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1. Executive Summary

1.1. The ToxBank data warehouse

The ToxBank data warehouse provides a web accessible shared repository of know-how and
experimental results to support the SEURAT-1 cluster in developing a replacement for /in vivo
repeated dose toxicity testing. The information within the ToxBank data warehouse is uploaded
from the research activities of the cluster partners as well as relevant data and protocols from
other sources, such as public databases. The data and information is collected to enable a cross-
cluster integrated data analysis leading to the prediction of repeated dose toxicity. The warehouse
should continue to provide access to this knowledge after SEURAT-1 for academic and industrial
uses, as a potentially self-sustainable operation.

1.2. Building on information gathering to provide virtual networks

This deliverable builds on the output of deliverables D4.3 which explored and documented the
existence of biobanks and biorepositories both in Europe and around the world. It also
encompasses work delivered in D4.4 which established a supplier’s registry with information
targeted to the needs and requirements of toxicologists. The deliverable 4.5 provided an initial
virtual network on which to construct a more complex multifaceted inventory comprising
European suppliers of materials, resources, facilities and standards thereby providing a
comprehensive bespoke database fulfilling the needs of the SEURAT-1 cluster.

2. Introduction

The following report gathers together information essential to the toxicologist to ensure best
practice in obtaining Biomaterials for stem cell-based toxicology. It provides points to consider
when evaluating suppliers. The document maps out the location of European suppliers of
materials and focuses on the quality standards to which each supplier works. These standards
may be international standards such as 1SO9001, ISO17025, 1ISO13485 or an ‘in house’ quality
management system (QMS). The presence of a quality management system instills confidence that
the materials supplied will be traceable, consistent and reliable. These attributes have a profound
impact on an assay system. In the case of critical reagents it is essential that these do not suffer
from a broad range of batch to batch variability as this will in turn affect the reproducibility and
robustness of the assay in which reagents are used. This variability should be minimized in
companies with a QMS since the presence of such a system incorporates quality control and
qualification or validation in order to ameliorate any adverse changes to reagents supplied.

This document should provide members of the SEURAT-1 cluster with a comprehensive view of
what to look for from suppliers when purchasing materials for assay development and assay
validation.

— ;;;
Cosmetics Furope  Sivesms mdmwos
e A PROGRAMM



# ToxBank

3. Points to Consider when choosing a supplier of materials

Locating a supplier of materials for assay development and routine assay performance can be a
difficult task. It can be both laborious and time consuming. There are a number of factors to
consider apart from cost. Consistency, availability and transportation are of particular importance
since these can have a profound influence on supplier selection. If the supplier is to be able to
guarantee reproducibility of products and is to be able to respond to customer complaints, a
quality system with a good traceability is important. It is paramount that the supplier can provide
paperwork such as certificates of origin and certificates of analysis to enable the purchaser to
establish whether the reagent meets the acceptance criteria required for a particular assay system.

It is of value to establish a document trail for critical reagents. This trail should originate with the
supplier and with this in mind the development of a supplier questionnaire should be considered.

What type of information should be sought in order to establish the quality based credentials of
the supplier?

e Details of the supplier: name, address, telephone number, principal contact and position
e General information:
1. Description of function e.g. Manufacturer, distributor etc.
2. Does the supplier sub-contract and if yes, how do you control the subcontract
and materials?
3. Is there a supplier audit programme or vendor rating scheme in place and how is
this monitored?
4. Are customers informed of changes to their products and how is this information
transmitted?
e Quality Management System:
1. Is there a QMS in place?
2. s there an internal audit programme in place?
3. Is there a document control system in place?
4. Do you issue quality documentation with your product e.g. Certificates of
analysis?
Where applicable, do you provide certificates for animal derived/origin products?
6. Do you have a system and procedures in place for calibration, verification and
maintenance of equipment used in product manufacture and testing.

vl

e Product Specification questions
1. Name of product/catalogue number
2. Is QC performed on the product and is this carried out by the supplier
themselves?
3. What type of QC is carried out and what are the pass/fail criteria?

The questionnaire should also include details of the person completing it on behalf of the supplier
and any relevant documentary evidence to support the answers to the questions.

