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I- INTRODUCTION

Clinical Laboratories are encouraged by regulatory and accreditation organizations to participate in Interlaboratory Comparison
Surveys (Proficiency Testing) for the assessment of the analytical performance of their in vitro diagnostic analyzers (1SO/CEI
43-1 guide).

To help laboratories participate in this quality process, HORIBA Medical enhances the service:

Quality Control Program

ABX Quality Control Program or QCP is an Online Interlaboratory Comparison Program dedicated to all Hematology & Clinical
Chemistry analyzers of HORIBA Medical.

By submitting Internal Quality Control results online to QCP, a participating laboratory can obtain real time peer group statistical
reports.

IMPORTANT

- Participation in QCP requires the exclusive use of HORIBA Medical instruments, reagents and control products

- For enrollment fees and conditions of participation, please contact your Local Representative




11- QCP INSTRUMENTS, CONTROL PRODUCTS AND PEER GROUPS

11-1- HEMATOLOGY INSTRUMENTS & CONTROL PRODUCTS

The following hematology instruments and control products are offered in QCP:

+ INSTRUMENTS and CONTROLS

Control Products

ABX Pentra 120
series

ABX Pentra 80
series

ABX Pentra 60
series

ABX Micros series

ABX Difftrol

ABX Minotrol 16
ABX Minotrol CRP
ABX Minotrol Retic

ABX Erytrol

Pentra DX Nexus

Pentra XLR

ABX Pentra 60C+

ABX Micros ABC Vet

ABX Pentra DX120

ABX Pentra XL80

ABX Pentra 60

ABX Micros 45

Pentra DF Nexus

ABX Pentra 80

Pentra ES 60

ABX Micros 60

ABX Pentra DF120

Pentra MS 60

ABX Micros CRP

ABX Pentra 120 Retic

ABX Micros CRP 200

ABX Pentra 120

ABX Micros ES60

ABX Micros ESV

Microsemi CRP

Pentra MS CRP




11-2- HEMATOLOGY PEER GROUPS

QCP uses 10 Hematology peer groups for statistical reports:

Each group is constituted of different instruments of the same Series and same Product Control.

It is an important point, because there is no comparison possible between instruments of a different Series or Control Product.

Hematology product Controls

ABX ABX Minotrol
Series Hematology ABX Minotrol Retic ABX Erytrol
Instruments | ABX Difftrol | Minotrol 16 CRP
3 Levels
3 Levels 3 Levels 3 Levels 3 Levels
ABX Pentra
120
ABX Pentra Difftrol - Minotrol 16
DF120 Pentra 120 | -Pentra 120
Pentra DF DX,DF DX,DF
ABX Pentra Nexus Pentra Pentra
120 ABX Pentra DX,DF DX,DF
120 Retic Nexus Nexus Minotrol
Pentra DX Group Group Retic Erytrol
Nexus Pentra 120 Pentra 120
retic,DX DX, Pentra
ABX Pentra Pentra DX DX Nexus
DX 120 Nexus,Pentra Group
Pentra XLR XLR
Difftrol - Minotrol 16 Group
ABX Pentra Pentra 80, - Pentra 80,
80 ABX Pentra | )80 XLR | XL80,XLR
XL80 Group Group
ABX Pentra
80
ABX Pentra Difftrol - Minotrol 16
60C+ ABX Pentra - ABX
ABX Pentra 60, 60C+, Pentra 60,
ABX Pentra 60 Pentra 60C+,
60 Pentra ES60 ES60 Pentra
Group ES60
Pentra MS60 Group
ABX Micros
ABC Vet
ABX Micros
45
ABX Micros
ES60
ABX Micros
ABX Micros ESV
ABX Micros Minotrol 16
CRP 200 - Micros
ABX Micros series
60 analyzers
ABX Micros Group
CRP Minotrol
Microsemi CRP
CRP Group
Pentra MS
CRP

11-3- HEMATOLOGY PARAMETERS




Hematology Control Product: ABX Difftrol
Ex. : Lot PX034

Hematology Instrument

Hematology Parameters

Abbreviation Description Units
) 10%mm?
WBC White Blood Cells 10%L
10%/mm?® 10™%/L
RBC Red Blood Cells 105/pL
g/dL
HGB Hemoglobin g/L
mmol/L
. %
HCT Hematocrit
L/L
3
m
MCV Mean Corpuscular Volume :_
MCH Mean Corpuscular Hemoglobin fng’]\ol
ABX Pentra 60
ABX Pentra 60 C+ o/dL
MCHC Mean Corpuscular Hemoglobin Concentration g/L
ABX Pentra ES 60 mmol/L
Pentra MS 60
Pentra MS CRP RDW Red Cell Distribution Width %
Pentra XLR PLT Platelets 10%mm?® 10%/L
ABX Pentra 80
3
m
ABX Pentra XL80 MPV Mean Platelet Volume :_
Pentra DX Nexus
LYM % Lymphocytes Percentage %
Pentra DF Nexus
ABX Pentra DX120
ABX Pentra DE120 LYM # Lymphocytes Absolute Number #
ABX Pentra 120
ABX Pentra 120 Retic MON % Monocytes Percentage %
MON # Monocytes Absolute Number #
NEU % Neutrophils Percentage %
NEU # Neutrophils Absolute Number #
EOS % Eosinophils Percentage %
EOS # Eosinophils Absolute Number #
BAS % Basophils Percentage %
BAS # Basophils Absolute Number #




Hematology Control Product : ABX Minotrol 16

: Lot MX034

Hematology Instrument

Hematology Parameters

Abbreviation Description Units
ABX Micros ABC Vet WBC White Blood Cell 10%/mm?
. ite Blood Cells
ABX Micros 45 10°L
ABX Micros 60 10%/mm?®
ABX Micros CRP RBC Red Blood Cells lOZ/L
ABX Micros CRP 200 107/pL
ABX Micros ES60 g/dL
ABX Micros ESV HGB Hemoglobin g/L
Microsemi CRP mmol/L
. %
HCT Hematocrit
ABX Pentra 60 * L/L
ABX Pentra 60 C+ * m?
MCV Mean Corpuscular Volume H
ABX Pentra ES 60 fL
Pentra MS 60 lar H lobi Pg
Pentra MS CRP MCH Mean Corpuscular Hemoglobin fmol
g/dL
Pentra XLR MCHC Mean Corpuscular Hemoglobin Concentration g/L
ABX Pentra 80 * mmol/L
ABX Pentra XL80 *
RDW Red Cell Distribution Width %
Pentra DX Nexus
10%/mm?®
Pentra DF Nexus PLT Platelets 10°/L
ABX Pentra DX120 *
ABX Pentra DF120 *
ABX Pentra 120 *
3
; m
ABX Pentra 120 Retic * MPV Mean Platelet Volume :_

* CBC parameters only




Hematology Control Product : ABX Minotrol CRP

: Lot MC014

Hematology Instrument

Hematology Parameters

Abbreviation Description Units
. 10%/mm?3
WBC White Blood Cells 10%L
10%/mm® 10"%/L
RBC Red Blood Cells 10/pL
g/dL
HGB Hemoglobin g/L
mmol/L
. %
HCT Hematocrit
L/L
pm?
MCV Mean Corpuscular Volume fL
. pg
MCH Mean Corpuscular Hemoglobin
fmol
ABX Micros ABC Vet g/dL
ABX Micros 45 MCHC Mean Corpuscular Hemoglobin Concentration | g/L
ABX Micros 60 mmol/L
ABX Micros CRP
ABX Micros CRP 200 RDW Red Cell Distribution Width %
ABX Micros ES60
ABX Micros ESV PLT Platelets 10%mm® 10%/L
Microsemi CRP
pm?
Pentra MS CRP MPV Mean Platelet Volume L
LYM % Lymphocytes Percentage %
LYM # Lymphocytes Absolute Number #
MON % Monocytes Percentage %
MON # Monocytes Absolute Number #
GRA % Granulocytes Percentage %
GRA # Granulocytes Absolute Number #
. . mg/dL
CRP C Reactive Protein

mg/L




Hematology Control Product : ABX Minotrol Retic

Ex. : Lot RX034

Hematology Parameters
Hematology Instrument
Abbreviation Description Units
RETIC % Reticulocyte Percentage %
iculocyte Absolute Numb #
Pentra DX Nexus RETIC # Reticulocyte Absolute Number 10%/pL
ABX Pentra DX120
ABX Pentra 120 Retic MFI Mean Fluorescence Index %
Pentra XLR
RBC Red Blood Cells 10%/uL
Number of channels of the maxi. peak of
PIC the mature RBC Chan
Hematology Control Product : ABX Erytrol
Ex. : Lot NX034
Hematology Parameters
Hematology Instrument
Abbreviation Abbreviation Units
) 10%mm?
WBC White Blood Cells 109/L
. 10%/mm?3
CWBC Corrected White Blood Cells 10%/L
Pentra DX Nexus
ABX Pentra DX120
ERB % Erythroblast Percentage %
ERB # Erythroblast Absolute Number #
ESR - (With temperature correction)
Hematology Parameters
Hematology Instrument
Abbreviation Abbreviation Units
Auto compact StaRRsed
Inversa 24 ML SR (VS) Sedimentation rate mm/h




11-4- CLINICAL CHEMISTRY INSTRUMENT & CONTROL PRODUCTS

The following clinical chemistry instrument and control products are offered in QCP:

+ INSTRUMENT

ABX Pentra 400 / Pentra C400 / Pentra C200

+ CONTROL PRODUCTS

ABX Pentra N Control

ABX Pentra P Control

ABX Pentra Urine Control

ABX Pentra Immuno | Control
ABX Pentra Immuno Il Control
ABX Pentra CK Control

ABX Pentra Low CRP Control
ABX Pentra Micro ALB control L/H
. ABX Pentra Protein Control

10. ABX Pentra CO2 Control

11. CO2 Control (USA only)

©CeNoGOr~WdRE



11-5- CLINICAL CHEMISTRY PEER GROUPS

QCP uses 10 Clinical Chemistry peer groups for statistical reports:

Clinical Chemistry Instrument

Clinical Chemistry Controls Levels ABX Pentra 400 / pentra C400 / pentra C 200
ABX Pentra N Control None

N/P Control
ABX Pentra P Control None
ABX Pentra Urine Control Low / High Urine Control
ABX Pentra Immuno | Control Low / High Immuno I Control
ABX Pentra Immuno 1 Control Low / High Immuno 11 Control
ABX Pentra CK Control None CK Control
ABX Pentra Low CRP Control None Low CRP Control
ABX Pentra Micro-Albumin Control Low / High Micro ALB Control
ABX Pentra Protein Control Low / High Protein Control
ABX Pentra CO2 Control None oz cemirel
CO2 Control (USA only) Levell / Level2 CO2 Control

11



11-6- CLINICAL CHEMISTRY PARAMETERS

ABX Pentra N Control & ABX Pentra P Control
Parameters - 1/2
QCP Code Methodology Signification Units
umol/L
ALB Bromocresol green Albumin g/L
g/dL
ALP IFCC Alkaline Phosphatase UL
a P pkat/L
IFCC UL
ALT (UV without pyridoxal Alanine Aminotransferase
pkat/L
phosphate)
u/L
AMY EPS-G7 Amylase ukat/L
IFCC UL
AST (UV without pyridoxal Aspartate Aminotransferase
pkat/L
phosphate)
BUN GLDH (UV technique) Blood Urea Nitrogen mmol/L
echnique ood Urea g mg/dL
mmol/L
. mg/dL
CA OCP Calcium mEQ/L (mval/L)
g/L
mmol/L
. mg/dL
CA-AS Arsenazo Calcium arsenazo mEQ/L (mval/L)
umol/L
CREA-ENZ E tic creatini E tic creatinin mg/L
- nzymatic creatinine nzymatic creatinine ma/dL
mmol/L
umol/L
. . L mg/L
CREA_RB Jaffe/Alkaline Picrate Creatinine jaffe rate blank ma/dL
mmol/L
umol/L
CREA3 Jaffe/Alkaline Picrat Creatinine Jaff mg/L
affe/Alkaline Picrate reatinine Jaffe ma/dL
mmol/L
mmol/L
CHOL SRM909 | Chol.Esterase/Oxidase Cholesterol g/L
mg/dL
mmol/L
CHOL AK Chol.Esterase/Oxidase Cholesterol Abell-Kendal ?r{;/dL
. . u/L
CK IFCC/DGKC Creatine Kinase
pkat/L
mmol/L
CI-E Direct Potentiometry Chloride mg/dL
mEg/L (mval/L)
umol/L
DBIL DCA Direct Bilirubin mg/L
mg/dL
umol/L
FE Ferene Iron mg/L
pg/dL
SZASZ Carboxilated u/L
GGT substrate Gamma Glutamyltransferase ukat/L

12



ABX Pentra N Control & ABX Pentra P Control

Parameters - 2/2

QCP Code

Methodology

Signification

Units

GLUK

Hexokinase

Glucose Hexokinase

mmol/L
g/L
mg/dL

GLUP

Trinder

Glucose PAP

mmol/L
g/L
mg/dL

HDL

Polyanions/Detergent

HDL Cholesterol, Direct

mmol/L
g/L
mg/dL

K-E

Direct Potentiometry

Potassium

mmol/L
mg/dL
mEg/L (mval/L)

LACT

Lactate oxidase /
Peroxidase

Lactic Acid

mmol/L
mg/L
mg/dL

LDH DGKC

DGKC

Lactate Dehydrogenase DGKC

u/L
pkat/L

LDH IFCC

IFCC

Lactate Dehydrogenase IFCC

u/L
pkat/L

LDL

Detergent/
Chol.Esterase/ Oxidase

LDL Cholesterol, Direct

mmol/L
g/L
mg/dL

LIP

Colorimetric

Lipase

u/L
pkat/L

MG

Xylidyl Blue

Magnesium

mmol/L

mg/dL

mEg/L (mval/L)
g/L

Na-E

Direct Potentiometry

Sodium

mmol/L
mg/dL
mEg/L (mval/L)

PHOS

Ammonium Molybdate
uv

Phosphorus

mmol/L
mg/L
mg/dL
g/L

TBIL

DCA

Total Bilirubin

pmol/L
mg/L
mg/dL

TP100

Biuret

Total Protein CP

g/L
g/dL

TP300

Biuret

Total Protein CP

g/L
g/dL

TRIG

PAP

Triglycerides

mmol/L
g/L
mg/dL

UA

Uricase/Peroxidase

Uric Acid

pmol/L
mg/L
mg/dL

UREA

GLDH (UV technique)

Urea

mmol/L
g/L
mg/dL
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ABX Pentra Urine Control Parameters

