirmed yet. Please scan the reagent barcodes.

AN

All reagents that might be used during the day can be scanned immediately.

If a test has never been used, it may happen that the reagent can only be scanned when that test is to
be assigned for the first time.

If a lot changes during the day, only the new lot must be scanned. The other reagents will remain.

5.3.2.3 Gel Card Suggestion

Selected card LISS/Coombs (Incubation 37°C)

2014001 2014002

Amberg, Marie Luse *159313¢5 (F) iooa1g] | Black, Garry *10/10/1988 [75r374]

Incubation 37°C

Figure 87.

7 According to the selected test in the list of tests to be assigned, the first proposal is displayed in the
Selected card screen.

7 Under that all the reagents required for that test are displayed.
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k In case of gel card types on which various tests can be performed, a distinction is also made for
incubation temperature and incubation time.

Tests with different incubation temperature or incubation time cannot be pipetted onto the same

gel card together. Only when the gel card has been read, vacant wells can be used for a different
incubation temperature or incubation time.

5.3.24 Options of Assigning Gel Cards

Option 1

A Select a test in the list of gel card types for a sample.

7T In the Selected card screen a proposal is displayed for the gel card
assignment.

If the proposal is acceptable, scan a gel card of the required gel card type.

A label with the gel card assignment is printed out.

The status is changed from not assigned to pipetted.

Assigned cards

Assigned on card 5053185121510507030 test: Ab.screening: LILII {LAT) (5053)

patient: Amberg, Marie Luise *15/03/1345 (F) ID0815] sample: 2014001
Assigned on card 5053185121510507030test: Ab.screening: LILII {IAT) (5053}
patient: Black, Gamy *10/10/1388 [75r374] sample: 2014002

Figure 88. Assigned gel cards

7 In the Assigned cards screen the assigned gel card is displayed with the
sample data.

C Selected card LISS/Coombs (Incubation 37°C)

5053355011504209909
AC | K006 K007 ‘ | It i

2014005 2014001

Fisher, Fish D3051388 {F) [FB3657343487] Amberg. Marie Luse “15091545 () Musiier]
1504209909 Incubation 37°C

Figure 89. Selected gel card

7T If the well is already pipetted on the gel card, they are highlighted with an orange
background and the sample data.

The pipetted status is displayed.

In such a case it is necessary to scan the gel card again in order to achieve an
assignment:

« first scan shows the gel card proposal

e second scan accepts it
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Option 2

A

Further steps

D

Irrespective of what is selected in the list of gel card types, scan a gel card of the type
that is to be assigned.

The next test with the scanned gel card type is automatically selected and a gel card
assignment proposed in the Selected cards screen.
If the proposal is acceptable, scan the gel card again.

A label with gel card assignment is printed out and the status is changed from not
assigned to pipetted.

7T In the Assigned cards screen the assigned gel card is displayed with the
sample data.

In both options the next test that has to be assigned is automatically selected for the
gel card type just scanned.

7 If there is no other open test, an appropriate message appears.

Apply the printed label with gel card assignment to the correct side of the gel card
(the side opposite that of the barcode) in order to uniquely identify the wells.

b It is essential to adhere to this procedure.
A different sequence (first pipette, then assign) can lead to incorrect results.

E
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If the gel card must be assigned differently than proposed by IH-Com, it is possible
by using the context menu.

Individual samples can be removed from the gel card by the context menu, which can
be opened directly on the gel card proposal.

With the context menu in the list of tests to be assigned it is possible to assign tests
to a certain sample on the gel card with Sample XXX at position Y as long as the
test does not occupy all positions on the gel card.

Example: Rhesus subtype gel cards

Remove all tests from card

Mew propesal for all tests on this card
Sample 2014001 at position 1
Sample 2014001 at position 2 k

Sample 2014001 at position 3

Font 3

Figure 90. Selecting Sample XXX at position Y



5.3.25

Manual Work

G With New proposal for all tests on this card, it is possible to generate the

IH-Com proposal again.

Remove al tests from card

New proposal for all tests on this card

Sample 2014001 at position 1
Sample 2014001 at position 2
Sample 2014001 at position 3

Font 3

Figure 91. Selecting New proposal for all tests on this card

k Gel cards that have been processed on one instrument with at least a status: pipetted are
taken into account for manual work. The pipetted wells are flagged as used.

k Gel cards pipetted without the use of IH-Com must not be used. In this case, IH-Com has no
information about the wells already used.

H Label printing can proceed again.

Scan the gel card barcode twice.

Save card

Figure 92. Printing label again

Remove a Test from a Gel Card

In rare cases it is necessary to delete the assignment for a gel card.

Example:
Selected card: LISS/Coombs (Incubation 37°C)
5053189121510507030
I ‘ I | in I ‘ I in
2014001 2014002

Remove all assignments for this card

Amberg, Marie Luss “1S081345 (7} Black. Garry *10/10/1988 [75r374]

o1y
S0531891215105070230 Incubation 37°C

IH-Com Client

Please open the card assignment again to reload the now unassigned tests.

AN
Test State
Ab screening: 111,111 (IAT) (5053) Test requested:

Autocontrol: {|AT) (5053)
I Bloodgroup: A.B.D Corfirmation for Patients (Dia Test requested: [pipetted)
Crossmatch: IAT(5053)x K04

Test requested:

XM requested:

Figure 93. Tests with status Test requested

A gel card has been assigned and not yet pipetted, but
in the meantime the test is no longer required.

This gel card can be used for a different sample by
opening the gel card assignment, scanning the
barcode of the gel card and executing Remove all
assignments for this card in the context menu
directly on the gel card suggestion.

Subsequently a related message indicates that the gel
card assignment is closed.

The status Test requested (1) indicates tests that
were removed from the gel card.