Cosmetics Furope  Sivesms mdmwos -
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4. Inventory and map of European suppliers: materials, resources,
facilities and standards

Building on the work of D4.4 which established a basic supplier’s registry with information
targeted to the needs and requirements of toxicologists, a map of European suppliers has been
constructed and can be found by clicking this link

(https://www.google.com/fusiontables/embedviz?q=select+col2+from+1tuMpilexYvizMN5NYipEX_3xOpHx|6
CYgHbLNxY&viz=MAP&h=false&lat=13.029167978674682&Ing=46.21394735000001&t=1&z=3&I=col2&y=
2&tmplt=2).

This map is hyperlinked to ensure that the version accessed is current. It contains links to
European suppliers allowing access to details of national offices for multinational suppliers.
Accompanying this is a paper based table (appendix 1), containing supplier details, QMS
information and information on the types of reagents supplied. This complements and enhances
information located in the Toxbank BioWiki and database and will be a dynamic activity being
constantly updated and extended to include data provided by the SEURAT-1 cluster. It is
anticipated that this will be in the form of information extracted from questionnaires on suppliers
and reagents and this will be provided and shared by SEURAT-1 cluster collaborators.

Cosmeties Europe SEVETH FRAMEWORX -
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5. Appendix 1

Supplier Name

Quality management system

Cell Culture

Media

Growth Factor

Antibodies

Primers

Cell Guidance Systems

http://www.cellgs.com/

Cell Guidance Systems Ltd,
Babraham Bioscience Campus,
Cambridge

CB22 3AT

United Kingdom

Tel +44 (0) 1223 835153

Fax +44 (0) 1223 750186
Email: order@cellgs.com

In-house quality system no other accreditation, but willing to supply any information on traceability and
quality controls on request.

Information on product Specifications and Analytical Test Methods provided with all products supplied.

Stem Cell Technologies

http://www.stemcell.com/

STEMCELL Technologies SARL

40 Rues des Berges, Miniparc Polytec,
Batiment Sirocco, 38000 Grenoble,
France

Tel: +33.(0)4.76.04.75.30

Fax: +33.(0).4.76.18.99.63

Toll Free Tel: 00800.7836.2355

Toll Free Fax: 00800.7836.2300
Email: orders.eu@stemcell.com

http://www.stemcell.com/en/~/media/Files/ISO%20Certification.ashx

STEMCELL fully complies with the requirements for quality management systems for medical devices in the
design, manufacturing and distribution of In Vitro Diagnostic products, Research Use Only products, reagents
and laboratory equipment.

ISO 13485 certified Quality Management System is comprised of critical areas such as:

e  Ensuring all our staff are trained to effectively support all customer needs related both to science and

service
e  Ensuring all equipment used to design, manufacture and test product are qualified, calibrated, and

maintained

IO SEVENTH FRAMEWGRR
PROGRAMM



http://www.cellgs.com/
mailto:order@cellgs.com
http://www.stemcell.com/
mailto:orders.eu@stemcell.com
http://www.stemcell.com/en/~/media/Files/ISO%20Certification.ashx
http://www.stemcell.com/en/~/media/Files/ISO%20Certification.ashx

# ToxBank

e  Stringent supplier qualification and management process to ensure suppliers are selected for their
ability to provide materials and/or services that ensures consistent quality and dependable supply

e  Comprehensive traceability of components and products

e  Same global quality standards for all our facilities around the world

e  Continuous improvement mandate which has shifted our culture toward teams, employee
engagement, open communications and has helped identify new ways of improving our products,
processes, quality and customer satisfaction

e  Corrective and Preventative Action Program

e Internal auditing all critical processes

Sigma Aldrich

http://www.sigmaaldrich.com/sigma-
aldrich/home.html

Sigma-Aldrich Corporate Offices
Sigma-Aldrich

3050 Spruce St.

St. Louis, MO 63103

http://www.sigmaaldrich.com/customer-service/quality-systems/iso-certification.html

Sigma-Aldrich is a global company with sales, manufacturing, and distribution facilities in 40 countries. Many
of these locations have quality systems that adhere to the requirements of ISO 9001 and have received third
party accreditation. Sigma-Aldrich operates 8 facilities in compliance with one or more current Good
Manufacturing Practices regulation or guideline for APIs, Excipients, and Medical Devices. Other sites are
currently working to enhance their current quality systems that would meet the requirements of a
recognized standard.

In addition, Sigma-Aldrich has multiple manufacturing locations that are registered with the FDA and operate
under cGMP.

http://www.sigmaaldrich.com/customer-service/quality-systems/fda-audited.html

In addition, Sigma-Aldrich has multiple manufacturing locations that are registered with the FDA and operate
following current Good Manufacturing Practices (cGMP) (see link above). Other sites are currently working to
enhance their current quality systems that would meet the requirements of a recognized standard.