QCP Code

Methodology

Signification

Units

AMY

EPS-G7

Amylase

u/L
pkat/L

CA-OCP

OocP

Calcium

mmol/L

mg/dL

mEg/L (mval/L)
g/L

CREA-ENZ

Enzymatic creatinine

Creatinine enzymatic

pmol/L
mg/L
mg/dL
mmol/L

GLUP

Trinder

Glucose PAP

mmol/L
g/L
mg/dL

PHOS

Ammonium Molybdate
uv

Phosphorus

mmol/L
mg/L
mg/dL
g/L

TPU

Pyrogalol red

Urinary Proteins

g/L
mg/L
mg/dL

UREA

GLDH (UV technique)

Urea

mmol/L
g/L
mg/dL

UA

Uricase/Peroxidase

Uric Acid

pmol/L
mg/L
mg/dL

CA-AS

Arsenazo

Calcium arsenazo

mmol/L
mg/dL
mEg/L (mval/L)

CHOL AK

Chol. Esterase/oxydase

Cholesterol Abell-Kendal

mmol/L
g/L
mg/dL
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ABX Pentra Immuno | Control

QCP Code Methodology Signification Units
mg/L
CRP 2 Latex TIA C - Reactive Protein mg/dL
RF Latex TIA Rheumatoid Factor 1u/mL
ASO Latex TIA Anti - Streptolysin O 1U/mL
ABX Pentra Immuno Il Control
QCP Code Methodology Signification Units
ng/mL
MYO Latex TIA Myoglobin pg/L
pg/dL
ng/mL
FERR Latex TIA Ferritin ug/dL
ABX Pentra CK Control
QCP Code Methodology Signification Units
- . u/L
CK IFCC/DGKC Creatinine Kinase NAC
pkat/L
CK-MB Immunology method Creatinine Kinase MB unL
pkat/L
ABX Pentra Low CRP Control
QCP Code Methodology Signification Units
CRP 2 Latex TIA C — Reactive Protein mg/L
ABX Pentra Micro — Albumin Control
QCP Code Methodology Signification Units
M ALB . . mg/L
AlbT-U TIA Micro-Albumin mg/dL
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ABX Pentra Protein Control

QCP Code Methodology Signification Units
. g/L
ALB 2 TIA Albumin g/dL
ABX Pentra CO2 Control

QCP Code Methodology Signification Units

C0o2 UV Enzymatic Bicarbonate mmol/L
CO2 Control (USA only)

QCP Code Methodology Signification Units

CO2-Us UV Enzymatic Bicarbonate mmol/L

16



I11- HOW TO USE QCP

111-1- WEBSITE ADDRESS

To use QCP go to the following internet address:

http://qcp.horiba-abx.com

Contextual Help for each page is also available online by clicking QCP Help in the upper right of the page.

HORI BA Quality Control Program

Medical

Sign In = Enroll = Submit Inquiry = Brochure = FAG = GCP Help

= Sign In Select Language English ¥

Online Interlaboratory Comparison
The Quality Control Program of HORIBA Medical

Email

Password
for all HORIBA Medical Hematology & Clinical Chemistry analyzers.

- «  Submit Internal Quality Control results online.
Sign In s Evaluate analyzer accuracy and precision.

T « (Obtain realtime peer group statistical reports from QCF.
nroll===

Forgot your password?===

This website supports the current and previous version of the following
prowsers: Firefox, Internet Explorer and Safari{Macintosh). More infos=»=

e

17




I111-2- SIGN IN

+ |If you have already enrolled in QCP or have received an email saying you are enrolled, enter your email and password, and
click SIGN IN or press ENTER.

You will be able to submit results for your registered instruments and view your statistical reports as soon as your instrument(s)
have been activated by HORIBA Medical.

HORI BA Quality Control Program

Medical
Sign In = Enroll - Submit Inquiry - Brochure = FAQ - QCF Help

SelectLanguage English

> Signin

Online Interlaboratory Comparison
The Quality Control Program of HORIBA WMedical

Email
paris_laboratory@outiook.fr
Password

for all HORIBA Wedical Hematology & Clinical Chemistry analyzers.

» 3ubmit Internal Quality Control results online.

- sign In + Evaluate analyzer accuracy and precision.
. « Obtain real time peer group statistical reports from QCP.
nroll===

Forgot your password ?==>

This website supports the current and previous version of the following
browsers: Firefox, Internet Explorer and Safari(Macintosh). More infos=>

oy

Dr Jacques Meyer
Hospital Pitie-Salpetriere- FRO00099

HORI BA Quality Control Program
paris_laboratory@outlook. fr

Medical
Home = Submit Inquiry = Brochure - FAQ = QCP Help

Users = Instruments = Reports = Detail Data = Summary Data = Sign Qut
Select Language English

Welcome to QCP Dr Jacques Meyer!

HORIBA
Medical Quality

Control
Program

Online Interlaboratory Comparison
The Quality Control Program of HORIBA Medical

for all HORIBA Medical Hematology & Clinical Chemistry analyzers.

+ Submit Internal Quality Control results online.

» Evaluate analyzer accuracy and precision.
+ Obtain real time peer group statistical reports from QCP.

This website supporis the current and previous version of the following
browsers: Firefox, Internet Explorer and Safari(Macintosh). More info>=>

e




111-3- ENROLL

4+ First time QCP users will need to register an email address and password by clicking ENROLL.

HORI B A Quality Control Program

Medical

Sign In = Enroll = Submit Inquiry = Brochure - FAQ - QCP Help

SelectLanguage English

= 3ignIn

Online Interlaboratory Comparison
The Quality Control Program of HORIBA Medical

Email

Password
for all HORIBA Medical Hematology & Clinical Chemistry analyzers.

- + Submit Internal Guality Control results online.
Iﬂl « Evaluate analyzer accuracy and precision.

- Enroll « Optain real time peer group statistical reports from QCP.
nrol===

Forgot your password ?==>

This website supports the current and previous version of the following
browsers: Firefox, Internet Explorer and Safari{fMacintosh). More info=>>

IMPORTANT

According to your location, you may have been enrolled by your local HORIBA Medical Representative.
For more information, please contact your local HORIBA Medical Representative.

On the ENROLL page, complete the online form for your laboratory.
To move from one field to another you can use the TAB key.

The bold fields are required fields.

Click on View HORIBA Medical Terms and Conditions to read about the terms and conditions.

Before clicking SUBMIT, you will have to check: “I accept the Terms and Conditions”
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HORIBA

Medical

> Sign In > Enroll

Quality Control Program

Sign In - Enroll - Subwmit Inquiry - Brochure - FAQ - QCP Help

SelectLanguage English

Email paris_laboratory@outlo
Password sssse
Retype Password sss
Customer Number FR000099
Salutation Dr
First Name Jacques
Last Name KLleyer
Title / Position

Institution or

Institution Hospital Pitie-Salpetriel or Laboratory name

Department
Address

City Paris
State / Province
Postal Code 75011
Country France v
Telephone 0142160000
Fax
Comment

View HORIBA Medical Terms and Conditions
¢ | acceptthe Terms and Conditions.

Submit

HORIBA Medical® 2008.

IMPORTANT

According to your location, you may have been enrolled by your local HORIBA Medical Representative.
For more information, please contact your local HORIBA Medical Representative.

NOTE

= The person who registers the information in the ENROLL page, or, the person who has been enrolled by the local HORIBA
Medical Representative will be identified by QCP as the MAIN USER [see 111-9 MAIN USER & USERS]. In this example, Dr

Jacques Meyer is the MAIN USER.

= Registration information can be updated by the MAIN USER at any time on the USERS page.
= The MAIN USER may also setup any number of additional users and assign them instruments [see I11-9-2- Setup additional

user(s) & Assign instrument(s)]

20



111-4- INSTRUMENTS

After you have clicked SUBMIT on the ENROLL page, a welcome message will be displayed at the top of the INSTRUMENTS

page.

At the same moment, you will be sent by email your password to access QCP. You will be able to change this password in the

USERS page after you have signed in QCP.

You will need to complete this page for each instrument & control product combination.

To move from one field to another you can use the TAB key

Quality Control Program

HORIBA

Medical

Dr Jacques Meyer
Hospital Pitie-Salpetriere- FRO00099
paris_laboratory@hotmail. fr

Home > Submit Inquiry = Brochure - FAG - QCP Help

=Users =Instruments =Reportz =Detail Data = Summary Data = Sign Out

= Home > Instruments

SelectLanguage English

Welc

roducts.

ome to QCP Dr Jacques Meyer! Flease use this page
register each of your instruments and their respective contral

Instrument | —-New Instrument-- ¥ |

f Instrument Name
' Instrument Model
Serial Number
Year of installation
Software Version
Old Lab ID
Control Product
Levels

Calibration Method

Select New or an instrument to Edit.

Your name for this instrument.

Select Model ¥

¥ear you started using this instrument ™)

Software version on your instrument {n.n.n}

Selecta Control Pri

Standard
Instrument Correlation

Submit

Inactivate
 ESS——————

111-4-1- Registration of an instrument

One instrument can be registered with several control products.

Each instrument & control product combination will require a separate registration with a unique “Instrument Name” for each
combination, such as the name “PDX120-Difftrol” for the combination ABX Pentra DX120 & ABX DIFFTROL.

You are free to choose the name you want for the field “Instrument Name”, but you will need a uniqgue name for each

combination of instrument & control product.
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You will enter:
- Instrument Name
- Instrument Model
- Serial Number
Control Product

HORI BA Quality Control Program Hospital m_aﬁéﬁim

Medical paris_laboratory@outiook. fr

Home = Submit Inquiry - Brochure = FAG = QCP Help

nstruments =Reports |=Detail Data = Summary Data = Sign Out

= Home > Instruments SelectLanguage English

Instrument  —-Mew Instrument—- ¥ Select New or an instrument to Edit.
f Instrument Hame P120DX-DIFF-Jacques | Yeurname for this instument.
' Instrument Model ABX Pentra DX 120 ¥
Serial Number 108P1200008

Year ofinstallation 2012 Year you started using this instrument YY)
Software Version [1.1.0 Software version on your instrument {n.n.n)
Old Lab 1D

Control Product | Select a Control Pre ¥ |

Al Select a Control Product
Calibration Method

ABX DIFFTROL

ABX ERYTROL

ABXMINOTROL 18

ABX MINOTROL RETIC

IMPORTANT

The correct SERIAL NUMBER is mandatory for appropriate functioning of the QCP system. Please, make sure it is the exact
serial number displayed at the back of the instrument.

Once the Control Product is selected from the dropdown box, the corresponding Levels and Parameters will appear.

111-4-2- Levels and Parameters
After registering your instrument & control product combination, you will select the following elements:

- Levels to report

- Method of calibration (Standard or Instrument Correlation)

- A Unit for each Parameter (All the parameters are selected by default; you may hide one or several by deselecting the
corresponding check button)

- Reagent

- Calibration product

Click SUBMIT.
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HORI BA Quality Control Program Hospital P&-Sabggj::m

Medical paris_laboratory@outiook.fr

Home = Submit Inquiry = Brochure = FAG - QCP Help

=Uszers |5 Instrume =Reports = Detail Data |= Summary Data = Sign Out

> Home > Instruments SelectLanguage English

Instrument  —MNew Instrument— ¥ | Select New or an instrument to Edit.
|' Instrument Name P1200X-DIFF-Jacques  Yournsme
Instrument Model | ABX Pentra DX 120 ¥

Serial Number 108P1200008

his instrument.

Year ofinstallation 2012 ‘fear you sta using this instrument YY)
Software Version 1.1.0 en yeur instrument {n.n.n)
OldLab 1D

Control Product | ABX DIFFTROL A
Levels ¥ Low
#| Mormal
#| High
* Standard
Instrument Correlation

Calibration Method

Show Parameter Unit Reagent Calibration Product
# WBC 103/mm~> ¥ | ABX Alphalyse 360 ¥ | ABX Minocal v
4| RBC 1076/ v
# HGB g/dL v
& HCT % v
& MCV fL v
v MCH pg v
& WMCHC a/dL v
& RDW %

& PLT 10°3/mm~: ¥
< MPV fL v
4 LYW # v
& MON # v
# MNEU # v
# EOS # v
4 BAS # v
4 LYW %
& MOM %
+ MNEU %
# EOS %
< BAS %

Inactivate
e

LTI HORIBA Medical® 2008,

A message in blue will appear at the top of the page after you submit this information:

“You may now enter Detail Data and Summary Data. Once you receive an email saying your instrument has been activated by
HORIBA Medical you will be able to View Reports”

At this point, you may submit QC results which will be stored in the QCP system, but without being included in the peer group.
Once you receive an email saying your instrument has been activated by HORIBA Medical and the field on the INSTRUMENTS
STATUS changes from “PENDING” to “ACTIVE”, your data will be included in the peer group and you will have access to
statistical reports.
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Dr Jacques Meyer

HORI BA Quality Control Program Hospital Pitie-Salpetriere- FRO00039

paris_laboratory@outiook. fr

Medical
Home = Submit Inquiry - Brochure - FAG - QCP Help

Users =lnstruments =Reportz = Detail Data = Summary Data = Sign Out
= Home = Instruments Select Language English

Thank you for enrolling instrument "P120DX-DIFF-Jacques”. You
may now enter Detail Data and Summary Data. Once you
receive an email saying your instrument has been activated by
HORIBA Medical you will be able to View Reporis.

Instrument P1200%-DIFF-Jacg * Select Mew or an instrument to Edit.
Instrument Name P120DX-DIFF-Jacques Your name for this instrument.
| Instrument Model ABX Pentra DX 120 ¥
Serial Number 108P1200008
Year of installation 2012
Software Version [1.1.0 Software version on your instrument {n.n.n}
Old Lab ID
Control Product | ABX DIFFTROL r

Levels # Low
</ Normal
#| High
Calibration Method '® Standard
Instrument Carrelation

Instrument Status Pending

Year you started using this instrument )

111-4-3- Registration of additional instrument(s)

To register each new instrument & control product combination, the above steps must be followed [see 111-4-1- Registration of

an instrument, 111-4-2- Levels and Parameters]
You will be able to register as many combinations of instrument & control product as needed.