These requests can be deleted if necessary. The gel
card can now be assigned differently.
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Instruments, Manual Work

Assign cards

Assign microplates
Select all
Select sample

Remove selection

Reguest more

All assigned gel cards can be pipetted and processed. Saxo ID-Reader or Banjo ID-
Reader can be used.

See section Saxo ID-Reader Il on page 85 or Banjo ID-Reader on page 87

In the Manual work screen the manually processed gel cards can be directly read,
as in section Reading Results Manually on page 115.

Select the option Show completed results too.
Select the required test

Open the result input window with the context menu Read manually or the button
Read manually.

5.3.2.6 Adapting the Gel Card Label to the Label Printer

If in the Manual work screen the Assign cards for pipetting window is opened with
administrator rights, a test label can be printed to adapt the printer settings.

A test label is printed out with the currently displayed card proposal and a fictitious card number.
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Results

The chapter comprehends an explanation about handling and procedures of processing results in
IH-Com.

When the first result is transmitted from the instrument to IH-Com (or if it has pipetted status), the
sample ID is displayed in the Results window.

Depending upon the settings defined, results may require verification by the user.

See chapter Configuration / Common Settings / Verification on page 40.

Results which have verification missing status are additionally displayed under tab Batch
Verification.

b Before final test interpretation, results have to be validated by trained operators. This
result verification process includes visually reviewing the images and editing (if
necessary) the test interpretation. Editing is not limited to indeterminate results; initially
positive or negative reactions might also be edited after visual review.

It is recommended to activate the 4-eyes-principle. However, this is left to the discretion
of the facility.
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A Open Result Verification by:

using the context menu Edit result;
selecting the button Edit result;

double-clicking the sample number or the name in the patient list in the Results
window.

[ ® Seach

Print results

Print resuilt label

Send results

Figure 94. Selecting Edit result via context menu

Refer to the sections Result Verification Window on page 101 and Changing and
Confirming Results on page 103 for more details on editing results.

7T All tests are displayed in the Search cards window, showing gel card position
and sample data.

Search cards

Card # [5045253011504327136 |

[ Show single test immediately

Postion [ Sampl [ Blood product Status Patient Instrument name
: ) & *23/07/1961 (M) | Manual workplacs 1
2 Anti-B 1140683700 | 23/07/2014 11:55 | Blood group {short): (verfication missing) | Neumeier, Mike “23/07/1361 (M) | Manual workplace 1
73Anti—D VI- | 1140683700 23/07/2014 11:55 | Blood group (short): (verfication missing) | Neumeier, Mike *23/07/1561 (M} | Manual workplace 1
" [4aeD - | 1140683700 | 23/07/2014 11:55 Blood group {shot): (vedfication missing) | Neumeier, Mke “23/07/1961 (M) | Manual workplace 1 |
W [ 1140683700 23/07/2014 1155 | Blood group fshot): (vedfication missing) | Neumeisr, Mike "23/07/1961 (M) | Manual workplacs 1 |
76 DAT poly | 1140683700 | 23/07/2014 11:55 | Blood group (short): (verfication missing) _Neumeiar, Mike “23/07/1961 (M) | Manual workplace 1

2

Figure 95. Search cards window with active button Show result

b If using the search cards functionality, continue to scan the gel cards which have been
segregated for second reading in the main window of the IH-Com Client.

B N Scject the required test and open Result Verification with button Show result.

] Sherer singie test pmenecatedy

98 | IH-Com

If the Show single test immediately option is active, the result validation of

the corresponding sample is opened immediately. This will occur only when there

is a single result on the scanned gel card.



C The Search cards window can be opened using the Work list / Search card
menu.

By opening Result Verification and selecting the button Edit results and
when the Automatic result run option is activated, the next patient or sample
with open results is displayed immediately after saving the Result Verification.

Result verification starts with the selected sample and is performed in sequential
order to the end of the sample list.

With Automatic result run the tabs of the Results screen are taken into
account, i.e. only the result validation of the samples which corresponds to the
current selection is displayed.

The Automatic result run only applies to results that require verification.
For results under the tab Extra check (results to be validated) it is not enabled.
See chapter Additional Validation on page 131.

D arch: | When all results have been verified, they are automatically sent to the LIS.

E It is also possible to send temporary results to the LIS manually:

1140613670

1140613500 Select the context menu Send results in the Results window.

Edit result

‘ PPt rcaits Temporary results are marked differently and are identified as such in the LIS.
| Exdude all olds
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6.1

100 | IH-Com

Selection Buttons and Filter in the Results Window

[ 1H-Com Client - Admin

Program  View Worklist Reader devices Print  Configuraton Language  About

® Search

AN 2L

Figure 96. Results window: Buttons

All This view is activated by default when the program is started.
The following are displayed:
« all results of the current day
« results that are not validated regardless of when they were processed
« pipetted results for which no reaction intensities were read

1 To Read All results that have not yet been accepted and with reaction strengths that have not yet been saved are
displayed here.
2 To Read 2nd Results that have been temporarily accepted (e.g. automatically accepted results), but still have

irregularities (e.g. discrepancy between blood group and serum crossmatch, missing quality control).
Results with reaction strengths that are saved and not accepted.
This button is activated only if corresponding results exist.

Extra check Results that have been selected for an extra check in verification. This button is only shown if
corresponding results exist.

The number in brackets on the selection buttons represents the number of samples displayed in the
window.

I 11-Com Client - Admin

Program  View Worklist Reader devices Print  Configuraton Language  About

i

| ® Seach

Extra check (3)

Figure 97.

1 If a filter for results is selected under Common Settings, the selection is displayed.
See chapter Configuration / Common Settings / User Interface on page 38.

A click on the selection buttons of the result list displays only results for the selected filter.

2 If a Lab location is selected, only results of instruments are displayed that belong to this
laboratory location. If an instrument is selected as a filter, only results of this instrument are
displayed.




