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Validation and Verification : What ?

Validation:

Demonstrateby means of objective evidence tha¢rformancecharacteristics
fullfill predefined criterieor specifcdemandsfor a certain purposer intended

use

Whichimplies:

A+t ARFGAZ2Y LISNF2NXYSR o6& aGYI ydzFl Od dzNB
A (Full) validation done by the lab

Validation and verification process for [IHQonald Van Hecke
NordiQC Workshop
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Verfication:

Confirmationby providingobjectiveevidencethat a testfullfils specifications
(specificdemands or specifiedperformancecharacteristicgarameters

Whichimplies:

A Specifidemandéperfomancecharacteristicsre definedand validatedby

manufacturer
A Verificationof performancecharacteristicperformedby lab
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Validation

Verification

Demonstrate by means of objective
evidence that performance-
characteristics fullfill predefined
criteria or specific demands for a
certain purpose or intended use.

Confirmation by providing objective
evidence that a test fullfils
specifications (specific demands) or
specified performance
characteristics.
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Validation

Verification

Demonstrate by means of objective
evidence that performance-
characteristics fullfill predefined
criteria or specific demands for a
certain purpose or intended use.

Confirmation by providing objective
evidence that a test fullfils
specifications (specific demands) or
specified performance
characteristics.

What is the difference?
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ﬂ Validationor verification: whichOne ? s Determinedby
In essencgouneedto proofa | S aliatitRee®td R 2 ¢ wBaNdisintendedforé @

FDA / CE IVDaccordingo InstructionsForUse(IFU)

Anydeviationfrom IFU/ useof non FDA/CHVD(LDT)

!

Verification

l

!

Validation

!

Performancecharacteristicand acceptancecriteria

Performancecharacteristicand acceptancecriteria

Validation and verification process for [IHQonald Van Hecke
NordiQC Workshop
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Validationor verification: CEIVD or LDandthusif
verificationor validationneeded

WhatA a@accardingo IFLE K

x  Type samplandpurposédintendedusedefined
x Clearinstructions:
A Pretreatment
A Dilutionof Ab
A IncubationtimesAb, detectionsystem
A Enhancingsteglinker)
A Preprogrammear full descriptionof method ?
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Validationor verification: accordingto IFUdeterminesCEIVD or LDT
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INDICATIONS AND USE

Intended Use

This antibody is intended for in vitro diagnostic use.

Table 2. Recommended St:
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Validationor verification: accordingto IFUdeterminesCEIVD or LDT

Intended use For in vitro diagnostic use.
(’, FLEX Monoclonal Mouse Anti-Human BCL6E Protein, Clone PG-B6p, Ready-to-Use (Dako Omnis), is intended for use in immunchistochemistry (IHC)

together with the Dako Omnis instrument. Results aid in the classification of diffuse large B-cell lymphoma, follicular lymphoma and Burkitt's lymphoma (1).
Differential classification is aided by the results from a panel of antibodies. The clinical interpretation of any staining or its absence should be
complemented by morphological studies using proper controls and should be evaluated within the context of the patient's clinical history and other
FLEX diagnostic tests by a qualified pathologist. This antibody is intended to be used after the primary diagnosis of tumor has been made by conventional
Monoclonal Mouse histopathology using nonimmunologic histochemical stains.

Anti-Huma n_ Specimen preparation Paraffin sections: The antibody can be used for labeling formalin-fixed, paraffin-embedded tissue sections. Tissue specimens should be cut into sections of
BCL6 Protein 4pm.