Already registered instruments will be displayed in the instrument dropdown box.
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H ORI BA Quaity Control Program Hospital mméﬁ?m

Medical paris_laboratory@outiook.fr

Home - Submit Inquiry - Brochure - FAQ - QCP Help

truments |=Reports | Detail Data [ Summary Data = Sign Out

> Home > Instruments SelectLanguage English

Than

1 for enrolling instrument "P120DX-DIFF-Jacques”. You
ow enter Detail Data and Summary Data. Once you
receive an email saying your instrument has been activa
HORIBA Medical you will be able to View Reports

Instrument | —Mew Instrument— ¥ | Select New or =n instrument to Edit.
‘four name for this instrument.

| Instrument Name ST
Instrument Model

Serial Humber | P 1200%-DIFF-Jacques

Year of installation ‘Year you started using this instrument (YY)
Software Version Softwars
Old Lab ID 0 Or Jacques Meyer
e N
Control Product Select a Contr II'\:ls di rﬂl Hmpml:; ‘::::E:@rn AT
C 3 | doutiook.
Levels
Calibration Methad Standard Home - Submit Inquiry - Brochure - FAQ - QCP Help
Instrument
i > Home > Instruments Select Language i
Submit guage English
- you for enrolling instrument "P120DX-DIFFJacques”. You
Inactivate enter Detail Data and Summary Data. Q u

an email say
HORIBA Medical you w

your instrument has been a
be able to View Reports.

Instrument  —MNew Instrument— ¥ Select New or an instrument to Edit.
| Instrument Mame PEOC-DIFF-Jacques | Yourname for this instrument
Instrument Model | ABX Pentra 60C+ ¥
Serial Number 106PG000008

Year ofinstallation 20132 Year you started using this instrument (YY)
Software Version [2.4.1 Software version on your instrument {n.n.n)
Old Lap ID

Control Product | ABXDIFFTROL 7|
Levels ¢ Low
¥ Normal
< High
Calibration Method '® Standard
Instrument Correlation

Show Parameter Unit Reagent Calibration Product

¥ WBC 10°3/mm~> ¥ | ABX Alphalyse 360 ¥ | ABX Minocal v
¢ RBC 1076/l ¥
v HGB g/dL v
H % v
Dr Jacques Meyer -

HORI BA T E T =TT Hospital Piic-Salpetrierc- FROG0099

Med | paris_laboratory@outiook. fr v
v

Home = Submit Inquiry - Brochure = FAQ - GCP Help

> Home > Instruments SelectLanguage English

Thank you for enrolling instrument "P60C-DIFF-Jacques”. You
¢ now enter Detail Data and Summary Data. Once y
jour instrument has been a

Instrument | —Mew Instrument— ¥ | Select Mew or an instument to Edit.

| Instrument Name Your name for this instrument.
|| Instrument Model | Select Model v
Serial Humber
Year of installation ‘Year you started using this instrument (YY)

your instrument (n.n.n}

Software Version
OldLab 1D

Control Product | Selecta Contral Pre ¥
Levels

Calioration Method Standard
Instrument Correlation

Submit

Inactivate
| S|

For each new combination instrument & control product that you add and submit, a message in blue will appear at the top of
the page:

“You may now enter Detail Data and Summary Data. Once you receive an email saying your instrument has been activated by
HORIBA Medical you will be able to View Reports”

At this point, you may submit QC results which will be stored in the QCP system, but without being included in the peer group.
Once you receive an email saying your instrument has been activated by HORIBA Medical and the field on the INSTRUMENTS
STATUS changes from “PENDING” to “ACTIVE”, your data will be included in the peer group and you will have access to
statistical reports.
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111-4-4- Update the instrument information

A MAIN USER [see 111-9 MAIN USER & USERS] may change all but the instrument model, the control product and the serial

number for an instrument:

Make the changes in the appropriate fields
Click SUBMIT

111-5- SUBMIT RESULTS
There are 2 pages for submitting results:
1/ DETAIL DATA page

O Upload data from an external device.
O Manual input of daily results.

‘Quality Control Program

HORIBA

Medical

=Users =Instruments -Reports = Detail Data = Summary Data - Sign Out

> Home > Detail Data SelectLanguage English Y
Selectan Instrument, YearMonth/Lot/ and Run/Date/Time:
Then enter ar & lues a n Submit. -
You may also specify afile to upload an on Upload File
File Name
| Detail Data Choisissez un fichier | Aucu...oisi
|
[
|
Upload File
Parameter Value Unit
Date yyyy-mm-dd
Time hh:mm:ss
Instrument Name WEC 10%mm?
P120DX-DIFF-Jacques ¥ REC 108
Year/Month/Lot'Level HGB qidL
PX034L Low hd HCT %
RuniDate/Time . mcv L
—New Run— v MCH Pg
Comment MCHC [
RDW %
PLT 10%mm*
4 MPY fL
Submit LyYm #
MON #
Delete Run NEU #
EQS #

Select the Instrument Name from the dropdown box

Dr Jacques Meyer
Hospital Pitie-Salpetriere- FRO00099
paris_laboratory@outiook.fr

Home - Submit Inquiry - Brochure - FAQ - GCP Help

2/ SUMMARY DATA page
Manual input of summary results

RIBA

Quality Control Program

=Instruments |=Reports > Detail Data [ Summary Data =

> Home > Summary Data

Please enter your new results. TAB b

when you are d

N Summary Data

SelectLanguage English

etween fields. Click Submit

| Parameter Entries  Mean sD Unit
[ WBC 10%mm?
RBC 10%L
HGE gidL
HCT %
MCY fL
Instrument Name L=, P9
F120DX-DIFF-Jacques 7 | e gl
Year/Month/LotiLevel — %
PX034L Low v LT 103¥mm?
Comment LI L
LYK #
MON #
y NEU #
= ’
LYK %
(WBetete | MON %
NEU %
EQS %
BAS %
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NOTE

At the beginning of the month you will have the option to enter data on BOTH the SUMMARY and DETAIL pages.
Once you enter data on one of these two pages you will not be allowed to enter data for the same Month/Lot/Level on the

other page.

Example

1) If you enter data on the DETAIL DATA page for 2013/10 PX034 Low, then 2013/10 PX034 Low will not appear as an option
on the SUMMARY DATA page for the same instrument.
2) 2013/10 PX034 Normal and 2013/10 PX034 Low High would appear as options on both the DETAIL DATA and SUMMARY
DATA pages until data was entered by the customer for Normal or High.

NOTES ABOUT SUBMITTING RESULTS

1/ Data entry errors or out of range values will appear in red.

Pointing the cursor on a red value will display the target values and the ranges expected for the parameter that has a red value.

HORI BA Quality Control Program

Med |

=Uszers = instruments =Reports

> Home > Detail Data

Detail Data

Instrument Name _
| P120DX-DIFF-Jacques ¥ ]

Year/Month/Lot/Level
*PHO34AL Low v

Run/Date/Time
001 2014-03-17 09:00:0( ¥

Comment

Submit

Delete Run
]

ummary Data = Sign Out

11 Data Values Processed.

View or Edit Data for QC Month 201403, Lot PX034L.

4 - Parameters with Errors.

File Mame

Parameter Value

Date
Time
WBC
RBC
HGE

ROW
PLT
MPY
LY
MON
MEU
EO3

Dr Jacques Meyer
Hospital Pitie-Salpetriere- FRO00099
paris_laboratory@outiook. fr

Home = Submit Inquiry - Brochure = FAG - GCP Help

SelectLanguage English

Choisissez un fichier | Aucu...oisi
Upload File
/1

Unit

2014-0317 yyyy-mm-dd

09:00:00 hh:mm:ss

2.00 10%mm?

250 10%L

g0 yepge1m
%

MCV levelL run-1 data value 67.0 fL outside QCP range:
72.0-92.0 (82.0 =/~ 10.0).

gL ____——

o
10%mm?
L

B I T
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2/ Any comments you enter will reach HORIBA Medical and will be taken into account for the statistical processing of the results

you submitted.

HORI BA S Hospital m&i&ﬁ?ﬂf&’;

edical paris_laboratory@outiook.ir

Home - Submit Inquiry - Brochure - FAQ - GCP Help

= Users £ Instruments |- Reports |2 Detail Data & Summary Data |2 Sign Out
> Home > Detail Data SelectLanguage English

Select an Instrument, YearMont
Then enter or ata valu
You may also specify afile to upload an

unDate/Time.
it

i
on Upload File.

File Name | Choisissez un fichier | Aucu...oisi

Detail Data Dr Jacques Meyer
Hospital Pitie-Salpetriere- FRO00099

paris_laboratory@outiook fr

Upload File

Home - Submit Inquiry - Brochure - FAG - GCP Help

Parameter Value unit
flate yyyy-mm-dd > Home > Summary Data SelectLanguage English v
Time nhmm:ss
Instrument Name wee 103mm? Please enter your new results. TAB between fields. Click Submit
P120DX-DIFF-Jacques T T 108 when you are done
Year/Month/Lot/Level HGB giaL
PX034L Low v HCT %
Run/Date/Time ey L
e MCH pg s oata
ummary
e gL [ Parameter Entries  Mean  SD. Unit
ROW i [ WeC 10%mm?
PLT 10%mm? REC 10°HL
MPV L HGB oL
LM # HeT %
uon # Mcv L
Delete Run NEU # M
= o M Instrument Name ) pe
P120DX-DIFF-Jacques ¥ MEX g/d.
YeariMonth/Lot/Level oy *
p—— PLT 10%mm?
2% L
Ly #
MON #
NEU #
E03 #
BAS #
= Ly %
[ Betete | MON %
NEU %
E0S %
BAS %

3/ “*” beside the “Lot/Level” means data has already been entered and stored as a run for this particular Year/Month/Lot/Level.

HORI BA Quality Control Program Hospital m&&gﬁim

Medical paris_laboratory@outiook. fr
Brochure - FAGQ - GICP Help

> Home > Detail Data Select Language English

11 Data Values Processed.
View or Edit Data for QC Month 201403, Lot PX034L.
4 - Parameters with Erraors.

FileMame | choisissez un fichier | Aucu...aisi

Detail Data =
Upload File

Parameter Value Unit
Date 2014-03-17 yyyy-mm-dd
Time 09:00:00 hh:mm:ss

Instrument Name ; WBC 2.00 10%mm?

| P120DX-DIFF-Jacques v | RBC 10871

Y onthiLot/Level Jdl

p4l Low T

M levelL run-1 data value 67.0 fL outside QCP range:

A -92,0 (82,0 +/- 10.0).

DateTime

001 2014-03-17 09:00:00 ¥ <
Comment MCHC . g/dL

RDW 22.0 %

PLT 100 10%mm?
£ WPV 5.0 fL
Submit LYW 1.00 #
MO #
Delete Run MEL #
EOS #
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4/ You may enter data for a prior or current month.

You can choose to receive the current month’s reports by email. You will need to view prior months’ reports using the REPORTS

page in QCP.

5/ QCP is able to process values with commas and decimal points.

111-5-1- DETAIL DATA page

111-5-1-A- Manual input of daily results

Click on DETAIL DATA and follow these steps to enter daily results for each parameter:

Step 1
Select Instrument Name

Step 2
Select the Year/Month/Lot/Level

Step 3

Enter date

Enter time (not required but this helps to identify multiple runs)
Enter your data (QC daily results for each parameter)

To move from one field to another you can use the TAB key.

Step 4
Click SUBMIT

HORIBA

Maedical

Quality Control Program

Home  Submit inquiry  Brochure

Deetail Data

Uzers - Instruments - Reports Summary Data * Sign Out

> Home > Detail Data

Select an Instrument, Y donth/Lot'Level, and Run/Date/Time
Th nter or edit your da and click on Submit
You may also specify a file to upload and click on Upload File

File Name | chgisissez un fichier | Aucu_..oisi

| Upload File
Parameter Value Unit
Date yyyy-mm-ad
Time hh:mm:ss
Instrument Name [ — | WBC 10*mm?
P120DX-DIFF-Jacques ¥ —me——, STEP 1| o 10%HL
Year/Month/Lot/Level HGE g/dl e
*PX034 ' . e
X034L Low ¥ | = STEP 2 HCT % ﬁ»f
Run/DateTime MCV fL -
—~Mew Run-—- v _ MCH pg
Comment E STEP 4 | MCHC g/dL
__r-“"' LA
= RDW %
o PLT 10%mm?
MPV fiL
Submit LYM #
MOM =
Delete Run MEU #
EOS

|

SelectLanguage English

Dr Jacques Meyer

Hospital Pitie-Salpetriere- FRO00099
paris_laboratory@outiook. fr

FAQ - QCF Help
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Your submitted data will appear as a new run along with a message in blue at the top of the page.

HORIBA

Medical

Quality Control Program

Home

=Users |=Instruments =Reports [=Detail Data =Summary Data =Sign Out

Select Language English

11 Data Values Processed.
Vigw or Edit Data for @C Month 2011404, Lot PX034L,

File Mame

> Home > Detail Data

Choisissez un fichier | Aucu...isi

Detail Data e

Upload File
— 1

Pararmeter Value Unit
Date 2014-03-25 ywn-mim-dd
Time 10:00:00 hh:mm:ss
Instrument Name YWEIC 3.00 103 mm>
P1200X-DIFF-Jacgues ¥ REC 224 10%iL
YearMonth/Lot/Level HiGB 6.0 gidL
P HCT 0.z %
< RuniDate/Time MY 73 L
001 2014-03-2510:00:00 ¥ MCH 04 p
MCHC 36.0 ofdl
RO q.0 %
PLT an 103
£ MPY 6.0 i
| Submit | LM 1.00 #
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111-5-1-B- Upload data from an external device

111-5-1-B-a- External device plugged in the ABX Pentra ML

The hematology instruments may be connected to our external data management: ABX Pentra ML (Multi-Link).

This configuration allows the export of QC data of one instrument, one control lot and three levels with USB key which will allow

the automatic upload of QC results into QCP (via the USB key) without any manual input.

l< T T T >I
1 | 1 | |
' ' | ' ——m '
! : : - ! & :
] 1 1 1 1
' [ L, | | — | P 5 [
: B = | ABXMicros 45 ABX Micros ES60 |
: : - | ABXPentra60 | :
] 1 1 1 1
! ! ABX Pentra XL80 ! ! : Q = ’ !
1 | 1 1 |
: ! ! : L -y !
' ! i ' | | i i '
! el oy ' ' ' ABX Micros ESV60 ABX Micros ABC Vet
! =2 LU ! @ ! !