Result Verification Window

6.2 Result Verification Window

E Result verification - User Admin

c Patient / sample data

Wood, Anne (née Forest) ¥20/04/1965 (F) [AS-123]
Sample: 1140869030 Test time Processed by: ih1000
IH-1000 0100006 23/07/2014 11:38  Verified by:

Crossmatch |IAT + AC (5053) x
1140869010

Il
50531.7915/14.10/521931

Reaction comment

S@

Result

0 Rh D positive ABS negative AC negative DAT negative' Recalcuiate
Interpretation
ABD: ABS ABSnegative  |v| Knownantipodies
ek
' Phenotpe: [ [] [ [V] oaT: g

Antibodies / other

> Rhesus-D: Rh D positive |v Auto ctd AC negative
antigens

®l« —n

Figure 98. Result verification window

Y

Patient and sample data

Audit trail (history of changes)

Tested by..., time of test, verified by..., validated by...
Comment for the sample and/or the test

Tabs for the individual categories of test results
Reaction results

Result interpretation

0 N o o b~ WN PR

Magpnified view of the selected well with gel card data and comment for the well

k According to the window setting and resolution it is possible that not all wells are shown
in this view. If this is the case a scrollbar is displayed.

In the interpretation section a part of the interpretation can be marked with a superscript
1 (default setting). This means that this part of the interpretation is from a pre-result.
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Result Verification is identical for all instruments and for the manual workplace.

Single reaction results are displayed up to a maximum of 5 tabs. Only tabs with reaction results are

displayed.’

Tab Reaction result

Current results All reaction results of the current sample are displayed, if they are not a crossmatch test, a panel test
or a titration test

Crossmatch All reaction results from a crossmatch test of the current sample are displayed

Antibody panels All reaction results from a panel test (antibody identification) of the current sample are displayed

Titration All reaction results of a titration test of the current sample are displayed

Other samples All reaction results which do not belong to the current sample but to the same patient are displayed,

e.g. pre-results or results detected after the currently marked sample.
The number of existing reaction results from other samples is displayed in brackets.

Images of reaction wells, displayed under this tab, are created in the course of opening the tab.
Related to the number of single reactions loading of the tab can last. In case of a waiting cycle a
progress bar is displayed.

Results under tabs are sorted by test in a sequence that can be modified by your Bio-Rad technical
representative. The test sequence is automatically defined at the test import.

If multiple tests are processed for the same sample, it will be sorted by descending testing time.
On tab Other samples sorting takes place by descending sample number, within the same sample
number by descending testing time.

Colors representing interpretations

White Plausible result without edits

Green Result corresponds to the automatic interpretation after editing
Orange Result does not match automatic interpretation after editing
Red Not a plausible result

k For DAT, Ab Screening and Autocontrol deviations of the representing colors green and orange
appear. It depends on whether the test is monospecific or polyspecific.
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Changing and Confirming Results

6.3 Changing and Confirming Results

In the Result verification view results not accepted are marked with the "2 icon.

A The reaction strength read by the instrument is displayed under the individual
column.

If your visual assessment of a result differs from that of the reader device, change the
reaction strength via the context menu.

Select a column and open the context menu using the right mouse button.

DP (Double population)

Hem (+

Figure 99. Changing of reaction result via context menu

IH-1000 and IH-500 provide additional well interpretations in case of unclear reactions

M Result verification - User Admin

|-Fm. sampls data-

Emple. 1140708520 Temt time: Precessed by 1000
IH-1000 O10000E: 23/02/3014 11T Ve by
Bloodgroup. ABO/D+ DAT (DiaClon) (5048) &

3. A4 AS As A1 A2 @A3 a1 g2 A3 ]

ae

TR 7Y |

g AnE-DW

£ e o) T [=I==T=]
e {remives]

S ==
.

Reect Bopdgroun; ADOID -+ DAT MxaClon) {5045)
bt ¢t iwmeraerst i
R antgens.

Figure 100. Result verification for IH-1000

el )
A discrepancy has been
identifued

IH-1000 wF, wR, wP, wD, E, L, W, LIQ or []
IH-500 WR, WP, E, LIQ

Other instruments in the event of unclear reactions only issue “?” as reaction strength.
These interpretations are automatically generated and not available for selection.

7 A comment is automatically displayed on the column.
A changed reaction intensity is marked with an asterisk.
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Place the cursor on the corresponding reaction column to display the original

instrument result.

A tooltip is opened with following
information:

e Test name

e Sample number had
Anti-B
 Time of reading =]

e User

* Rotor position in the instrument (if posivg

available)
* Time of first reading
e Current value, etc.

See chapter Tooltip of a Well on page 108.

EB Audit Trail

Format: year-menth-day hour{24-minute-second (user): audit trail text

gl [][=]

Bloodgroup: ABO/D+ DAT (DiaClon) (5049) / Ant-B

Sample: 1140709520
Processing:
Time: 23/07/2014 11:23
User: h1000
Well reading:
Time: 23/07/2014 11:23
User: ih1000
Machine result: wD
Last changed:

Time: 24/07/2014 12:23
User: Lab50

Current value: -~

BIO-RAD

2014-07-24 16:38:23 {Labor): Change reaction {sample "1140709520, test ‘Bloodgroup: ABO/D+ DAT (DiaClon) (5048)'/ ArtiB’) from ‘'wD'to =~

Figure 101. Audit trail window

All manual changes and original values are recorded in the audit trail.