Clone PG-B6p

Pre-treatment: Pre-treatment of formalin-fixed, paraffin-embedded tissue sections with heat-induced epitope retrieval (HIER) is required. Pretreating

Ready-to-Use tissues with HIER using diluted EnVision FLEX Target Refrieval Solution, High pH (50x) (Dako Omnis), Code GV804, is recommended. Deparaffinization,
(Dako Omnis) rehydration and target refrieval are performed onboard Dako Omnis. Please refer to Dako Omnis Basic User Guide.
Code GAB25 Staining procedure Step Comments
overview" Fixation/embedding Formalin-fixed, parafiin-embedded Onboard deparaffinization

Pre-reatment EnVision FLEX, High pH (Code V804) 30inHIER

Antibody Ready-fo-use 12.5 min incubation

Negative Control FLEX Negative Control, Mouse (Code GA730) 12.5 min incubation

Visualization EnVision FLEX (Code V800) + EnVision FLEX+ Mouse | Block: 3 min; Link: 10 min; Polymer: 20 min; Chromogen: 5 min

LINKER (Code V621)

Counterstain Hematoxylin (Code C808) 3 min incubation

Control Tissue Tonsil Nuclear staining

Slides FLEX IHC Microscope Slides (Code 8020) Recommended for greater adnherence of tissue sections to glass slides

Mounting Non-aqueous, permanent mounting required After staining, the sections must be dehydrated, cleared and mounted

using permanent mounting medium
Instrumentation Dako Omnis Reagents are provided in instrument-specific vials

*The user must always read the package insert for detailed instructions of the staining procedure and handiing of the product.
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Validationor verification: accordingto IFUdeterminesCEIVD or LDT

Novocastra™ Liquid Intended Use

Mouse Monoclonal Antibody For in vitro diagnostic use.
~ : 3 NCL-L-PSA-431 is intended for the qualitative identification by light microscopy of human prostate specific antigen in paraffin sections.
Prostate Specific Antigen y q v Py P P geninp

The clinical interpretation of any staining or its absence should be complemented by morphological studies using proper controls and

Product code: NCL-L-PSA-431 should be evaluated within the context of the patient's clinical history and other diagnostic tests by a qualified pathologist.

Specimen Preparation
The recommended fixative isd0% neutral-buffered formalinfor paraffin-embedded tissue sections.

Recommendations On Use

Immunohistochemistry on paraffin sections.

Suggested dilutio -ID This is provided as a guide and users should determine their own optimal working
dilutions.

Visualization: Please follow the instructions for use in the Novolink™ Polymer Detection Systems. For further product information or
support, contact your local distributor or regional office of Leica Biosystems, or alternatively, visit the Leica Biosystems Web site,
www.LeicaBiosystems.com

The performance of this antibody should be validated when utilized with other manual staining systems or automated platforms.
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EBioSite

BAP1 (C4) Mouse Monoclonal Antibady
Catalog No  AZC-YNOMSR-0.1 (0.1 ml)
7 ml (prediluted))

Materials Provided

BAPI1 (C4) Mouse Monoclonal in concentrated form or
prediluted

Antibody Specifications Antibody as Purified antibody
diluted in Tris-HCI buffer containing s

and

Host Mouse

Isotype IgGl /k

Immunogen Synthetic peptide

human BAP1

Cellular

4. The user must validate incubation times and

ents are optima
diluted. and further dilution ma sult in loss of
antigen staining.
6. The concentrated reagents may be diluted optimally
d on validation by user. Normal Antibo
ordic BioSite Normal Antibody Diluent [Tris
) is recommended. Any diluent used that is
secifically recommended herein must likey
ated by the user for both its compatibility and
effect on stability.
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Product datasheet

Anti-PAX8 antibody [SP348] - BSA and Azide free
ab242429

Immunohistochemistry (Formalin/PFA-fixed paraffin-

embedded sections) - Anti-PAX8 antibody [SP348] -
BSA and Azide free (ab242429)

Application

IHC-P

Application

IHC-P

Abreviews

Ab Concentratiorn??? I

Species

() Human

Notes

Use at an assay dependent concentration.
Perform heat mediated antigen retrieval wifg EDTA buffer pH 8.0
before commencing with IHC staining protocol.

Primary antibody incubation for 10 minutes at room temperature.
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