== e — |
! O e B | Bl 1) [
, ABX Pentra DF120 ' [] i ! ' j ﬁ !
] 1 ! 1 1 H i A !! 1

]
1 1 1 1 - ; - 1
! ' ABX Pentra80 ! . . . .
: i J . X X ABX Micros CRP  ABX Micros CRP200 |
' Y5 : =y . ' | ' '
1 T : l ul’ | 1 | |
1 - | 1 | - |
1 g 4 1 1 1 ) a 1
! ! ! ! i !
' ABX Pentra DX120 ! 9, | ! ! i 2 !
' ' —~2 | | = i3 '
i ! o | ABX Micros 60 MicrosEmi CRP !
: | — : : : :
! il T4 : : > :
! X Pentra XLR | ] X
. ABX Pentra 120 * ) | — . B Pentra MS CRP )
! ABX Pentra 120 Retic * ' X 4 X
I | | o |
'd »'da ! »'d »'
- L | Ll | >
High Range Mid Range Low Range

Transmission of QC values

4 Q
Qc Qc "

USB Key )
ABX Pentra ML QCP website
http://qcp.horiba-abx.com

EIGHT STATISTICAL

values g values == ) REPORTS

IN REAL TIME

*: If used without the ABX Pentra ML, these analyzers have the ability to export QC results to an external device for an upload
into QCP: From version 2.4.1 for ABX Pentra 60C+ / From version 4.8.0 (JCMV2) for ABX Pentra 120 Retic and ABX Pentra 120

- [see 111-5-1-B-b- External device plugged directly in the instrument]
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Click on DETAIL DATA and follow these steps to upload daily results for each parameter:

Step 1
Select Instrument Name

Step 2
Click the BROWSE button
Select the file that contains the results you want to submit for one control lot.

The file shall contain data for a single QC Month. If the file contains data for more than one QC month, QCP will put
the runs in the QC Month that contains the most number of runs. Thus, you should only export data that you want
loaded into the current QC Month.

Example

If you start running the control when you receive it on June 28" and then continue to run it through July 31% (or even
into the first few days of August) you will have more runs in July than either June or August. QCP will automatically
know that ALL of this data should be loaded for the July QCP month. You should take care to NOT include this data
again when you load your data for August (if you are still using the same lot).

Click UPLOAD FILE
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Ho RI B A Quality Control Program

Medical

Horme

=Users =Instruments =Reports =Detail Data =Summary Data =Sign Out

= Home = Detail Data
Select an Instrurment, YearMonthiLotLevel, and RunfDatesTime.
Then enter ar edit your data walues and click on Submit.
‘fou may also specify a file to upload and elick on Upload File,
| Detail Data File Mame | Chaisssez un fichier | Aucu...oisi
|
|
' =TER 2 Upload File
‘ Parameter Value Init
Date - - dd
Time hh:mm:ss
STEP 1
Instrument Name :Jq WES 10%imm®
PEOC-DIFF-Jacques v REC 1DSI|_|L
YearMonth/Lot/Lewvel HGA ardL
FX034M Mormal ¥ HCT %,
RuniDaterTime [t iL
--Mew Run-- v MCH g
Cornrment MCHC oL
RO %
PLT 10%mm?
= MPY i
Submit LM #
WOk #
Delete Run NEU #
ECS #
BAS #
L %
Ly %
MEL %
ECS %
BAS %
HORIBA Medioal® 2002,

Your submitted data will appear as a new run along with a message in blue at the top of the page.



H 0 RI BA Quality Control Program Hospital Pﬁe—?ﬁbggggmgg

Medical paris_laboratory@outiook. fr

Home = Submit Inquiry = Brochure - FAG - QCP Help

Userz |=Inztruments = Reports = Detail Data = Summary Data |5 Sign Out
> Home > Detail Data Select Language English

11 Data Values Processed.
View or Edit Data for QC Month 201403, Lot PX034N

Detail Data File Mame | choisissez un fichier | Aucu...isi
I|
| Upload File
Parameter Value Unit
Date 2014-03-19 yyyy-mm-dd
Time 14:00:00 hh:mm:ss
Instrument Name _ WBC 3.00 10%mm?
| PEOC-DIFF-Jacques v | REC 3 60 1080
Year/Month/Lot/Level HeB 5.0 gidL
al HCT 0.2 %
Run/DateTime Mey 59.0 L
001 2014-03-19 14:00:00 v MCH 10.0 pa
MCHC 40.0 gidL
ROW 6.0 k!
p PLT 70 10%mm?
MPY 7.0 fL
Submit LYW 40.00 #
MO #
Delete Run MNEU #
#

ES
IMPORTANT

Do not change the name of the files that have been exported from the instrument to an external device.
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NOTES ABOUT UPLOADING DATA

1/ In case data is loaded at the very beginning or end of a lot's date range (period of lot validity / stability or shelf life), QCP will
handle the dates following this rule:

- The [first valid QC Month] * will be used if the data is [prior to the first valid QC Month] ¥ for the lot being uploaded.
- The [last valid QC Month] ? will be used if the data is [after the last valid QC Month] ? for the lot being uploaded.

Example

Control = ABX Difftrol

Lot = PX034

Validity = July and August

1 = [first valid QC Month] = JULY 2 = [last valid QC Month] = AUGUST
1’ = [prior to the first valid QC Month] = JUNE 2' = [after the last valid QC Month] = SEPTEMBER

2/ If a parameter value is missing (blank) from a loaded run, QCP will not issue any sort of message. If all of the values in a run
were missing (blank), QCP will issue a message such as: “There is 1 run with no values that was not loaded”.

3/ If the runs have the same date, time and values, the duplicate run will be ignored by QCP.

4/ If the runs have the same date and time but different values, both runs will be entered in QCP and a message will alert you
about the similar runs : “There is 1 run with a date and time identical to another run with different values”. In this case you
may want to remove one of the runs if they are duplicates

5/ If the external device contains 10 runs of different days (day 1, day 2, day 3, day 4, day 5, day 6, day 7, day 8, day 9, day
10), QCP uploads the 10 runs from the 10 days all at once (one upload). After the upload of the 10 runs, the run from day 1
will appear along with any messages from the upload. You will need to select another run from the Run dropdown box to see
the additional runs.

Later if this external device is uploaded again with QCP data for additional days, QCP will only add the new runs because of rule
number 3 above. This allows you to easily upload your data weekly or even daily if you wish.
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111-5-1-B-b- External device plugged directly in the instrument

The following instruments have the ability to export QC results to an external device which will allow the automatic upload of
QC results into QCP (via the external device) without any manual input.

- ABX Pentra 60C+ - version 2.4.1

- ABX Pentra 60

- Pentra ES60

- ABX Pentra 120 Retic — version 4.8.0

- ABX Pentra 120 — version 4.8.0

- Pentra DX Nexus

- Pentra DF Nexus

- ABX Pentra DX120

- ABX Pentra DF120

* Condition: JCMV2, since P120 n°1282, Oct 2003.

Click on DETAIL DATA and follow these steps to upload daily results for each parameter:

Step 1
Select Instrument Name

Step 2
Click the BROWSE button
Select the file that contains the results you want to submit for one control lot.

The file shall contain data for a single QC Month. If the file contains data for more than one QC month, QCP will put
the runs in the QC Month that contains the most number of runs. Thus, you should only export data that you want
loaded into the current QC Month.

Example

If you start running the control when you receive it on June 28" and then continue to run it through July 31% (or even
into the first few days of August) you will have more runs in July than either June or August. QCP will automatically
know that ALL of this data should be loaded for the July QCP month. You should take care to NOT include this data
again when you load your data for August (if you are still using the same lot).

Click UPLOAD FILE HOR|BA Quality Control Program

Medical

Horne:

=Users =Instruments =Reports [>Detail Data =Summary Data =Sign Out

> Home > Detail Data
Select an Instrument, YearMonth/LotiLevel, and Run/Date/Time /—\
Then enter or edityour data values and click on Submit. . -
You may also specify a file to upload and click on Upload File. i c J
0 ol Frogri
| Detail Data File Mame | choisissez un fichier | Aucy... oisi
[ =
| STEP 2 Upload File
‘ Parameter Value Unit
Date wyy-mm-dd
Time hh:mrm:ss
Instrument Name 2‘ el WBC 103imm?
PGOC-DIFF-Jacques M RBC 1085l
Year/Month/Lot evel HGB ardL
PX034N Mormal y HCT %,
RuniDate/Time MY L
--MWew Run-- v MCH g
Comment MCHC afdL
ROy %
PLT 10%mm?
- WPy i
Submit L #
MOM #
Delete Run HEU #
EOS #
BAS #
L %
MON %
HEU %
EOQS %
BAS %
HORIBA Medicalé 2003
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HORIBA

Medical

‘Quality Control Program

=Users =Instruments =Reports = Detail Data |~ Summary Data = Sign Out

Your submitted data will appear as a new run along with a message in blue at the top of the page.

Dr Jacques Meyer
Hospital Pitie-Salpetriers- FRO00099
paris_laboratory@outiook. fr

Home : Submit Inquiry - Brochure - FAQ - GCP Help

> Home > Detail Data Select Language English
11 Data Values Processed. /—\
View or Edit Data for QC Month 201403, Lot PX034N. e c
ki, ool P
| Detail Data File Name | Cnoigissez un fichier | Aucu...oisi
I|
| Upload File
‘ Parameter Value Unit
Date 2014-03-19 | yyyy-mm-dd
Time 14:00:00 hh:mm:ss
Instrument Name WBC 2.00 10%mm?2
PG0C-DIFF-Jacques v REC 260 1081L
Year/Month/Lot/Level HGB 6.0 oidL
*PHO34M Normal i HeT 0.2 "
Run/Date/Time MY 59.0 il
MCH 10.0 pa
e WCHES 40.0 aidL
RDW 6.0 %
) PLT 70 10%mm?
MPY 7.0 L
St LYW 40.00 #
MOM #
Delete Run MEL #
EQS #

IMPORTANT
Do not change the name of the files that have been exported from the instrument to an external device.
NOTES ABOUT UPLOADING DATA

1/ In case data is loaded at the very beginning or end of a lot’s date range (period of lot validity / stability or shelf life), QCP will
handle the dates following this rule:

- The [first valid QC Month] * will be used if the data is [prior to the first valid QC Month] ¥ for the lot being uploaded.
- The [last valid QC Month] ? will be used if the data is [after the last valid QC Month] ? for the lot being uploaded.

Example

Control = ABX Difftrol

Lot = PX034

Validity = July and August

1 = [first valid QC Month] = JULY
1’ = [prior to the first valid QC Month] = JUNE

2 = [last valid QC Month] = AUGUST
2' = [after the last valid QC Month] = SEPTEMBER

2/ If a parameter value is missing (blank) from a loaded run, QCP will not issue any sort of message. If all of the values in a run
were missing (blank), QCP will issue a message such as: “There is 1 run with no values that was not loaded”.

3/ If the runs have the same date, time and values, the duplicate run will be ignored by QCP.

4/ If the runs have the same date and time but different values, both runs will be entered in QCP and a message will alert you
about the similar runs : “There is 1 run with a date and time identical to another run with different values”. In this case you
may want to remove one of the runs if they are duplicates

5/ If the external device contains 10 runs of different days (day 1, day 2, day 3, day 4, day 5, day 6, day 7, day 8, day 9, day
10), QCP uploads the 10 runs from the 10 days all at once (one upload). After the upload of the 10 runs, the run from day 1
will appear along with any messages from the upload. You will need to select another run from the Run dropdown box to see
the additional runs.

Later if this external device is uploaded again with QCP data for additional days, QCP will only add the new runs because of rule
number 3 above. This allows you to easily upload your data weekly or even daily if you wish.
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111-5-2- SUMMARY DATA page

After you have printed out your final QC results from the instrument for that month, click on SUMMARY DATA and follow these

steps to enter summary results for each parameter:

Step 1
Select Instrument Name

Step 2
Select the Year/Month/Lot/Level

Step 3
Enter Number of results, Mean, and SD for each parameter.
To move from one field to another you can use the TAB key.

Step 4
Click SUBMIT

HORI BA Quality Control Program

Medical

Dr Jacques Meyer
Hospital Pitie-Salpetriere- FRO00099
paris_laboratory@outiook. fr

Home = Submit Inquiry - Brochure = FAGQ = QCP Help

Uszers =iInstruments = Reports =Detail Data - Summary Data = Sign Out

> Home = Summary Data

Please enter your new results. TAB between fields. Click Submit
when you are done.
| STEP 3 —
.
Summary Data T,
| Parameter Entries  Mean 5D
|| WBC
REC
HGE
HCT %

MCV

Instrument Name ) b

' ' STEP 1 MCHC

P120DX-DIFF-Jacques ¥

. ' RO

Year/Month/Lot/Level

PX034H High v —

Comment =5
LY
IMOM

_ ~ MEU

EOQS

Submit

e BAS
LYM

ciele, | MON
MEU
EOQS
BAS

SelectLanguage English

Unit
10%mm?2
1080
g/dL

Pg
g/dL

10%mm?=

FFEAEFLFH R R RPR
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NOTE
You may enter your summary data throughout the month
Just edit any previously entered results and type over (replace) the previously entered results.

This would allow for peer group comparisons during the month

Your submitted data will appear with a message in blue at the top of the page.

HORI BA Quality Control Program Hospital %—&£$:m

Medical paris_laboratory@outiook_fr

Home - Submit Inquiry - Brochure - FAQ - QCP Help

zers =lInstruments

> Home » Summary Data

SelectLanguage English

QCP received Mew Summary Data for QC Month 201403, Lo
PXD34H.
View or Edit Data for QC Month 201403, Lot PX034H.

# Summary Data _ _
| Parameter Entries  Mean sD Unit
[ WBC 12 2000 2000 10%mm?
RBC 12 5.00 3000 | 10%pL
HGB 12 16.0 3.00 g/dL
HCT 12 05 3.00 %
MCV 12 100.0 | B.00 L
ST MCH 12 05 9.00 pg
P1200%-DIFF-Jacques ¥ MCHC 12 40.0 9.00 g/dL
Year/Month/Lot/Level i 12 200 9.00 %
PX034H High v PLT 12 200 2.0 10%mm?
— MPY 12 12.0 5.00 L
LYM 12 4.00 5.000 | #
MON 12 0.29 23000 | #
P MNEU 12 12.00 | 44000 | #
— EOS 12 2.00 gE.000 | #
_ BAS 12 0.60 12.000 |#
LYM 12 20.0 5.00 %
 Detete | MON 12 4.0 5.00 %
NEU 12 90.0 4.00 %
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111-6- EDITING/MODIFYING/DELETING SUBMITTED RESULTS

The submitted results are saved online for a 24 month period.
Follow these steps to edit/modify/delete the submitted daily/summary results:

Step 1
Click on DETAIL DATA page / SUMMARY DATA page

Step 2
Select Instrument Name

Step 3
Select the Year/Month/Lot/Level

Step 4
Select the Run/date/time (only for DETAIL DATA page)

Step 5
Click SUBMIT.
The results will be displayed.

Step 6
Select the result next to the parameter you want to modify/delete

Step 7

To delete: Press the delete key on your keyboard to remove the result
To modify: Type the value you want in the place of the selected result
Step 8

Click SUBMIT to record your change

» You will instantly see a blue message at the top of the page informing you that QCP has updated your data.