Open the audit trail window by selecting the

button.
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D To verify results:

Select the context menu on the reaction column.

i [Zurramrasulls 4 Antibody panels| Cther Samples (13 wells)

da 45 ds g1 42

vow 9w

4

+++

++
AoicA | AniB A

L-T-1T4 =«
g1 )
7
rResut—————] DP (Double population)

ORbD positive Hem (Hemolysis)

ABD: 0 Accept all results for this sample
Reject all
Phi
s I: Accept Bloodgroup: ABO/D + DAT (DiaClon) (5045)
Rhesus-0: RhDp Reject Bloodgroup: ABO/D+ DAT (DiaClon) (5049)
Edit reaction comment
Kell:
|: Edit sample comment
Figure 102.
E The following options are available:

= Verify or reject all results of the current view (e.g. tab Current results).
Rejecting the result prevents validation and transmission to the LIS or;

< Verify each test (e.g. ABD) individually or;

= Accept all results simultaneously by selecting Accept all (All results in the current
view will be verified simultaneously.).

T A verified result is indicated with
T A rejected result is indicated by a strikethrough.

For crossmatch test results, the preselected

treatment of blood sample (transfusion status) can be
changed if necessary via the context menu.
L]

Crossmatch samples with negative reactions can
be changed from Approve for Transfusion to
Block for Transfusion. 5
+/-
Conversely, unreleased samples from Block for A
Transfusion to Approve for Transfusion can .,
DP {Double population)
also be changed. Hem oty
A comment is required to change the transfusion ™" Acerseiermeanpe
i \ : -
status. An entry to the Daily Journal is automatically ™™ s s
added. Rhesu Reject Crossmatch: IAT(5053) (/2346789)
kel
Block for transfusion
Wl Re Edit reaction comment
- Edit sample and test comment

b This will release samples for transfusion, even though they have reacted (positive) in the
crossmatch test.

F - After all required changes have been made and all results are validated, save your
results.
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User rights Description
40 User can change reaction strengths but cannot verify the results.
50 User must check and verify results once again and may change reaction strengths again if required. User can

change reaction strengths, confirm and release (save) results.

60 If the appropriate option is enabled, it is possible to perform additional validation, a second verification of
results with access rights of at least 60

See chapter Additional Validation on page 131.

== The individual users are shown in the top portion of the window.

Results that have been validated additionally are marked.

I The Skip button is available for the automatic result validation.

Skip a sample or cancel result validation by selecting the Cancel button

6.3.1 [llustrations of Reaction Intensities
IH-Com displays the original images of the readers and automated instruments.

g2 @3 g4 gs | Ideally, the separated column images are exactly the same size as

a1
l L ‘ ‘ L L the interpretation fields in Result Verification.
- - -

Antih | AniB AnihB AniD Vi [ARREDE

| = ] = | . . . .
g2 #3 g5 | If the barcode is too high or the card is not clean (shown exaggerated in

Ll ]
' the illustration), the image is reduced.
[ L | L_ L For this reason it may happen that the reaction columns of a card have
- - = | different sizes in the Result verification screen.

Ath | AniB Anti8 AniD VI BRGEDE

k IH-Com applies the distance between the last dark pixel of the column edge and the next dark
pixel to represent the image of the entire card as individual reaction columns.

Example: At the barcode or at the edge of the next reaction column, the image separation is
placed.

k If the original image is not available, due to manually read results or a defective database image,
reactions are shown as a graphic.

See chapter Reading Results Manually on page 115.
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Changing and Confirming Results

6.3.2 Color Code for Reactions Illustrations
IH-Com uses the colors of the rectangular area above the individual reaction pictures to identify certain
properties.

AV

Figure 103.

Yellow Results that have not yet been read or verified.

Brown Results:
« with positive reactions in the ABS, self-monitoring or DAT;
* with weak reactions (according to assay definition);
« whose reaction strength has been modified by a user;
« with flags of categories C, D and E from the device (see section Bio-Rad Result Flags on page 22);
« with a positive control.

Red Incompatible crossmatch samples.

Green Compatible crossmatch samples.

Gray Accepted, rejected or past results.
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6.3.3
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Tooltip of a Well
The tooltip of a well details the steps leading to the result of the single reaction.

Bloodgroup: A,B,D Confirmation for Patients (DiaClon) (5005) / Anti-D VI-

Sample: MA15026
Anti-h | Ant-B A0 Processing:
Time: 22/12/2016 11:30
l:":lE User: Swing 562
Position at reader: 1
‘Well reading:
Time: 22/12/2016 11:46
User: Saxolser/Saxo2 0017
Machine result: ++++
First reading:
Time: 23/02/2017 09:56
User: LabUser
Last changed:
Time: 23/02/2017 09:56
User: LabUser
Current value: +++
Well verification:
Time: 23/02/2017 10:10
User: LabUser
Result Verification:
Time: 23/02/2017 10:10
User: LabUser

-Resut———]
0 Rh D positive

ABO:

Phenotype

Rhesus-D:

[1E [T

Kell:

°4 Accent all
Figure 104.

Section of the tooltip Description

Processing

Well reading

Machine result

First reading

Displays the time well processing was started. The displayed time is transmitted from the
instrument. At the manual workplace this entry corresponds to the time when the gel card has been
assigned by scanning the barcode.

Displays the user logged in at the instrument where the well was pipetted. If there is no user login at
the instrument, instrument and serial number are entered. If pipetting took place manually, the user
that has been logged in at the manual workplace at the moment the gel card has been assigned by
scanning the barcode, is entered.

Displays the time of well reading. The displayed time is transmitted from the instrument. At the
manual workplace this entry corresponds to the time when the manually entered reaction strength
has been saved.

Displays the user logged in at the instrument where the well was read. If there is no user login,
instrument and serial number are entered.

For a reading device the logged in user and the serial number of the reader are entered. For manual
reading the user is entered who input the reaction strengths.

If a reaction strength has been changed manually, the original reaction strength read by the
instrument is displayed. If the reaction strength has not been changed no entry is displayed.

The time when the first confirmation of the reaction strength took place.

