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We offer Solutions to improve
the efficiency of clinical
laboratories

Based on

Standardized Software and
Customized Services and Support to
meet specific customer requirements
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Group Global Coverage - Local Delivery

Over 850 Sites Using

CliniSys’ Solutions

200 Dedicated
Healthcare IT Professionals

N T,

Supporting 100,000
Healthcare Professionals W—
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Clinisys : Pan-European Group

* Development Centre:
* Chertsey(Clinisys)
" Glasgow(Clinisys)
" Gent (MIPS)

= Sales and Support Offices:
" Clinisys
" Glasgow (Scotland)
" Chertsey (England)
= MIPS
" Gent (Belgium)
" Hamburg (Germany)

= Paris (France)
" Madrid (Spain)

CLINISYS
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MIPS products

" Glims Laboratory information system (LIS)
" Samplenet Data manager
" Cyberiab Result consultation via Intranet /

Internet and electronic order entry

= Drivers Interface with IVD MD and HIS

" Archie XML Archiving

CLINISYS
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Specialised in large complex IT-solutions for
clinical laboratries

Connection with hospital
information system Direct bidirectional connections

I
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Cyberlab

" Web based Result consulting and Order entry system

= Real-time result consultation for wards /outpatient clinics/GP
* Electronic order entry for wards / outpatient clinics / GP

" Reporting management

= (Can be interfaced with any LIS

= (Can be integrated in an EPR

= Better interaction between the lab and its end users

= PBetter service for hospital

CLINISYS
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Specialised in large complex IT-solutions for

clinical laboratories

Connection with hospital
information system

Direct bidirectional connections

with analyzers

Remote result consultation @ <«

; Drivers

Data Manager or Concentrators

\ /
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GLIMS covers following labs:

" Biochemistry

" Toxicology

" Immunology

" Blood transfusion

" Epidemiology

" HLA / Histocompatability

" Microbiology
* Bacteriology — Parasitology — Serology - Virology

" Hematology and coagulation
" Anticoagulants treatments
" Immuno-hematology

" Statistics :
% " Microbiology - Activity - Financial -Blood transfusion - Histology

CLINISYS
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= Market leader in Netherlands (50+) and Belgium (90+)
* Pre-configured solution for Partezis, 22 hospitals in Belgium

* Rapid growth in France (50+) and Spain

* France: Deploying standard solution to 15 hospitals in AP-HP group in Paris -
centrally hosted

= Spain : bioMérieux distribute pre-configured microbiology solution

= 20 years history of successful deployment
= 200 pathology specialists
= 400+ LIMS installations in 10 countries

" Scaleable solutions ran%ing from small private lab through to large,
complex, multi-site pathology network

" Multi-lingual solutions

CLINISYS
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LIS Market Share in Mature Markets
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Specialised in large complex IT-solutions for

clinical laboratories

Remote result consultation @ —

‘

Remote order = ‘:I <
entry E

www.mips.b

Connection with hospital

information system Direct bidirectional connections
with analyzers

; Drivers

Data Manager or Concentrators

Laboratory clients

CLINISYS


http://www.idautomation.com/idlabel/intermecC4.jpg
http://www.idautomation.com/idlabel/intermecC4.jpg

I I S EXPERTS IN HEALTHCARE IT .
www.mips.b

Drivers

" More then 250 different analyzers are currently in use
with Glims.

= Qver thec}/ears, in total 600 analyzers have been
interfaced with Glims.

= GLIMS is able to communicate with several hospital
information systems simultaneously to support
laboratories servicing several hospitals.

* The standards supported include HL7, HL7-XML, HPRIM,
LDT, ASTM, XML,CPAGE and Edifact

CLINISYS
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MIPS product development process
" Pro-active : Defect prevention
* Development process includes
= Safety risk management process
" Re-active : Defect correction @
" Verification : Did we make it right ?

" Guided by IVD MD FDA and ISO regulations
" Validation : Did we make the right thing ?

" Multiple reviews

CLINISYS
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DP: Safety risk management process

" An effective risk management program encourages
a defect prevention mindset

" Safety risk management can prevent safety related
problems

" Safety risk management provides a basis for
defining different levels of test and review

* Safety risk management encourages defensive
design practices

" Safety risk management reduces civil liability as
= well as satisfies regulatory requirements sy
- o
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DP: Safety risk management process
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1. Risk Formal analysis methods (FMEA and FTA)
Analysis Regulatory standards compliance
Historical analyses

~

] Evaluate severity
2. R'S_k Define safety requirement
Evaluation Assign probability
\ Evaluate residual risk
LN

Define controls and ]
perform residual risk 3. Risk
evaluation Control
\*
Review adequacy of safety 4. Post
for changes and defects Production
Information

CLINISYS
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MIPS product development process
" Pro-active : Defect prevention
* Development process includes
= Safety risk management process
" Re-active : Defect correction @
" Verification : Did we make it right ?