» The statistical reports will automatically include your changes.

NOTE
From the DETAIL DATA page:

- Itis possible to delete an ENTIRE RUN, by selecting the “Run/date/time” and clicking DELETE RUN.
From the SUMMARY DATA page:

- Itis possible to delete QC data of month / lot / level, by selecting the “Year/Month/Lot/Level” and clicking DELETE.



111-7- STATISTICAL REPORTS

Statistical Reports are available to view online anytime after data is submitted to QCP. Final Statistical Reports for a
Month/Lot/Level will be available for viewing about the 15th of the month following the month the data is collected.

111-7-1- Obtain the Statistical Reports
To obtain the statistical reports click on REPORTS. Once in the REPORTS page, follow the steps below:

Step 1
Select Instrument Name

Step 2
Select Year/Month/Lot

Step 3
Select World, Country, and /or Specific Peer Group(s) if created [see 111-8 SPECIFIC PEER GROUPS]

Step 4
Select the reports you want (All Peer Comparison, Performance Index, Levey-Jennings Charts, Levey-Jennings Charts Detailed,
All Peer History, Other Instrument Groups)

Step 5
Select a Delivery method for your FINAL MONTHLY REPORTS.

Step 6
Click SET AS DEFAULTS to have QCP remember your choices the next time you visit the REPORTS page.
Next visit, you will only have to do Step 1 - Step 2 - Step 7.

Step 7
Click VIEW REPORTS

HO RI BA Quality Control Program Hospital %—ﬁ&gﬁzm

Medical paris_laboratory@outiook. fr

Home = Submit Inquiry = Brochure = FAQ - QCF Help

Detail Data = Summary Data > Sign Out

> Home > Reports SelectLanguage English

View Repors requires activated instruments.
Disabled Instrument Mames are pending activation by HORIBA
Medical.

Reports

| ‘ STEP 3
‘ Peer Group ¥ ‘orld Peer Group t_ﬁ
e

Country Peer Group

Reports All Peer Comparizon
Performance [ndex
Instrument Name ﬁ ¥ Performances, Comparizons and Uncertsinti
—-Choose Instrument—- ¥ Levey-Jennings Chatts
Levey-Jennings Charts Detailed
Year/Month/Lot History of Uncertainties
Choose Year/Month/Lot ¥ === STEP 2 Al Peer History STEP 4

—i|—
Cther Instrument Groups

View Reports i Cerificate of Participstion
7 Certificate & 3
e STEP STEP 5

Specific Peers>>> Delivery ' Email full monthly reports automatically .
QCP Conceptsss> Email &lett when morthly reports are ready for online viewing.
Mone. | will view reports online,

Set m= Defaults QCP will rermember wour wiewing choices.
e 1

STEP 6
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NOTE

1/ For Levey-Jennings Charts and Levey-Jennings Charts Detailed any peer group selections are ignored [see I11-7-2-3- Levey-
Jennings Charts, 111-7-2-4- Levey-Jennings Charts Detailed]

2/ All months with target data for the user’s instrument and control product in QCP are listed in the QC Month dropdown on the
REPORTS page. This allows users to view reports with their own data as well as reports with their peer data.

111-7-2- Description of the Statistical Reports

By submitting your Internal Quality Control results on the QCP website, it will be possible to obtain real time statistical reports
which compare your results with those of your peer group.

QCP offers the following statistical reports:

All Peer Comparison

Performance index

Performances, Comparisons and uncertainties
Levey-Jennings Charts

Levey-Jennings Charts Detailed

History of uncertainties

All Peer History

Other Instrument Groups

NGO~ R
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111-7-2-1- All Peer Comparison

This report enables you to compare your Lab results to World, Country and Specific Peer Groups using the same control
product, lot and level on similar instruments. Each parameter, in each level of the control product, is shown with the
following data for your Lab and the World, Country and Specific Peer Groups.

< Number of results reporting by lab

< Instruments Reporting (number of reporting Peers) T\  Each point could be divided in three levels:

< Mean - Lab : user value.

% SD - United states : country level value.

< 2SD >_ - World : value from which the comparison should

* CV be made (lab/world).

< SDI (Relative Accuracy) = (Your Mean — Group Mean) / Group SD

% Pl (Relative Precision) = Your CV / Group CV In addition to these user data, there is another value:
_ - Target : assay value (best theoretical value).

Any errors will be noted near the bottom of the report.
Investigate rejected data, and data beyond the +/- 2 SD, to determine any cause for the unexpected results.

World Peer Group Month Nam_e of the User
Email of the User
Country Peer Group Instrument Model R
Control Product Institution
ontrol Froduc Instrument Name
Lot
H o RI B All Peer Comparison 6—\
Medical \aly GomraFrogea
ABX Pentra 120, Nexus DX, DF - Difftrol - October 2013
World ABX Pentra DX 120 e Iagr;qugsa“:igef;
ABX Pentra 120, Nexus DX, DF - Difftrol - ABX Difftrol P Hospital Pitie Salpetriore
United States PX093 P120DX-DIFF-Jacques
WBC 10%mmY RBC 10¥%mm{ HGB gl HCT %
Level L N H L N H L N H L N H
Number of Results 26 55 31 26 55 31 26 55 3 26 55 31
i) United States| 5 5 5 5 5 5 5 5 5 5 5 5
& World 128 137 126 128 137 126 128 137 126 128 137 126
5
®
£
Target] 2.30 7.50 17.70 242 463 5.20 6.8 134 161 19.6 38.4 46.3
= Lab| 2.28 7.34 17.42 238 458 5.14 6.7 134 16.0 19.7 38.0 45.6
& United States] 235 749 1791 239 460 514 68 134 161 197 381 455
= World| 233 758 1795 240 462 518 67 135 162 199 384 459
Lab| 0.059 0.232 0.467| 0.031 0.046 0.050 0.10 0.10 0.13 0.26 0.48 0.55
United States| 0.099 0.242 0492 0.035 0.052 0.057 0.11 015 0.21 0.32 0.47 0.53]
Er} World] 0.097 0.255 0.606| 0.039 0.064 0.075 0.12 020 0.23 0.41 0.67 0.81
Lab|] 0.117 0.464 0.934 0.062 0.091 0.099) 0.19 021 0.27| 052 0.97 1.09
o  United States| 0.197 0484 0984 0070 0.105 0.114 021 030 042 065 093 107
@ World| 0.194 0510 1.211| 0.078 0.129 0.150, 024 040 045 082 134 162
United States| -0.73 -0.63 -1.000 -0.27 -0.38 -0.13] -0.61 -0.34 -0.55 -0.13 -0.25 0.11
_ Worldl -0.57 -094 -0.89| -064 -0.72 -0.66 -041 -056 -0.82 -050 -062 -0.44
a
7}
Lab 26 3.2 27 1.3 0 1.0 1.4 0.8 0.8 1.3 1.3 1.2
United States| 4.2 3.2 2.7 1.5 1.1 1.1 1.6 1.1 1.3 1.6 1.2 1.2
{3 World 4.2 3.4 34 1.6 4 1.4 1.8 15 1.4 21 1.7 1.8
United States| 0.61 098 0.98 0.89 0.88 0.87| 0.91 068 0.63 0.80 1.04 1.03
Worldfh 062 094 080 081 072 067 081 052 059 064 073 0.68
o
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111-7-2-2- All Peer History

This report enables you to compare your lab results to World, Country and Specific Peer Groups using the same control

product, lot and level on similar instruments, for the last 12 months.

Each parameter, in each level of the control product is shown with the following data for your Lab, Specific, Country and

World Peer Groups, for the last 12 months.

0,
”g

0,
”q

0,
”

0,
”g

0,
”g

0,
”q

0,
”

Instruments Reporting (number of reporting Peers)

Mean
SD
2SD
cv

SDI (Relative Accuracy) = (Your Mean — Group Mean) / Group SD

Pl (Relative Precision) = Your CV / Group CV

HORIBA

ABX Pentra 120, Mexus DX, DF - Difftrol -

All Peer History

November 2012 - October 2013

acP)

Dr Jacques Meyer

World ABX Pentra DX 120 paris_laboratory@yahoo.fr

J“-\B}( Pentra 120, Nexus DX, DF - Difftrol - ABX Difftrol Hospital Pitie-Salpetriere

United States PX093 P120DX-DIFF-Jacques

Yea 2013 2013 2013 2013 2013 2013} 2013 2013 2013 2013 2012 2012

Month Oct Sep Aug Jul Jun May| Apr Mar Feb Jan Dec Nov|

Lot PX093 PXWE PX073| PX073 PX053 PX053] PX033 PX0D33 PX013 PX013 PX112 PX112

Number of Results. 26 27 28 23 38 29 25 3 25 27 31 31

[ United States| 5 5 5 6 7 7 7 E] 7| 7 8 g

g World 128 121 125| 114 122 117 116 108 106 122 115 113
E
2

Targetf 230 230 250 250 250 2500 240 240 250 250 250 250

ch Labl 228 225 2420 241 241 244 237 234 251 251 255 256

wi United States] 2.35 231 256 249 251 251 240 242 247 248 243 244

= Worldl 233 232 247 2456 250 2500 242 242 249 249 250 247

Labl 0.059 0.080 0.052( 0.051 0.074 0.091 0083 0106 0.101 0.080 0.112 0.095

United States| 0.099 0.104 0.138 0.120 0.126 0.102] 0.118 0.114 0.106 0.100 0.100 0.092

a World] 0.097 0102 0102 0.110 0.102 0.097| 0.104 0105 0.105 0107, 0106 0.107

Labl 0.117 0.160 0.104 0103 0.148 0.181 0178 0211 0203 0.160 0224 0.191

o United States] 0.197 0.209 0276 0.241 0252 0204 0236 0228 0.212] 0200 0.200 0.184

a World] 0.194 0205 0204 0219 0204 0.194) 0207 0211 0209 0215 0211 0.214

United States| -0.73 -062 -094 -0.72 -0.74 -063] 025 066 041 027 115 1.31

_ Worldl] -0.57 -0.72 -048 -051 -082 057 049 071 024 017 047 0.81
3

Lab 26 36 21 2.1 3.1 a7 3.8 45 4.0 3z 4.4 3.7

United States| 4.2 4.5 5.4 4.8 5.0 4.1 4.9 4.7 4.3 4.0 4.1 3.8

a World 4.2 4.4 4.1 4.5 4.1 39 4.3 4.4 4.2 4.3 42 4.3

United States| 0.61] 0.79 0400 044 061 091 076 086 094 079 1.07 099

Worldl 062 081 052 048 075 0085 088 103 096 074 1.04 086

Pl




111-7-2-3- Levey-Jennings Charts
This report shows a separate Levey-Jennings Chart for each parameter and level of the control product.

Visually check your instrument's precision by comparing how far your plotted daily results vary from your overall mean for
the month.

=  The x-axis or abscissa shows the days of the month.
= The y-axis or ordinate shows +/- 1SD, +/- 2SD, +/-3SD.
=  The central line is your Lab Mean.

HORIBA Levey-Jennings Charts 9

Medical -

October 2013 Dr Jacques Meyer
ig: gﬁ;ﬁ DX 120 paris_laboratory@yahoo.fr
Hospital Pitie-Salpetriere
PX093 P4120DX-DIFF-Jacques
WBC Low 10%mm?* 5 WBC HNormal 10%mm?® 5 WBC High 10%/mm?*
I I

- —d_1 L1, __'M' T N P
a i ! \"/V | 1

ﬁf%“ .'U“ Hﬁnﬁ_--_-w Ir_\fllv N

[ - \ ||_ -1

—m e b e b ] 2 e et e e e et e e e e ]

Lab Mean
|
T
1

—1L

Lab Mean
|
!
1
!
I
1
oW
- O
Lab Mean

-3 | S -3 -3
Day 13 19 25 31 06 12 18 Day 13 19 25 31 06 12 18 Day 13 19 25 31 06 12 18
RBC Low 10%/mm? 5 RBC Normal 10%mm? 5 RBC High 10%/mm?3
o ey e e e o S e e o D o ) s e e o el e e e o | D b il e ke v el i 2
< - PN 1 & A |"|J\ 1
1+ 3+
P o |Ik ALY o A Ay
= -4 —r=1—-SD = -I-|-i-|— 1+ +LJ||——--—-SD = "V_"H"T':\“h +' —L_1_ldgp
ﬁ ﬁ I| I D' \ | || g I| I|I || lkJ' I|I l_
— -1 8 U | \ -1 5 I| 3 i' -1
e e e e e e T __L — —— D e et e e s e —— ]
-3 -3 -3

Day 13 19 25 31 06 12 18 Day 13 1§ 25 31 06 12 18 Day 13 19 25 31 06 12 18
HGB Low gldL 5 HGB Noermal afdL 5 HGB High aldL
e e e e e e e WIS PR S PR PN [ WU PRl S I P (S B
c 1 c |"I f ‘ 1 e | f 1
b ® |IJ| sIN | |
= so =[I-LU -L,'r J.# ! so ={HHALL W sD
LA I _— -1 I — Lind L1 I EGE B
a \ 2 “‘ TI_L"-‘lD af | ﬂ'l "W/
3 1S L S| R :
|
|
WS U [ N § T " - WP W [ [P S Sy —— WP U [ N | " —
-3 -3 -3

Day 13 19 25 31 06 12 18 Day 13 19 25 31 06 12 18 Day 13 19 25 31 06 12 18
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111-7-2-4- Levey-Jennings Charts Detailed

This more detailed version of a Levey-Jennings Chart allows for the values from multiple runs on a day to be shown
individually.

Visually check your instrument’s precision by comparing how far your plotted daily results vary from your overall mean for
the month.

=  The y-axis or ordinate on the right shows the Target value
= The y-axis or ordinate on the left shows your Lab Mean with +/- 1SD, +/- 2SD, +/-3SD.
=  The x-axis or abscissa shows the days of the month.

Out of range values will appear in red next to the date in the table below the graph.

HORIBA

Med

WEBC

cal

Low

2.39 == -

Levey-Jennings Charts Detailed /\
October 2013 Dr Jacques Meyer
ABX Pentra DX 120 paris_laboratory@yahoo.fr
ABX Difftrol Hospital Pitie-Salpetriere
PX093 P120DX-DIFF-Jacques
10%/mm?