User who confirmed the reaction strength

Confirmation of a reaction strength takes place e.g. by batch verification or by selecting Save
under Result Verification, without accepting it previously. If confirmation of reaction strengths
and accepting takes place within one working step no entry is displayed.




Changing and Confirming Results

Section of the tooltip

Description

Last changed

Current value
Well verification

Result verification

Validation

The time when the last modification of the reaction strength took place.
User who initiated the last modification of the reaction strength.

If the reaction strength has not been changed, no entry is displayed.
Current reaction strength

The time when the well has been verified (accepted).

User who verified (accepted) the well.

If single tests are accepted by batch verification and the overall result of the sample is thereby
verified automatically even though the verification differs from the standard value, an entry
automatically accepted is displayed.

Point in time when the sample has been verified (accepted).
User who verified (accepted) the sample.

Point in time when the sample has been validated.

User who validated the sample.
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6.3.4 Confirming Results with Discrepancies

E Resuit verification - User Admin

rFanent / sample data

Sample 0802001 Test time: Processed by TH-Result Simulator User

IH-1000 0300999 08/02/2017 13:57 Verfied by

Bloodgr.+Rev.gr A B AB,D/A1B+C.cEeKct Validated by

(5041+5011) [ A
pAnti-D Vi o

50410.00.00/17.02/000003 4 Curent results

Reaction comment:

2]

|<

Recalculate
Interpretation
tenes: (Y] Ao

Antibodies / other
Kel: Kell negative > antigens:
A discrepancy been
e 'ident'rﬁéi j T
\ / A discrepancy has been identified
List of discrepancies:

Accept all

- Rhesus-D system (Selected value: Rh D not interpretable)

Figure 105. Result verification window: A discrepancy has been identified
When IH-Com identifies a discrepancy, the interpretation line in the verification check is highlighted in
red and a notification A discrepancy has been identified is displayed.

If the cursor is moved over this message, the discrepant parts of the interpretation are displayed (ABO
system, Rhesus D system, etc.).

If the reason for the discrepancy is not to be found within the current result, but is based on a
discrepancy between current and previous result, an appropriate message appears

Example: ABO system (Preresult)

A preresult discrepancy has a higher priority in the display than the current discrepancy in the same test
area.

Example:

If the ABO system differs from the previous result and at the same time there is a discrepancy in the
current test, only the message ABO system (Preresult) appears for the test area ABO

No double display is shown.
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The discrepancy message displayed is automatically refreshed as soon as reaction strengths are
changed.

Example:

In case of discrepancy attributed to a doubtful reaction, the notification disappears immediately
after it is changed to a valid reaction strength.

A If results are to be verified despite the discrepancy, a comment on the sample must
be entered

See chapter Adding Comments to Results on page 123.

IH-Com Client

You cannot save a discrepant result without first entering a comment!

AN

OK

Figure 106.

B If a comment was entered, a confirmation request appears when saving the result.

This ensures that a discrepant result cannot be saved accidentally.

Save result

Discrepancy:
- ABO system (Selected value: ABO not interpretable)

Do you want to save the result despite of discrepancy?

F

Figure 107.

k Results that exhibit a reaction intensity that requires further verification based on the package
insert of the gel card are also displayed as being discrepant.
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6.3.5 Confirming Results in Case of invalid Quality Controls
If no valid quality control is available at the time of testing, the reaction column is marked with a red QC.

The tooltip indicates: There is at least one reagent without valid quality control.

|—mm e
Sarple 0a03002 Tt tivm Procmssed by TH-Resull Simailator e
1H-1000 0300999 08/02/2017 1405 Veded by

Identification’ 11 test cellsP Enzyme (5052) E Vadaed by

11P—

S0520,00 00170200004

Flsaction commert:

A1 42 A3 44 A5 A6 A1 g2 43 44

.| 2222V WY &m'

wo®  ®  # w® ® E i
[ I | I | I | ] [ | I | I ]
‘ Recdoate
reemarest
B [¥] s v
Phanstype: - [¥] Dar -
Phesus D o] g

Figure 108.
To accept this result, a comment is mandatory.

7 The Missing quality control(s) window automatically opens.

[ missing quality controi(s) BI0RAD

There is at least one reagent used in the following tests without valid quality control:

| Sample [+ [ Testea User ' Comment

[
| Commented | oreoe ! : \

| 2019071202 Fh»—rn|,p- e.K.ctl (DiaClon) (5071)

O 2015071202 Bloodgroup: A.B.D Confiration for Patients (DiaClon) (3005) 12/07/2019 13:50 IH-Result Simulator User

Please enter a comment for this test:
Accepted by Admin without valid GC

( 1 * Use this comment for all tests (not commented vet)

B

Figure 109. Missing quality control(s) window
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A Enter a comment for each single test.

The comment Accepted by [user] without valid QC: is automatically
included. Enter a comment next to it.

B With Use this comment for all tests (not commented yet) (1) comments are
assigned to all tests without valid quality control.

The comment Accepted by [user] without valid QC: is automatically
included. Enter a comment next to it.

C Save the comment with Save comment.

It is possible to assign a comment to each test individually and save all the
comments with Save comment.

D If a sample comment is already saved, it can remain and confirmed.

The default comment Accepted by [user] without valid QC: appears
automatically below.

Comments for invalid quality controls are printed out for each test separately only on the daily journal.
Comments are not printed out on the printout of results.
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6.3.6 Messages before Reading Results

IH-Com displays messages for certain results when result verification is opened. These messages must
be confirmed before the verification window can be viewed.

IH-Com Client

The current sample has a rare phenotype.