" Guided by IVD MD FDA and ISO regulations
" Validation : Did we make the right thing ?

" Multiple reviews
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Defect prevention: Multiple reviews

www.mips.b

SW modification life cycle

PEduckeeginigor ARANSL PERIMAE: Codadraingnt: TeRlsEr D9gHRRIRE: URsg9eda
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MIPS product development process
" Pro-active : Defect prevention
* Development process includes
= Safety risk management process
" Re-active : Defect correction @
" Verification : Did we make it right ?

" Guided by IVD MD FDA and ISO regulations
" Validation : Did we make the right thing ?

" Multiple reviews
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DC: Verification and Validation process

RoadMap

www.mips.b

End Integration
Testing )

Beta
Release /

Start Beta Testing

Beta Test
Scenarios

End Beta Testing
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DC: Verification — unit testing process
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DC: Verification -integration testing process
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DC: Verification -integration testing
process

www.mips.b

" Verification and Validation process :
* How ? Structured Testing
= Lifecycle of Structured Testing: LST (tmap)
* Planning & Control
* Preparation
* Specification
= Execution
* Completion

CLINISYS
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Test Preparation

= MIA: Modification and Incidents Logs
= SSD (Software Specification Document)

See f/hyperion/home/orifylims/anlz/7.6:
Code is almost same as in 8.0
7.6 will also contain 2 new sources: wlst chd.p and wlst sds.p, based on the versions in v6.0 and called with same arguments
from stn_ing.p, but with different implementation (since station mark in version < 8 was by means of station mnemonic, in
version 8.0 it is by station id)
Rssigrment changed to 'SDL'
LIMS Assignment
GLIMS_ Hotes: [See //hyperionshome ari/gims/artz/7 6 = ncident
GLIMS (Code is almost same as in OEDE123
e 76 wil eo conta 2 new souces: wh_chd.p and it _sck.p, basedon [y]
Internal i Companys | Project [Effective tme___[Auther
Anuncement date;[07/08/2006 Edemalid[7 08/06/2006 1022 8w SOL 7
03/08/2006 14:42 OR soL 7
Cortact [van Leeuwen Jeroen 870872006 1443/ .
‘Shot description: [ Onderstening downloadgioep op cancentrator nivo 09/08/2006 16:02
L Klart wi graag met ‘gaan weiken i 10/08/2006 1527 | Main page |Sieatt |
21/08/2008 1042
24/08/2006 0347 Incident:
Product: kit Kit wersion: [7.03 fiﬁﬁiﬁﬁﬂ?léiﬁ Effective time:
oy e Curent assigrment: RST80T Aulhor
Cause [? Status: Status date: | 05/03/2007 1101 | Esternal author company
I Preventive (06/03/2007 1256 Estemal authar name
05/03/2007 15:23 .
05/03/2007 1513 Heve
THodfication 0B/03/2007 17:11 Assignment
GLIMS_ANLZ-00522 14/03/2007 1137 Intermal nctes: |- Sowieso via ofterte heb ik de indik l:! \l
nUTOM 1478 Lo el sodnal i "
Internal notes
| Sowieso via offerte heb ik de indruk =]
- Ik kan het verhaal niet genoeg volgem om cen intelligent advies te geven. Misschien moet @it cens met paar mensen grondiy
worden doorgesproken.
LIS A -
4 a: t changed to 'OR'
Sl pag [RSioment changed to =
e
View Depreap |
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Test Specification

* Test Case Specification Document

* Test Cases (if applicable)
* Pre-condition
* Test case
* Expected result

* Test Data (if applicable)

* Test System Requirement (if applicable)
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150 9001
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;
HEADER

Modification GLIME-04307 is tested on:

Test
Glims v 7.5.4 dev enviormmert (eindowes + oracle f Progress Connection): Dhatch version

Wenfication (repraoduction of mciderd))
Glims + 7.5.3 dev envirormmert (windowes + oracle f Progress Connection): Dhatch version

TEST REPCORT: Delta afthis Maodification will be PASSED based on following testmgz.