2.22

Date 7

Date
7

8

9

10
11
12

14
16
17
18
19

21
22
23
24
25
26

x Daily Results
.30
.30
.30
.40
.20
.30

2.300
2.300
2.300
2.400
2.200
2.300

2.300
2.300
2.200
2.400
2.300
2.300

2.300
2.200
2.200
2.300
2.300
2.300

[ L [ L

R R R R R R

.30
30
.20
.40
.30
.30

.30
.20
.20
30
.30
.30

0g'z enjep yebie]

2. 1B e e e e —— —————————————_———

o

8 910111213141516171819202122232425262728293031 1 2 3 4 56 7 8 91011121314
October

November

Date x Daily Results
28 2.300 2.30
2% 2200 2.20
30 2.300 2.30
31 2300 2.30
1 2200 2.20
2 2300 2.30
4 2200 2.20

5 2200 2.20
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NOTE
The Levey-Jennings Charts Detailed has room for 39 days of data.
The first date in the graph will be the date of the earliest run the user enters for a QC month.
The dates could start at the end of one month, cycle through an entire month, and end with the beginning of a third
month.
111-7-2-5- Performance Index
This graphical representation shows the position of each parameter in each level of the control product.
=  The y-axis or ordinate shows PI
= The x-axis or abscissa shows SDI
=  The Peer Group Position is shown with a black circle
=  The Ideal Position (SDI = Pl = 0) is shown with a black diamond

= L, Nand H represent the position of the parameter in the Levels Low, Normal and High, respectively.

Check for World or Country results in the left part of the page header. Multiple sets of graphs can appear in this report
depending on the peer groups selected.

Performance Index /
HORIBA Q@

Medical
Custty G g
ABX Pentra 120, Nexus DX, DF - Difftrol - October 2013
United States ABX Pentra DX 120 Dr Jacques Meyer
ABX Difftrol paris_laboratory@yahoo. fr
PX083 Hospital Pitie-Salpetriere
P120DX-DIFF-Jacques
10%mm?*_ F 10%mm?* "
1 1
2 2
3 3
SOE3 -2 -1 0 1 2 3 SOR3 -2 -1 0 1 2 3

SDE3 -2 -1 0 1 2 3 SDE3 -2 -1 0 1 2 3
Pl = ® L Low Ideal Zone < |deal Position: PI= SDI= 0
SDI= Accuracy Index @ N Normal Acceptable Zone ® Peer Group Position
@ H High M Unacceptable Zone
2014-04-04 04:16:01 Performance Index Page 10f8
HORIBA Medical® 2008. Submit Inquiries to  aideQCP-med.fr@horiba.com

The Low, Normal and High values are positioned in function of the Peer Group Position.
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Example :

Low value : in the ideal zone. It's the correct area to

EOS achieve.

Normal value : within an acceptable area. The result
could be better.

High value : positioned in the unacceptable zone, the
value is not correct.

111-7-2-6- Performances, Comparisons and uncertainties

This kind of report shows different indicators which are compared to the group.

- Performance index values (precisions)

- Z-score (accuracy) Compared within a graphic visualization

- Variation coefficient (CV)

- Standard deviation

- Uncertainty

- Sigma indicator (gap between actual and required performances)
- Mean Lab/Group

HORI BA Performances, Comparisons and Uncertainties /"\\
Medical [ b

an ot
ABX Pentra 120, Nexus DX, DF - Difftrol - October 2013 Dr Jacques Meyer
United States ABX Pentra DX 120 paris_laboratory@yahoo fr
;:;‘gg'ﬂ"d Hospital Pitie-Salpetniere
P120DX-DIFF-Jacques
Isotech, Inc. PDX Difftrol NF ABXDIFFTROL PX093

i I

=1

-2

- = = = = = = = = == == = = = = T = = =T = = T = = =T = = =
T S T T S e =1 = = = = = =
g 8 8 B 8 8 ¥ 8 & )L g)e & & &8 5 & E, § § 8§ 0 g £ = = & E E
< m Precision (A1) > < m Accuracy (SDI) >
e T
October, 2013 /\
Laboratory Group Comparison Uncerainty Sigma  Sigma |
Mean cv | so=ui N _%4 Uc % R Lab. Oy,
WBC -L 228 26 0053 5 = 4.4 35
WBC-N L] 063 3.39 7.34 2 0.50 4.0 4%
WEC - H 17.42 7 0467 5 -1.00 3.6 1742 £ 1.10 4.4 53
RBC - L z38 13 0031 5 027 133 238 = 0.08 a1 3o
RBC -M 458 1.0 0.048 5 -0.38 1.04 4.58 = 0.10 4.0 39
RBC -H 514 1.0 0.050 5 -0.13 0a7 514 = 010 4.4 4.0
HGE - L 6.7 14 0.10 s 061 | 145 67202 22 26 |
HGB - N 134 1 X} .10 5 -0 0.84 134202 4.8 3.6
HGB - H 16.0 08 0.13 (3 055 1.06 16.0 = 0.3 4 31
HCT-L 9.7 1.3 0.26 L] 013 1.33 19.7 £ 0.5 2.9 25
HCT-MN e 38.0 1.3 0.48 5 025 1.28 38.0x 1.0 3.0 3.3
HCT -H FY 456 1.2 0.58 5 0.11 1.20 456 1.1 a3 is
MCV - L 8x7 1.0 1 0.83 5 0.22 1.01 82717 21 21
MCV = N B30 08 T 0.64 ] 028 o081 B3D=13 28 232

Concerning the Normal and High HCT, we can see the symbol : A That means that these values are beyond the
satisfying limit (which is equal to 1).

Indeed, the precision value on the HCT N/H are, respectively, 1.04 and 1.03.
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Practical examples:
Accuracy : Precision :

QCP Alert QCP Alert QcP

_i—o—li——.!:f | |

-

2 45 0 1 15 2 0 1 2

QCP Alert : The QCP alert will appear when the value of Accuracy and Precision will be 2< or >2. The LQM will find these
alerts in the QCP alerts reports (see manual further).

-2

- = x - = = - = x — = =[= =[x = = = ~[= =] = = o= =]+ = = — = =
2 2L g L = 5 5 S = = = = o= = = 2 |e == e ® o= e o=
= Precision (PI) = Accuracy (Z-Score)
Precision: Accuracy:
- Tube mixing to improve values - Not correct accuracy (MCV L/N), PLT N/H, NEU H, MON N/H)

(lower precision on PLT level N and H) - The MON N/H values are unacceptable

@ D >

= — = s — = S — = — — = x ;l = - - = g — = @ — =3 x — = Is — =3 = — =3 = =
2 Ix 2 8 g Sl = m &8 = e 5 = 3 = = = 5 5 E == = == = = = e o= = ==
SjE =22 2|2 5 22 2 22282887~ = =|E|]zg 58 8 & 8 £ |8
- Precision (Pl) - Accuracy (Z-Score)
Precision: Accuracy:
- Incredible precision exclusively on Low HGB (Check individual values). - Multiples wrong values (WBC L, LYM H, GRA H)

— = = =4 — = x — = - - = x= — = == - = == — = - — = — = - — = e = — = =
[+ © [+ < o o — — = = — — < . = = Y =+ < = ==
B 8 8 83 g 8 8 g 8 5 5 2 8 3 ¢ E ¥ 2 5 5 = g o= =2 2 X =2z 2 = Z
= = = & o = T ¥ T T T T = = = xz g « a = = 5 838 & £ £ 5 & x o«

= = = 2 = © o S & O

- Precision (Pl) - Accuracy (Z-Score)
.. Accuracy:
Precision:

- Totally bad, absolutely unacceptable values. Total lack of quality.
- Wrong values (HCT L, MCV N/H, PLT H, GRA #L, GRA%L)
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111-7-2- 7- History of uncertainties

Tables and graphics that present an historic of the “Performances, Comparisons and uncertainties report”

History of Uncertainties
HORIBA acP

ABX Pentra 120, Nexus DX, DF - Difftrol - October 2013 Dr Jacques Meyer
United States ABX Pentra DX 120 paris_laboratory@yahoo fr
ABX Difftrol Hospital Pitie-Salpetriere
PX093 P120DX-DIFF-Jacques
DagfBT mignal Quaiity Control SE—
PX112 |
PX112 255 243 0.112 2.3
PX013 251 248 0.080 42
PX013 251 247 0101 0.04 1.73 0.94 0.41 417 34 i
PX033 234 242 0.108 -0.08 a2 0.96 0.66 491 N ] 25
PX033 237 2.40 0.089 <0.03 -1.24 0.76 0.25 3.87 3.0 L
PX053 244 251 0.081 «0.08 “262 0.91 0.63 a7 a8 32
PX053 241 2.51 0.07¢ 0.09 ~385 0.61 £0.74 4.7 29 35

PX0T73 F2 249 0.051 -0.09 -3.57 0.44 Q.72 513 30 52
PXOT3 242 2.56 0052 -0.13 «5.37 0.40 <0.94 8.13 2.7 43
PX083 225 a3 0.080 <006 =288 o7e <062 415 2 33
PX0G3 228 235 0.059 0.07 =317 0.81 £0.73 395 is 44

of External Quality Monthly Trend of Comparison Ind: Monthly Trend of Sigma Indexes

Meanofbias | 003 | . _ o

SD of bias 0.087 E*

Mirmuem 0.13 8 o — [ |

Maximum 0.12 & s — e
025 -

|
T
T Ol M
Cle (C+ExD) S #a#r##ar@ P N N
/ S L & “t"\*“‘-z'-.“m*‘-ﬁ‘-."é‘-f‘-.‘"
= Pracison (F1) = AZCulady l‘33l:| ® Sigma Objectiva W § Sigma
Summary of / /
statistical
data Over year tendency Over year tendency

Precision: 6 Sigma: Theoretical performance to achieve.
Global improvement of the precision over Sigma objective: Performance of the Peer Group: slight downward trend.
the year. Ratio between actual and required performances: improvement of
Accuracy: performances over the year, but without achieving the theoretical performance
Shift of accuracy from positive to negative (6 sigma).

value, still remaining in acceptable limits.

Mean : Presentation of the history of means from the lab and the group. This way it is easy to compare the both all
over the year.

SD : Standard deviation

Bias : Average expressed in number of standard deviation.

Performance index (PI) : Pl = CVI = CV\ a5 / CVpeer croup

¢ Standard deviation index (SDI) : “Relative standard deviation”.

SDI = Z-score = ( XLab - XPeer Group) / SDPeer Group

The accuracy has been evaluated by calculating a "Z-score™ which expresses the number of standard deviation separating
the laboratory result from the average of the comparison group (ISO/FDIS 13528).

e Uncertainty :
- Uy = SDgepro : Standard deviation on the reproductibility
- U, = Uncertainty# / V3 : Uncertainty attributable to uncertainty. (Uncertainty# = (m — V) ; m: mean of standard
deviation ; V: expected target value)

- U =V (Uy2+Uy2) : Combined uncertainty
- U =2U, : Expanded uncertainty
e Sigma:

: (TEa% — Bias%o) / CV  (Difference between actual and required performance)
Sigma objective : (TEa26) /0.5 * CV%

- TEa : Total error allowable.
- Bias% : Average expressed in number of standard deviation.
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111-7-2- 8- Other Instrument Groups

This report shows the results of Other Instruments Groups (different than your instrument), using the same control
product, the same lot and level as your instrument.

For each parameter and, level of the control product, the following data is shown:
< Instruments Reporting (number of reporting Peers)

< Mean

< CV

< SDI (Relative Accuracy) = (Your Mean — Group Mean) / Group SD

This report shows the World and Country groups of the different instruments.

HORIBA Other Instrument Groups a

Medical

huality Corfeol Program

ABX Pentra 120, Nexus DX, DF - Difftrol - October 2013
World ABX Pentra DX 120 paris.aboratomahon
ABX Pentra 120, Nexus DX, DF - Difftrol - ABX Difftrol Hospital Pitie-Salpetriere
United States PX093 P120DX-DIFF-Jacques
ABX Pentra 80 - Difftrol - World
WBC 103mmJ RBC 105%mmJ HGB g/dl| HCT %
Levesll L N H L N H L N H L N H
Instrument 5 5 S 5 5 5 5 3 5 L] 5
Mean| 235 749 17.91 239 4860 5.1 6.8 134 161 19.7 38.1 455
sDf -0.73 -063 -1.000 -0.27 -038 -0.1 -061 -0.34 -055 -0.13 -0.25 0.1
CV 4.2 3.2 2.7 1.5 1.1 1.1 1.6 1.1 1.3 1.6 1.2 1.2
mcv fl] MCH pg| MCHC g/dL| RDW %
Instruments| 5 5 S 5 5 5 5 9 5 5 5
Mean| 825 828 83.5 28.3 292 31, 343 352 353 15.0 16.1 14.7
SDI 022 028 012 -045 -002 -04 -0.55 -0.16 -0.61 0.84 088 045
CV 1.1 1.1 1.1 1.7 1.3 1. 1.9 14 14 3.8 S5 3.8
PLT 10¥mm3 MPV il LYM # MON #
Instruments| 5 5 5 5 5 3 3 3 3 3 3

Mean 66 246 501 8.9 8.9 8. 0.70 2.16 292 0.12 0.50 1.15
sD -052 -049 0.33 -0.39 003 031 -132 -095 -1.14 -0.78 -0.32 -0.83
CV| 7.7 3.8 3.7 3.4 24 2. 14.2 12.6 12.5 287 320 3038
NEU # EOS BAS # LYM %
Instruments| 3 3 3 3 3 3 3 3 5 5 5
Mean 1.20 417 12.50 0.19 032 0.7 0.08 0.28 0.58 304 292 16.4

SDI 1.19 078 0.90 0.65 -002 -1.2 1.13 0.16 -0.20] -1.39 -0.98 -1.09

CV| 6.6 6.4 4.6 22.5 203 23. 12.9 129 27.9 12.7 11.4 11.5

MON % NEU %| EOS %| BAS %
Instruments| 5 5 5 5 5 5 5 5 5 5 5
Mean| 5.1 6.7 6.5 52.8 56.2 70. 8.2 4.3 3.8 3.5 3.7 3.1

ABX Pentra 120, Nexus DX, DF - Difftrol - United States

so| -075 -0268 -069 129 100 1194 o0s2 009 -088 157 035 0.02
cV| 206 320 394 65 63 58 222 184 278 117 142 366
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111-7-2- 9- Certificate

It is now possible to get a certification about this interlaboratory comparison process. On this certificate is mentioned the
user, loboratory and instrument name and the type of control.

Is also indicated in which period the lab has contributed at this comparison program.

The signature of the QCP Marketing Product Manager, Philippe Milian, come to certify this contribution.

HORIBA

acP)

Certificate of Participation
in Peer Group Comparison Program

paris_laboratory@outlook.fr

Laboratoryj)lsotech, Inc.

CControl)BXDIFFTROL

Group: ABX Pentra 120, Nexus DX, DF - Difftrol

The laboratory Isotech, Inc. has contributed to the Peer Group
Comparison Program "QCP" from line2011 to October2013.