AN

Figure 110. Example of message

The following examples show a selection of such messages and their background:

Message Background

D weak or D partial is The result for Rhesus D was saved as a result D weak or D partial in the meantime. When
currently selected. Please assessing the results, the interpretation of the D feature should be carefully considered.
verify the Rhesus-D result!
The current sample has a Rare factors of R, C, D, E, e (phenotype) are mentioned:
rare phenotype. - CCddee;
e ccddEE;
= CCD.EE;
* CCddEE;
- CCddEe;
e CcddEE.
NOTE: These characteristic values that generate the message can be adapted. Contact your
service representative.

A discrepancy has been The result has since been saved with a discrepant interpretation. In the assessment of results,
identified ... the interpretation of the characteristics sought should be carefully considered.
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6.3.7 Reading Results Manually
Results with pipetted status can be read manually.

A Select the appropriate test and the context menu Read manually.
Sample Device /test Processed at | Processed by
_!1' 1140865080 7: Bloodgroup: A B.D Corfirmation for ... 23/07/2014 15:40 saxo
¢h 1140869080 7: Ab screening: LILII (IAT) (5053) 23/07/2014 15:40 saxo
g 1140869080 7: Autocortrol: {IAT) (5053} 23/07/2014 15:40 saxo
o 1140899320 6: Identification: 11 test cells (IAT) (50... 23/07/2014 11:33 Techno DO108
ch 1140899320 6: DC Screening Il 1gG.C3d.ctl (5056)  23/07/2014 11:33 Techno DO108
1140902160 £ Green, Lima 12/10/1988 [48583]
Edit result

Show result details
Request more !

Figure 111. Selecting Read manually via context menu

It is also possible to select the button Read manually.

B Reading card 5053111111612111124

Pos. | Test Result Sample / Patient | 1 2 3 4 5 E

no res.

DP (Double population)

¥  nores (empty)

Edit reaction comment

Figure 112. Selecting reaction result via context menu

Move the cursor over the appropriate reaction column and select visual interpretation
of the reaction grade from the context menu.

(@ Save the entry with the button Save.
Enter reaction intensities with the numeric keypad Input Reaction
0 0
L
Pos Test | Result Sample / Patient 1 5 3 4 5 6 2 ++
_1 __I & _:11409'021BGGreen.Nma‘12ﬂD/ |
[2 i |- | 1140902160 Green, Ama 1210/ 3 +++
| | 1140902160 Green, Alma *12/10/ ' = —==A 4 e+
o 5 +/-
- 0
+ ++++
d/D DP (mixed field)
Figure 113. ? ? (questionable)
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D The cursor moves automatically to the next entry field.
Save the entry with the button Save.

If the cursor is placed directly over a well, movement to the next entry field is not
automatic.

E e the Result verification view a graphical representation of the reaction strength is
displayed.

I Rasunt varification - Usor Admis

r-um £ sarmg
Sarpe 0e03003 Tt tivm Frocmennd by Addemin
Manual workplace 1 0B/O2/2017 14:30 Veded by
Ab screening: |10 (IAT) (5053) E Vadaed by

S0530.00 00419 127000003

Feemereation

Figure 114.

Further procedure corresponds with in section Changing and Confirming Results on
page 103 described.
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Batch Verification
Batch verification allows to verify multiple similar results in one working step.

As soon as verifiable results exist for a sample, they are displayed under the Batch Verification tab.
Sorting takes place in groups by gel card type, and then by test and single interpretation.

If a device filter has been set in Common Settings, results only from this device or Lab location are
displayed.

I 1H-Com Client - Admin * For demonstration purposes only *

Test Number of | Resul N\
IH-Card ABO Neutral (7403) <l { 2
REV:A1B (74030) Tests:1 0

{F{E\;’ ALB 4030 Tests:1 B @

Admin (99)

Figure 115.

Start batch verification
Gel card type
Name of the processed tests

Interpretation of single tests

a b W N P

Number of processed tests and gel cards used

The interpretation (e.g. AB Screening positive) in this case is only an interpretation of a single test for
display, grouping and sorting. No discrepancy control or alignment with pre-results takes place at this
stage.

Immediately after batch verification an overall interpretation of the sample is initiated which can differ
from the one displayed.

If crossmatches are processed using different tests (e.g. Coombs and NacCl), the interpretation group
all reactions negative may also contain incompatible crossmatches. A modification of the status of
transfusion is only possible under Result Verification of the corresponding sample.
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If no interpretation text is available (e.g. for antibody panels), groups are displayed in this way: all
reactions negative, positive and negative reactions, ? Reactions.

Positive and suspect reaction groups are displayed in multiples, if reaction strengths differ.

A

Select the result group that is to be verified

Open the Result Verification with the button Open Batch Verification.

Under Result Verification results of the selected group are displayed by gel card
number descending.

cranning: LILI {IAT) (5053

1H-1000 02

d1

50530 00.00/17.02/000006
Reaction comment.

42

'E

d2

a3

g4

as

A4 XA

d1

42

1=

d3 A4

as

a6

d1

a2

ﬁll

AhbbbAAA

O |
d1

42

d3 A4

ds

a6

g4

as

ﬁﬁl

a 051 Ab.s ative x
- S —
Sargie. 201 7e0ee Tout e Frocessed by. IH-Result Simulator User
000 (r00ess. O8/02/2017 16:44
Ab sereening |11 (IAT) (5053)
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Figure 116.

o 0o b W N P

Patient and sample data of the corresponding tests
User and testing time of the selected test

Test comment field for the selected test

Reactions of all tests of the selected result group
Context menu

Magnified well of the selected reaction

Accept all displayed reaction within one working step with the button or context

menu Accept all displayed wells.

Reject all displayed reactions with the context menu Reject all displayed

wells.

Modify reaction strengths by using the context menu
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By accepting with the button the next group of results are displayed automatically.

G Eventually enter a comment to the result.

Refer to section Adding Comments to Results on page 123.

k In batch verification, test comments rather than sample comments should be entered.

Sample comments should be entered in result verification.