## DEFECT OF, EEMARES

JE
# TEST CASES

The following test cases verify if the comect sequence of Pre-Commi trigger execdion
and the EMFTY OFDEER CHECK in case of empty orders creation.

HCONFIGURATION
PRE_COMMIT#]L: (Pre-Conunit Trgger)

"Dt 15 de Pre Comuntt Trizger");
FETURN Eilli ;

HOASES

IF g empty ORDER 15 created

AND PEE_COMMIT#] is specified as pre-corunt trigger
THEN PRE_COMMIT#] is executed

AND after the EMPTY OFDER CHECE is executed

IF OFDEER is arsated with 1 or more requests

AND PEE_COMMIT#] is specified as pre-corunt trigger
THEHW PRE_COMMIT#] is executed

AND after the EMPTY ORDER CHECE is HOT execdted
AND that ORDEE 15 correctly areated.

HEETEST LOG

Mew data created according test configuration

CLINISYS
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Test Execution (1)

Test Case Specification document executed and logged in MIA
icl. attachments) > Traceability

1WA ips Internal Application

E] MIA - Mips Internal Application
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Test Execution (2)
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Test Control

" Test Progress Reporting
" Formal Test Plan and Report (if applicable)

[prac_Mnemonic]cLius ]ktvs_Label]7.8 0]

Count of mdfc_Internalld
Count Count of Modfication intemal id — =
70 Wd=] status [~ | Total status group |~ Total Drop Page Fields Here
o 1 Committed 371 el
9[Final Review Discontinued 48 ota
50 10[Committed £ Finalization 51
Discontinued 4 Grand Total a7
Grand Total a7
0 f,\ Count of Modiicatior]
Crop Data Ttems Here
= . Modification statugy
Status_general = 9%, S
40 — @ Committed
—+—1.HOLD 10% mDiscontinued
—=—2 DEVELOPMENT v OFinalization
%
3 TEST -
30 [ Drop Page Fields Here
4. FINALIZATION

e} o
20

10 GCount of Modification int:
\ 10% statuz
0 s Modification statu{<’
e (e [ o fes [ s [ o o fom o fom oo fom fm oo fom oo fom (oo oo fom oo fom (oo oo fom fom oo (o2 oo fom fom (oo (o2 oo [om [ |2 | 10% 8 Documentation
siclolelslzclzee|lZiEEl2EEEEIzEIEEEcEEE S EEEEEEEEESIEEE SR i
Sslolololale|olelalelelelelaleielaialelalalelelelalalelalelaclelelelalelaalale]le — m9 Final oviny
[0 || | | o | o 1o [ |8 | | o | | o | o | o | |9 | B | | o o | | | [ B [ 30% % 10 comzz |
L L o Lo L el o I o o e el Sl Bl Dl Bl Dl Bl Bl Sl Bl el Bl Bl Bl il Sl Bl Bl B Bl Bl Es [ E N o Y B £V (o o (Y MBSV o) o OmimiTTe
cEEEEEERERERERREEERERERRREREREEEERERERIREREREE D11 Discontinued
el |l@ERREIEEREEEEEEIFEIEEE SEIEEIEEEIESEEEEEE S EE SIS
SISIERIZITIREIZ SERISEEBEEIZRIZEERRIERIKIZIRIE R SIEZIEEISEEIZEEIZ
December January February
2007 2008

CLINISYS




I I S EXPERTS IN HEALTHCARE IT .
www.mips.b

MIPS product development process
" Pro-active : Defect prevention
* Development process includes
= Safety risk management process
" Re-active : Defect correction @
" Verification : Did we make it right ?

" Guided by IVD MD FDA and ISO regulations
" Validation : Did we make the right thing ?

" Multiple reviews
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Beta Test

DC: Validation process - Qustomer level

www.mips.b

.......
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Certification and audits

= External audits:
= ISO 9001 certified by ISOQAR
* Scope: Development, deployment, sales and support
= MIPS Gent and MIPS France
= Astrazenica - bioMérieux

= Internal audits

" Procedure in place that defines who should do
what in case of a major defect in the field

= Customers
= Corrective measures
Undo the mistake
* Preventive measures

Work-around
Install new version

www.mips.b

ISOQAR

QUALITY
ASSURED

ISO 9001

6423
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Conclusions

" By improving on a continuous basis it's
= People
" Processes
" Products

MIPS tries to prevent any defects in his SW products

" “You get what you inspect, not what you expect...”
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