111-8- SPECIFIC REPORTS

Philippe MILIAN
QCP Marketing Product Manager

Aatomosive Test Systerns | Process & Environmental | Medical | Sericonductor | Scientific

It is possible to have access to another kind of report, specifically to the Local Quality Manager (LQM) and Distributor Quality

Manager (DQM):

HORIBA

Medical

In=strurn L Detail D

= Home = Suppart

QCP Support

Control Product
All v
Starting QC Month
2014105 v
Ending QC Month
201405 v

T

| petail Report

[ Peer Group Report

[ Meter Report

ey ]

Quality Control Program

Select Languace Englizh v

QCP Site
Support

= LOMDOM Reports

= Upload Site Files>>>
= Show All Text>>>
= Translate Text>>>

= Excessive Reject Report>>>
= Assay Report

Wigww HORIBA Medicsl Tarms and Conditions

HORIBAMedical@ 20035 .
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HORIBA Quality Control Program

Medical

= Home > Support = LOMDGOM Reports

Report Processing Complete...

Reports

] LOM/DOM
[ Reports
Wiews Reports

111-8-1 Activity/Data sent reports

QCP Alerts
Lizer [zzue Rey
Year /Month | 201405

= QCP Activity/Data sent

LQM/DQM
Reports

HORIBA hedical® 2002,

This report present the number of data sends by registered instrument and country.

Instrument description

Instrument] SN Model Controlf
Main User Institution| Status /\/201307201308201309201310201311201312201401201402
SELAL 704PC7049|ABX —
Amanh Pentra 60C+|ABX #N/A | #N/A | #N/A | #N/A | #N/A | #N/A | #N/A | #N/A
amanh@e-bio.fr Active DIFFTROL /
608 ver 1432]|
Pentra 120 Retic|ABX 1 1 1 1 1 2 2 1
ana2l@yahoo.fr ANA Active DIFFJROL
60 X0230]ABX
audrey.bout@Ilabo Pghtra DX 120|ABX 1 1 1 1 1 1 1 1
-caudry.fr PORTE Active DIFFTROL

None data sent about the
Pentra 60C+/ABX DIFFTROL.
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The activity data sent report is visible for the local managers (CQM/LQM/DQM). This way, they are able to see if customers
are actually using the registered instruments.

If it is not the case, the local manager can act on the registration to prevent the customer to pay a non-used service.

Automatic Deactivation Policy:

An instrument which is non used while 4 months, will be automatically deactivated from the database.
This happens for all users already registered for more than 6 months.

111-8-2 QCP Alerts Report

This report allow to easily see every SDI and Pl exceeded values by user for each parameter. Either positive (>2) or
negative (<-2) excess. (see the example below):

h
Main User Email Institution Serial Number Control Lot/Level Level Parameter
wm ksspine.com 412P4-0277 ABX Pentra 400 1107001 N TP100

shauna.cameron@nortonhealthcare.org 707P4-0795 ABX Pentra 400 1300801 N CREA_RB

shauna.cameron@nortonhealthcare.org 707P4-0795 ABX Pentra 400 1300801 N Na-E
jshuck@cellnetix.com 803PCP7747 ABX Pentra 60C+ PX093L L MON %
jshuck@cellnetix.com 803PCP7747 ABX Pentra 60C+ PX093L L MON #
jshuck@cellnetix.com 803PCP7747 ABX Pentra 60C+ PX093H H NEU %
millerk@scotlandcountyhospital.com 009PCP9693 ABX Pentra 60C+ PX093N N BAS %
millerk@scotlandcountyhospital.com 009PCP9693 ABX Pentra 60C+ PX093N N BAS #
millerk@scotlandcountyhospital.com 009PCP9693 ABX Pentra 60C+ PX093H H WBC
millerk@scotlandcountyhospital.com 009PCP9693 ABX Pentra 60C+ PX093H H NEU #
millerk@scotlandcountyhospital.com 009PCP9693 ABX Pentra 60C+ PX093H H BAS #

111-8-3 User Issue Report

This report display the activation status for each enrolled instrument (pending activation or inactivation) and customers that
have enrolled without requesting any reports or notification email.

3590 email report or notification requested.—>

No email report or notification r
125 Instrument Statusis P
359 Instrument Status is Pen

shauna.cameron@norto P400 707P4
shauna.cameron@nertonheaihcare.org  P400C0O2 707P4
shauna.cameron@nortonhealthdqre.org  P400 707P4
majella.miller@nortonhealthcare.ord P400 707P4
tanisha@sjonc.com New P60C+ 205PCP11255
awright2@bmbhsc.org RE60C+ 604PCP6276

ealthcare.org 795 No email report or notificatios requested.
795 No email report or notification raguested.
791 Instrument Status is Pendinginacti

79&Jnstrument Status is Pendinglnactivation.

No email report or notification requested.

Activity status

No email report or notification requested.

pebless@Ihaong Q079502358 No emallreport or notification requested. Instrument/Reference
tsimkin@bighornhospital.org Q04PXL3744 No email report or notification requested.

‘CM'\I\ams@samamanhcspnal net PXLS0 60AQXL2233 No email report or notification reguested.

lab@pmcmac.com Horiba Instrument Status is Pending. U Se r e m a iI
rbateau@bouldercityhospital.org PXL80 705PXL2758 No email report or notification requested. e
GFiedler@dekalbelinic.com P80 701P802667 No email report or notification requested.

pat@peoplesclinic.net M60IM2 906CS87400 <o email report or notification requesteg. =

ksuddeth@dekalbclinic.com P80 701P802667 No email report or notification requested.

mblanchard@cddmedical.com PKLEO 911PXL3956 No email report or notification reguested.

juliaB812@comeastnet M60 002CS88569 No email report or notification requested.
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111-9- SPECIFIC PEER GROUPS
A SPECIFIC PEER GROUP is a special grouping of similar instruments determined by a MAIN USER.

Only the MAIN USER may create any number of SPECIFIC PEER GROUPS.

111-9-1- Creation of a Specific Peer Group

To create a specific peer group, click SPECIFIC PEERS in the REPORTS page.

HORI BA Quality Control Program Hospital mapﬁﬁ?m

Medical paris_laboratory@outiook. fr

Home = Submit Inquiry - Brochure = FAQ - QCP Help

Users =Instruments =Reporiz = Detail Data = Summary Data = Sign OQut

> Home > Reporis SelectLanguage English

View Reports requires activated instruments.
Disabled Instrument Mames are pending activation by HORIBA
Medical.

Reports
| - Peer Group ¥ World Peer Group

| #| Country Peer Group

Reports #/ AllPeer Comparison
#| Performance Index

#| Levey-lennings Charts
#| Levey-Jennings Charts Detailed
#| All Peer History
Instrument Hame #| Other Instrument Groups

—Choose Instrument—- ¥

Year/Month/Lot Delivery “® Email full monthly reports automatically.
Chaoose YearMaonth/Lot ¥ Email Alert when monthly reports are ready for online viewing.
Mone. [ 'will view reports online.

QCP will remember your viewing choices.

Set as Defaults
View Reports
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The INVITE SPECIFIC PEERS page will be displayed :

H 0 RI BA Quality Control Program Hospital %—hbggﬁzm

Medical paris_laboratory@outiook. fr

Home = Submit Inquiry = Brochure = FAG = GQCF Help

=Uszers [Finstruments =Reporis =

= Home » Repors = Specific Peers Select Language English

Invite Specific

Peers Email Institution Address Status
paris_laboratory@outlo Hospital Pitie-Salpetrier 11 rue bd de I'hopital
labadmin@cryo-save.ci TAIHLAMDE LAB BANGKOK
laurence.defoin@uclow CRYO LAB MNICE
agothoti@ulg.ac.be DEFOIMN LAB LILLE
jackie. godfrey@cardiffa LULG LAB YPRES

Instrument Name

P120DX-DIFF-Jacq * Submit
Specific Peer Group

—Mew Peer Group- ¥ Delete Group

Specific Peer Group Name
Group 1/Hospital Pitie-£

Step 1
Select the Instrument Name

Step 2
Select New Peer Group

Step 3
Name the specific peer group.
There will be a name set by default: “Group Number / Institution Name of the user creating the Specific Peer”

Step 4

Complete the table with the information of users you would like to invite to form a Specific Peer Group.
- Email (required)
- Institution (optional)
- Address (optional)

Step 5
Click SUBMIT to send the invitation.

Step 6

The invited users will receive an email instructing them how to accept or decline your invitation on their REPORTS
page.

There will be a place on the invitees REPORTS page to Accept or Decline the invitation.

The Status field will let you know if a peer has Accepted or Declined your invitation.
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The list of all specific groups that are created will be in the REPORT page below the World and the Country peer
groups.

It will be possible to check or uncheck these specific peer groups and to obtain the ALL PEER COMPARISON report, the
ALL PEER HISTORY report and the PERFORMANCE INDEX that contains the results of the World, Country, Specific peer
group(s) if selected, as well the results of your instrument, for comparison.

H 0 RI BA Quality Control Program Hospital %—%bﬂgﬁgm

Medical paris_laboratory@outiook. fr

Home = Submit Inquiry = Brochure = FAG = GCP Help

=lsers =instruments =Reports [=Detail Data = Summary Data = Sign Qut

= Home = Reports SelectLanguage English v

View Reports requires activated instruments.
Disabled Instrument Mames are pending activation by HORIBA

Medical.
Reports

|I = Peer Group World Peer Group

| Country Peer Group

|

<-"'5_P_E_t_iﬁt Peer Group Group 1/Hospital Pitie-Salpetriere _____'"‘:)
Sy Iinvitations i

Instrument Name Reports All Peer Comparison
—-Choose Instrument—- ¥ Performance Index

Levey-Jennings Charts
Levey-Jennings Charts Detailed
All Peer History

Other Instrument Groups

Year/Month/Lot
Choose Year/Month/Lot ¥

View Reports
! Delivery "®' Email full manthly reports automatically.
Specific Peerss== Email Alert when monthly reports are ready for anline viewing.
Mone. | will view reports online.
QCP Concepts==>

OCP will remember vour viewing choices
Set as Defaults QCF will remember your viewing choices.
| I

111-9-2- Status of a Specific Peer Group

The status of each invited peer will be displayed as follows:

= Accepted: the invited peer has accepted your invitation to form a specific peer group
= Declined: the invited peer has declined your invitation to form a specific peer group

= No instrument: the invited peer does not have the instrument for which you created the specific peer group
= Unidentified: If the email address entered does not match a user in QCP
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111-9-3- Modification/Update of a Specific Peer Group

The MAIN USER can modify/update the created specific peer groups, by selecting the specific peer group in the
dropdown box to edit it.

Then, the following actions may be done:

NOTE

1.

2.

1/ Complete the information about the institution and the address, and click SUBMIT.
2/ Add or remove peers (members) to or from the Specific Peer Group at any time.

= To add a new member, add his email address and click SUBMIT, an invitation email will be sent
to that user.

= To remove a member, erase his email address and click SUBMIT.
The deleted member will no longer see this specific peer group on their REPORTS page.

3/ Change the name of an already created specific peer group. The members of this group will get an
automatic notification by email with the new name. The specific peer group will appear in their REPORTS
page with the new name.

4/ Delete an entire Specific Peer Group with the DELETE GROUP button in the INVITE SPECIFIC PEERS page.

The specific peer groups are not limited to one month

Specific peer groups with less than 6 peers will receive a warning message in the ALL PEER COMPARISON report
saying : “A minimum of 6 Instruments reporting provides better comparative results”

An instrument may be a member of any number of Specific Peer Groups at a time.
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111-10- MAIN USER & USERS

111-10-1- Create MAIN USER

The MAIN USER enrolls to create an account, or, is enrolled by the local HORIBA Medical Representative, registers each
instrument & control product combination, creates additional users with restricted access to instruments, invites specific peers

and inactivates instruments.

The procedure for creating a MAIN USER account is explained above [see I11-3- ENROLL, I11-4- INSTRUMENTS]

111-10-2- Setup additional user(s) & Assign instrument(s)

The MAIN USER who first registered the information in the ENROLL and INSTRUMENTS pages is able to set any number of
additional users with restricted access to instruments, by following the steps below:

Step 1
Sign onto the MAIN USER account

Step 2
Click on the USERS link to get to the USERS Page

Step 3
Select NEW USER from the drop-down (this will already be selected.)
QCP will default many of the fields from the MAIN USER account.

Dr Jacques Meyer

HORI BA Quality Control Program Hospital Pitie-Salpetriere- FRO0D099

Medical paris_laboratory@outiook. fr

Home = Submit Inquiry = Brochure - FAG - GCP Help

> Home > Users Select Language English

User selected paris_laboratory@outlook.fr.

User | paris_laboratory@c ¥ | S=l=ct= userto sdit

f Email
I Password r character minimum.
| .
Retype Password | -— Main Users —
Customer NUMBEr | paris_|abaratory@outiook fr
Salutation 'or —ional courtesy title - Dr., Mr., Ms.

First Name Jacques
Last Mame Meyer
Title / Position
Telephone 0142160000
Fax

Institution Hospital Pitie-Salpetrig)  Institution or Lebaratory name.
Department
Address
11 rue bd de I'hopital

p
City Paris
State / Province
Postal Code 75011
Country FR.
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Step 4

= Enter the email address and the password for the additional user (twice)

= Enter the First and Last Names of the additional user

= Using the checkboxes, select the Instruments that this user has access to.

In this example, the MAIN USER Dr Jacques Meyer has checked the instrument “P60C-DIFF-Jacques” for the
additional user Ms Sarah Doe.

Dr Jacques Meyer

ORI BA Quality Control Program i Salpetriere- F

Medical

struments

> Home > Users

User selected paris_laboratory@outlook.fr.

Select 8 user to edit.

User -Mew User— v
| Email sarah.doed4@hotmail A
Password
Retype Password

Four character minimum.

Opticnal courtesy title - Dr., Mr., Ms.

First Name sarah

Last Name doe

Title /Fo Ician

Telephone 0142160000
Fax

Institution Hospital Pitie-Salpetrig)  Institution or Lebaoratory name.
Department
Address
11 rue bd de I'hopital

e
City Paris

State / Province
Postal Code 75011

Country FR
|
| Preferred Language | English v
Date Format | 1998-07-18 v | Select date format
Time Format  17:36:25 v | Select time format
Permitted Instruments P120DX-DIFF-Jacques
#| PGOC-DIFF-Jacques
Submit
Delete User

HORIBA HORIBA Medical® 2008.



Step 5

The remaining required fields should have default information.
Check this information and make changes as needed.

Step 6

Click SUBMIT

Step 7
You will see a message in blue to confirm that the additional user has been enrolled, and to inform you that
an information email is sent to this additional user.