H “ If all results of the selected group are accepted, save the procedure with Save.
The Result Verification window will be closed and results are registered as
automatically accepted.

Results are then subject to the settings defined in Verification of overall
result for further validation or LIS transfer.

If a result group contains a large amount of samples, only one portion is displayed under Result
Verification. After confirming with Save, the Result Verification opens automatically again for the
following samples of this result group.

If the Result Verification is opened by the button Batch Verification Run, it will be re-opened
automatically for the next result group.
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6.3.9 Changing Interpretation

It is possible to change the blood group interpretation determined by IH-Com.
Example:

When no isoagglutinins are demonstrable in a sample for an elderly patient, IH-Com assesses the result
as discrepant.

A Modify the specified interpretation in the Result window:

[ Resun variication . Usor Lablliser

Fatiort [ sample daty——————————————————————
[Wood, Oliver *01/01/1977 (M)
Sarle 402001 Test e Processed by IH-Result Simwlator User
IH-1000 0300999 DBBJOZ/RONT 1357 Vesed by
Bloodgr +Rev gr A B AB DVA1 B+C o e Kot
(5041+5011) =) a
ot
50110.00.00/17 02/000003 m
Plagction comment.

— T |

I S S ) B o S B |
41 [F7 |43 44 45 ds a

Flast

[_

Figure 117. Result verification window: Changing interpretations

k Interpretations can only be changed for current tests.

Example: An interpretation of a rhesus subgroup cannot be changed, if it originates from a
previous result.

B Comment on your changes in the Sample comment accordingly.

7 If no comment has been entered, a prompt will be displayed.
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ser Labliser

Patiert . samcie dta-
[Wood, Otiver *01/01/1977 (M)
ca02001 Testtme Pro . ™
IH-1000 300999 OB/OR/ 2007 LIST  Vetod by
Eloodgr. +Rev.gr. A B AE VA1 B+C c E e Koll
(5041+5011) =) ™
Arti) Wl
50410.00 0017 02000003
T g1 @2 @3 41 g2 @3
1 " " Bl | s oo MEOM 3

T - T - J =T - TT-1T - -T=1

41 dz 43 g4 4% gs

A

o A v ans FiSragmve || Koo wetedes

)

Pranctpe:  [Cc v [BE [v] DAT

e 0 OET - Ao -

el [ p—— - igon:

A dise has bee
Tdei™™ r—
A discrepancy his been identified
“ e
- RhesusD terpretation: B B not terpretable) (Sebicted vabse: Rh D weak)
0 weak ar [ partal & currently selected. Pisass vorfy the Rhoss-0 resul!

Figure 118. Result verification window: Discrepancy tooltip

7T After the change the overall interpretation is highlighted with an orange
background.

7 The discrepancy tooltip displays the interpretation indicated by IH-Com and the
interpretation selected by the user.

C e |f your selection is not saved, it can be undone with Recalculate Interpretation,
M to restore the interpretation automatically calculated by IH-Com.

D B — P If your selection is to be
You changed the interpretation manually or accepted a discrepant result without first entering a comment! appl'ed i a. Sam ple
A comment must be entered.

See chapter Adding

Comments to Results on

page 123.
E E— B If a comment is entered, a confirmation
Discrepancy: request appears when saving the result.
@ - ABO system (Preresult) (Selected value: 0)
Do you want to save the resultdespite of screpancy? This ensures that a changed interpretation

cannot be saved accidentally.
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£ Audit Trail

Format: year-month-day hour(24-minute-second {user): audit trail text

2014-07-21 10:44:10 (Admin): Reject Bloodgroup: ABO/D+ DAT (DiaClon) (5048)' (sample "1140705440)

2014-07-21 10:44:17 (Admin): Change reaction (sample "11407059440", test Identification: 11 test cells (IAT) (5053)/Panl11)from "¥'to =

2014-07-21 10:44:20 (Admin): Set all reactions on tab 'Cument results’ {cumently 11 are displayed) of sample 1140709440 to "Accepted’

2014-07-21 10:44:25 (Admin): Reject Bloodgroup: ABO/D+ DAT (DiaClon) (5048 (sample "1140705440)

2014-07-21 10:44:42 (Admin): Set all reactions on tab ‘Artibody panels” (curently 11 are displayed) of sample "1140709440 to "Accepted”

2014-07-24 19:04:01 (Labor}: Change interpretation "ABD from "ABO not interpretable Rh D postive AC negative'to "I for sample "1140613670" Wood, O

Figure 119. Audit trail with interpretation history

Each manual change of interpretations can be viewed in the audit trail.

The audit trail can be opened by selecting the button
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6.3.10 Adding Comments to Results
In IH-Com there are several ways to add comments to results.

Comment on a Sample, a Test or a Crossmatch Test

A Select any reaction column and open the input mask via context menu Edit
sample and test comment.

U¥ (Uouble population)

Hem (Hemolysis)

Accept all results for this sample

Reject all

Accept Ab.screening: 1Ll [AT) (5053)
Reject Ab.screening: LI lil (1AT) (5053)

Edit reaction comment

Edit sample and test comment

Figure 120.

Alternatively it is also possible to select the button  beside the comment field
to open the input screen.

B Enter a sample comment (1) and/or a test comment (2).

[Pt/ saie datr

Sarmple
IH- 1000 030915 12073018 1150 Vesbed by

2019071202 Testtme. Frocessed by IH-Result Simulator User
Phenctype Il: C.c.E.e K. cll (DsaClon) (S071)

Hiew sarmcle commert Test commert for: Phanctyce It C.2 E.¢ K ot Miallon) (5071}

o I ® |

Figure 121. Sample comment window: Inserting predefined comments
If predefined comments are saved, they can be inserted with Insert text
block using the context menu.
See how to store predefined comments in chapter Text Modules (Pre-defined
Comments) on page 182.

C Confirm your entry with <OK>.

7T The comments are displayed in a box in the upper right corner of the results
check.

If a crossmatch test has been completed, a crossmatch comment can also be
included.

SI0-RAD

Test comment:
This is a test comment.

Sample comment:
This is as sample comment.

Figure 122.
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Comment on a Single Reaction

A Select the reaction column to be edited.
Open the input window using the Edit reaction comment context menu.

C Insert a text.

Predefined comments can be inserted using the context menu.

Reaction comment to Anti-A

Insert text block

Figure 123. Reaction comment window: Inserting predefined comments

D o Confirm your entry with <OK>.

E Move the cursor over the reaction column.
7T The comment is displayed in the Reaction comment: box.
-Anti-Ae

50051.1111/16.12/111119
Reaction comment:

visually neg.

Figure 124.

F Confirm your comment input with Save.

k It is possible to input comments at any time.
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6.3.11 Sending a Result
Occasionally it is necessary to resend a result to the LIS.

Print results

Print result label

Reject pipetted result

Figure 125.

Retransmit all Results of a Sample
A
Resend the Result of a single Test

A Select the test in the result list.

Select the context menu Send results.

Retransmit Results of Several Patients Simultaneously to the LIS

A
fields.
E7 roread (37) Flroreadza 0 [f  Bwachek(y
[¥] Wood, Oliver “01/01/1977 (M) ~
0815
2017020801 Reject pipetted untl...
2017020802 Select all
Figure 126.
Select the patients to be transmitted.
C Select Send selected results.

Changing and Confirming Results

Select the context menu Send results in the patient list

Activate Show multi select from the context menu.
T A checkbox displays in the patients list between sample number and name

7 The multiple selection in the Results area is automatically closed when the
transfer is completed.
If the results selected for sending are not yet verified, they are sent to the LIS as temporary

k results.
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6.3.12
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Discrepancy Check with previous Results
When the result of a test is available in IH-Com, discrepancy checks will automatically be performed:

« Discrepancy check within the current result

E.g. a + or ++ reaction for blood grouping would be displayed in IH-Com as not interpretable and a
message will be displayed “A discrepancy has been identified”.

See sections Test, Interpretation and Result on page 22 and Confirming Results with Discrepancies
on page 110.

« Discrepancy check with previous results
The current result will be compared with previous results for the same patient or sample.
The comparison with previous results is based upon the following categories:
e blood group and reverse grouping
e RH D including Rh D weak and Rh D partial
e Phenotype including Anti-CDE
e Kell
e each single Antigen incl. Cw and Cellano
e Ab Screening
e DAT
« Autocontrol

It is expected that the current result will be the same as the most recently processed previous result. If
not, this will be identified as discrepant in IH-Com.

For example: Previous result A Negative, current result A Positive would be identified as discrepant in
IH-Com.

Result

Recalculate
Interpretation

ABO: A [v] ass [ [+]

Rhesus-D: |_: Auto ctrl.: v

A discrepancy has been

Figure 127.

If a previous result was not interpretable, this will also be applied during the discrepancy checking.

If a test is rejected or a sample marked as a suspect result, it will not be applied during the discrepancy
check.
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D Weak and D Partial results must be set manually in result verification to be applied as previous
results. When a test for the same sample or patient is later processed for Rh D, a warning message
appears before result verification is opened:

A discrepancy has been identified B810-RAD

e

- Rhesus-D system (Automatic interpretation: Rh D not interpretable) (Selected value: Rh D weak)
/'\ - Discrepandes between wells detected: Anti-D VI-, Anti-D VI-
.

D weak or D partial is currently selected. Please verify the Rhesus-D result!

If only a part of a result category is defined in a test, the whole category is saved as a current result.
Example: ccee is defined as a pre-result, current testing is only for Anti-c. The entire phenotype is
applied as the previous result even though Anti-e has not been tested.

Figure 128.

When a sample or patient has been tested previously for one of the result categories but the current
test does not include this category, the result will be displayed with a superscript 1 in the interpretation.

Consulted for plausibility check / as pre-result

Within 24 hours Results without patient data for a sample Later on results for this sample number are
determined as a new sample.

Within 72 hours Ab-Screening tests, DAT, Autocontrol
This time period can be changed by your Bio-Rad service representative.

Permanently Results with patient data (except Ab-Screening tests, DAT and autocontrol) for all sample
numbers.

Examples

Test Current result Interpretation

Example 1

ABO/D A D+ A D+

ABO/D B D+ ? D+, manually change to B

ABO/D B D+ B D+

ABO/D B D+ B D+, manually changed to Dweak

ABO/D B D+ B Dweak

ABO/D B D+ B Dweak

ABO/D B D- B Dweak

Example 2

ABO/D A D+ A D+

Rh D CcEe Al D+! CcEe

DAT DAT+ Al D+! CcEe! DAT+

Anti-c c+ Al D+! CcEe

Anti-c c? AlD+! RhF n.i.

DAT DAT+ Al D+1 RhF n.i.l DAT+

Anti-c c+ Al D+1 RhF n.i.

Each line corresponds to a new sample number.
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6.3.13 Excluding Results from Pre-Result Check
Sometimes an already verified or validated result should not be no longer be used as a pre-result.

User rights 60 are required for excluding results from the pre-result check.

Exclusion of pre-results must be performed with careful consideration in order to avoid
missed discrepancies.

A Select the test of a sample
Figure 129.

B Select the context menu Suspect result (No longer used as a previous
result).

All tests of the sample are set to suspect and are not consulted for a
discrepancy check for not yet verified samples and future tests

User rights of level 50 are sufficient for this procedure.

The interpretation of the as suspect specified sample remains under Result
details for traceability

C To deactivate this specification, reselect Suspect result (No longer used as a
previous result).

Figure 130.
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