HORIBA Quality Control Program : eiriere- FRO00D099 Hospital m.%pgéﬁfm

Medical 5ar: ail. paris_laboratory@outiook. fr

: = Instruments =Reports = Detail Data = Summary Data = Sign Out

> Home > Users

Thank you for enrolling “sarah.doed4@hotmail fr”.
NewUser Email sent to sarah.doed4@hotmail.fr.

User  sarah.doedd@hotn v Sslect s userio =dit

|' Email sarah.doe44@hotmail i
Password seeees Four character minimum.

Retype Password s
Customer Number FRO00099

Salutation .MS| | ©pticnal courtesy title - Dr., Mr., Ms.

First Name sarah '

Last Name doe

Title / Position Technician
Telephone 0142160000
Fax

Institution Hospital Pitie-Salpetrigr Institution ar Laboratary name.
Department
Address
11 rue bd de 'hopital

r:
City Paris
State / Province
Postal Code 75011
Country FR

NOTE

The additional user (Ms Sarah Doe in this example) who is enrolled by the MAIN USER (Dr Jacques Meyer in
this example) will receive by email a password to sign in to QCP. The additional user may change this
password in the USERS page.
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+ In the USERS page, if the MAIN USER (Dr Jacques Meyer in this example) selects in the User dropdown box the additional
user (Ms Sarah Doe in this example), the information and the instrument of this additional user will be displayed.

sarah.doeddGyahoo. fr b

Main User
pariz_laboratoryi@yahoo fr

H 0 RI BA Quality Control Program . - h 1spital m-m£$$m

Medical [ ail. paris_laboratory@outiook. fr

rome - Submit Inquiry - Brochure = FAG - QCF Help

Inztruments = Reports = Detail Data = Summary Data = Sign Out

> Home = Users

p User sarah.doedd@hotn v | Select=userio =it
| Email sarah.doed44@hatmaili
| Password seses Four character minimum.
Retype Password s
Customer Number FRO00099
Salutation Ms Optional courtesy title - Dr., Mr., Ms.
First Name .sarah .
Last Name doe
Title / Position Technician
Telephone 0142160000
Fax

Institution Hospital Pitie-Salpetrie) !nstituticn or Laborstory name.
Department
Address
11 rue bd de I'haopital

4
City Paris
State / Province
Postal Code 75011
Country FR
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+ When the additional user signs in to QCP :

Only his/her email will appear in the USER dropdown box

Ws sarah doe

H 0 RI BA Quality Control Program Hospital Pitie-Salpetriere- FRO00099

Medical =sarah.doed4@hotmail fr

Home - Submit Inquiry - Brochure - FAQ = GCP Help

Instruments =Reports =Detail Data = Summary Data = Sign Qut
> Home > Users SelectLanguage English

Salutation Ms Optional courtesy title - Dr., Mr., Ms.

First Name sarah
Last Hame doe
Title / Position Technician
Telephone 0142160000
Fax

Institution Hospital Pitie-Salpetrigy |nstitution or Laberatory name.
Department
Address
11 rue bd de I'hopital

s
City Paris
State / Province
Postal Code 75011
Country FR

Only the instrument that the MAIN USER has assigned to her/him will be available in the

INSTRUMENT page

Ms sarah doe

HORI BA Quality Control Program Hospital Pitie-Salpetriere- FRO00099

Medical sarah.doedd@hotmail. fr

Home - Submit Inquiry - Brochure - FAQ - QCP Help

Users [=Instruments |=Reports |= Detail Data [> Summary Data [= Sign Out
> Home » Detail Data SelectLanguage English

File Mame

Detail Data Choisissez un fichier | Aucu . oisi

[ Upload File

Instrument Hame _
—Choose Instrument— v

—Chon=sa Inctrument—

Comment

Submit

Delete Run

63



IMPORTANT

If a new instrument is added, the MAIN USER will need to edit each user that needs to access that instrument and check the
instrument and click SUBMIT.

All of the laboratories instruments are always listed for a MAIN USER.

In this example, the MAIN USER is Dr Jacques Meyer: Two instruments are enrolled in QCP for his laboratory.

HORI BA Quality Control Program Hospital %—%&Lﬁgm

Medical paris_laboratory@outiook. fr

Home = Submit lrquiy ~Srochure = FAQ = QCP Moy

Instruments -

> Home > Users SelectLanguage English

User paris_laboratory@c v | Select a user to edit.
|' Email paris_laboratory@outlo
[ Passworg seeess Mour character minimum.
Retype Password s
Customer Number FR000099 |
Salutation Or Optional courtesy title - Dr., Mr., Ms.
First Name Jacques
Last Name Meyer
Title / Position
Telephone 0142160000
Fax

Institution Hospital Pitie-Salpetrig  Institution or Laboratory name.
Department

Address
11 rue bd de I'hopital

City Paris
State / Province
Postal Code 75011

Country FR.
Preferred Language | English T
Date Format | 1998-07-18 v | Select date format
Time Format | 17:36:25 v | Selecttime format

Instruments

= P120DX-DIFF-Jacques
= PGE0OC-DIFF-Jacques

Submit

Delete User
| ISefiaebaS o |

HORIBA HORIBA Medical® 2008.
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111-10-3- Delete users

The MAIN USER can use the following procedure to delete a user.

Step 1
Go to the USERS Page

Step 2
Select the user you want to delete from the drop-down

Step 3
Click DELETE

Step 4
Wait for QCP to return with the verification message.
IMPORTANT

All the users under a MAIN USER need to be deleted before a MAIN USER can be deleted.

111-11- INACTIVATION OF AN INSTRUMENT

The MAIN USER may inactivate an instrument by clicking INACTIVATE in the INSTRUMENTS page, after selecting the name of
the instrument to inactivate.

Before you remove the instrument by inactivation, HORIBA Medical strongly recommends that you review your contract with
your local representative before making this change.
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IV- OTHER ONLINE FUNCTIONS

IV-1- OTHER FUNCTIONS IN THE SIGN IN PAGE

1/ Forgot your Password
A new password will arrive by email by clicking on FORGOT YOUR PASSWORD, completing the information required
and clicking SUBMIT

2/ More info
Learn about browser settings, browsers supported and download a PDF reader for viewing reports by clicking on MORE
INFO.

HORI BA Quality Control Program

Medical

Sign In = Enroll = Submit Inquiry - Brochure - FAGQ - GCP Help

= Signin Select Language English

Online Interlaboratory Comparison
The Quality Control Program of HORIBA Medical

Email
Password
for all HORIBA Medical Hematology & Clinical Chemistry analyzers.

- » Submit Internal Quality Control results online.
Iﬂl + Evaluate analyzer accuracy and precision.

Enrol « Obtain real ime peer group statistical reports fram QCP.
nroll==>

Forgot your password?==>

This website supports the current and previous version of the following

browsers: Firefox, Internet Explorer and Safari(Macintosh). More info>»> —._
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1V-2- OTHER FUNCTIONS IN THE USERS PAGE

1/ Preferred Language

You can choose your preferred language, simply by choosing the language in the dropdown box.
Once you sign in, the pages of QCP will always appear with your preferred language.

2/ Date Format

You can choose the date format that will be used in the DETAIL DATA page, and that will be displayed in the statistical

reports.

3/ Time Format

You can choose the time format that will be used in the DETAIL DATA page, and that will be displayed in the statistical

reports.

Quality Control Program

HORIBA

Medical

> Home > Users

User

| Email
Password

Retype Password
Custamer Mumber
Salutation

First Name

Last Name

Title [ Position
Telephone

Fax

Institution
Department
Address

City

State [ Province
Postal Code
Country

Freferred Language

N

IZ\,;/’//Time Farmat
IZ// Instruments

Date Format

HORIBA

paris Iaburatuw@t ¥ Select a userto edit.

paris_laboratoryi@autio

[T Four character minimum.

FROOOO99
Dy
Jacgues
hleyar

Optional courtesy title - Dr., M, s

0142160000

Institution or Laboratan name.

Hospital Pitie-Salpetriel

11 rue hd de I'hopital

Faris

75011
FR
English r
1898-07-18
17.36:25

¥ Select date format

¥ | Selecttime format

n P1200H-DIFF-Jacgues
n PBOC-DIFF-Jacques

Submit

Delete User

HORIBA Medical@ 2002,
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1V-3- OTHER FUNCTION IN THE REPORTS PAGE

Clicking on QCP Concept will give you a glossary of terms to help explain the concepts used in the statistical reports.

HORI BA Quality Control Program

Medical

Home

SUsers =Instruments =Reports =Detail Data = Summary Data =Sign Out
= Home » Feports Select Language Enalish

Yiew Reports requires activated instruments.
Dizahled Instrument Mames are pending activation by HORIBA
Medical.

Reports
| B Peer Group World Peer Group

| Country Peer Group

Reports All Peer Comparisan

Ferfarmance Index
Levey-Jennings Charts
Levey-Jennings Chars Detailed
All Peer Histary

Instrument Name COther Instrument Groups

--Choose Instrument- ¥

Year Month/Lot Delivery '* Email full monthly reports autormatically.

Choose YearMonthiLot ¥ Email Alertwhen maonthly reports are ready for online viewing.

Mane. [will wiew reports anline.
- Set as Defaults QCF will remember your viewing choices.
View Reports -

Specific Peers=>==

i

QCP Concepts>>=>

HORIBA HORIBA hedical® 2002,
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IV-4- OTHER FUNCTIONS IN ALL PAGES

1/ Submit Inquiry

You may submit any inquiry by clicking on SUBMIT INQUIRY, completing the fields and clicking the SUBMIT INQUIRY

button.

2/ Brochure

You may View and Print the QCP brochure by clicking on BROCHURE.

3/ FAQ

You can review the most Frequently Asked Questions by clicking on FAQ.

4/ QCP Help

Contextual help is available by clicking on QCP Help.

5/ Select Language

HORIBA

Medical

Quality Control Program

=Users =Instruments =Reports =Detail Data =Summary Data [=5i

Medical Quality
Control
Program

HORIBA

HORIEBA

Online Interlaboratory Comparison
The Cuality Control Frogram of HORIBA Medical

for all HORIBA Medical Hematology & Clinical Chemistry analyzers.,

« Submit Internal Quality Contral results online.
« Ewaluate anakzer accuracy and precision.
« Obtain real time peer group statistical reports from QCP.

This wehsite supports the current and previous version of the fallowing
hrowesers: Firefox, Internet Explorer and Safariihacintosh). More info=>>

ou can select your language in the dropdown box.

HORIBA Medical@ 2005, v
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V- SCHEDULE

V-1- QC DATA SUBMISSION

The cut-off date each month for QC data submission is the 6th of the month following the month of data collection in order to
be included in the Final Monthly Report. Data for that month may still be submitted after that time. QCP will automatically
recalculate the peer results to include your data and your report may be obtained online once any required review by QCP is

done.

V-2- STATISTICAL REPORTS

= The Preliminary Reports are available in real time, immediately after QC data submission.

= The Final Monthly Reports are available about the 15" of the month following the month of data collection.

NOTE

=  Submitted QC data and Statistical Reports are available online for a 24 month period.

» If the user has missed the 6th of the month cut-off date, it is still possible to submit the data for dates before the 6™ of the

month.

=  The user can make corrections to the data entered for a prior month.

- If corrections are made to a prior month, the new reports are valid when the corrections made do not have errors

that need to be reviewed by Horiba Medical.

- When the corrections made do have errors that need to be reviewed by Horiba Medical, the new reports are

preliminary until the errors are reviewed for the peer group.

Einal Monthly
Reports
Available about the
15th of the month
A
Participant Lab Preliminary Reports
in Real Time
> Submit QC results
> Receive statistical reports Availabletthroughoutihe
month, immediately after QC
data submission
Submit QC results A
Cut-off : 6th of the month

> Process submitted QC results

> Emit statistical reports

Quality Control Program

QCP WORKFLOW
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VI- GLOSSARY

TERM

DESCRIPTION

28D

Standard Deviation x 2. 95% of all results in a normal population fall within 2 SDs of the mean. Therefore, + or - 2 SD is
considered an acceptable laboratory standard.

ABX Pentra ML

Exclusive smart “multilink” concept that allows up to 3 ABX Pentra hematology analyzers to be connected to the same validation
station. For more information please go to Horiba Medical website : http://www.horiba.com/fr/medical/

Accuracy

Closeness to the true value or the measure of truth for a result.

Calibration Product

A material that is used to adjust the instrument that is based on or traceable to a reference preparation or material, and whose
values are determined by acceptable reference methods.

Control Product

Materials that are solutions of chemically stabilized red cells, white cells and/or analogs, and platelets. The most important
characteristics of control materials are their stability and physical similarity to real patient samples. They are used to monitor the
performance of an instrument or procedure.

Country Peer Group

Group of all the peers in your country.

cv

Coefficient of Variation: The Standard Deviation expressed as a percentage of the mean. The smaller the CV, the more precise is the
analytic method.

%CV = SD
Mean

x100

Instruments Reporting

Number of reporting peers

Mean

The mathematical average for a group of data points.

N
XX
X — il

N

Number of results

Number of results entered per parameter per level

Peer An instrument from a group of similar instrument types, using the same control product of the same lot and level.
Peer Group Group of similar instrument types, using the same control product of the same lot and level.
Precision Index: The ratio of a Lab's CV to the Group CV. Pl is a measure of Relative Precision. A Pl value between 0 and + 2
defines acceptable performance.
PI _ Your%CV
~ Group%CV
Precision Reproducibility of replicate analyses.

Preliminary Report

Reports published before the end of a data collection month will be marked as Preliminary

In QCP any report that has errors or data pending review will be marked “Preliminary.” Also, any report generated before the 15th
of the following month would be marked “Preliminary.” Final reports will not be marked with any designation. The date and time the
report was generated is always at the bottom of the report.

Rejected Data outside the target limits for the control product used is rejected.
Run Set of internal quality control results of different parameters collected the same date and time from an instrument
Standard Deviation: A measure of the dispersion of a group of values around a mean, expressed in the units being measured.
SD
Standard Deviation Index: The number of Group Standard Deviations by which a Lab's Mean differs from the Group Mean.
SDI is a measure of Relative Accuracy.
Accuracy indicates how close Your Mean is to the Group Mean.
DI An SDI value between - 2 and + 2 defines acceptable performance.
DI = Your Mean—Group Mean
GroupSD
Shift An abrupt change in the pattern of data points on a plot, graph, or chart of data points.

Target value

A peer group specific value published on the assay sheet of the control product.

Trend

A gradual change in the pattern of data points on a plot, graph, or chart of data points.

World Peer Group

Group of all the peers in the world.
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NOTES
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