Internal audit programs have been established at Sigma-Aldrich each location worldwide to ensure the
integrity and continuous improvement of the Quality Management Systems. Quality audits by customers are
permitted at their facilities.

Sigma Aldrich provides Product / Batch Documentation, including; Product Specifications & Certificate of
Analysis (C of A), Analytical Test Methods, Product Information Sheets, and Certificate of Origin

Invitrogen (Life Technologies)

http://www.invitrogen.com/site/us/e
n/home.html

Life Technologies Ltd

http://www.invitrogen.com/etc/medialib/files/Diagnostics-Clinical-
Research/PDFs.Par.26972.File.dat/ISO%2013485-2003.pdf

http://www.invitrogen.com/etc/medialib/files/Diagnostics-Clinical-
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3 Fountain Drive Research/PDFs.Par.65763.File.dat/ISO%209001-
Inchinnan Business Park 2008%20Carlsbad%20Mfg%20FM%20558351%20Exp%20Jan2014.pdf

Phone: 0141 814 6100
FAX: 0141 814 6260
Email: ukorders@lifetech.com

Life Technologies provides supporting documents for products including Certificate of Analysis (CoA),
Product Datasheet, and Material Safety Datasheets (see link below).
http://www.invitrogen.com/search/support/supportSearchAction.action?query=&supportSearchArea=All+S
upport+Documents&newSearch=true&refineSearch=true

Lonza http://www.lonza.com/~/media/Assets/about-
lonza/Global%20Citizenship/Pdfs/Lonza%20Global_and_Appendix_9001_2012_10.ashx

I1SO 9001:2008

http://www.lonza.com/

Lonza Group Ltd

Muenchensteinerstrasse 38 Customers can access the Certificate of Analyses by entering the Catalog and Lot number located on the
CH-4002 Basel product label (see link below)
Switzerland

Tel +41 61 316 81 11 http://www.lonza.com/about-lonza/knowledge-center/certificates-of-analysis.aspx

Fax+41 6131691 11
E-mail: info@lonza.com

http://www.millipore.com/company/files/is09001/Sfile/Certificate%201SO_9001_Dec_2012_ENstC-IN.pdf
1SO 9001:2008
http://www.millipore.com/company/files/pdfs/Sfile/Cork_Ireland_ISO13485_Expires15Mar2015.pdf

ISO 13485:2003

Millipore

http://www.millipore.com/index.do

Merck Millipore Headquarters
290 Concord Road, Billerica, MA http://www.millipore.com/company/cq3/corporate_quality
01821 USA

e  The majority of Millipore sites are certified to the 1ISO 9001 standard.
Phone: (781) 533-6000

e  Some sites are additionally certified to the ISO 13485 device standard (for applicable products).
e Millipore’s three (3) major manufacturing sites in Jaffrey, New Hampshire, Cork, Ireland and Molsheim,

France have registered ISO 14001 environmental management systems.

Stemgent Stemgent provides customers with Product specification, Material Safety Data Sheets and protocols ( see link
https://www.stemgent.com/ https://www.stemgent.com/support/protocols )
Stemgent, 51 Moulton Street,
Cambridge, MA 02138

Tel: 617 245 0000

O SEVENTH FRAMEWORX
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Fax: 617 494 0398

E-mail: orders@stemgent.com

Santa Cruz Biotechnology http://www.scbt.com/support.html

http://www.scbt.com/ Santa Cruz Biotechnology provides the information to make product decisions and plan research. The link
above provides information for research protocols, product citation listings, or data sheets or SDSs, technical

Santa Cruz Biotechnology, Inc.,
support contact information, catalog requests and chromosome database.

10410 Finnell Street,

Dallas, Texas 75220, U.S.A.

Tel: 800.457-3801/ 831.457.3800
Fax: 831.457.3801

E-mail: scht@scht.com

SouthernBiotech SouthernBiotech provides customers with Product specification, Material Safety Data Sheets and Certificate
http://southernbiotech.com/ of analyses.

160 Oxmoor Boulevard
Birmingham, Alabama 35209
USA

Jackson ImmunoResearch http://www.jacksonimmuno.com/ISO/JIR_ISO_Cert.pdf
laboratories

http://www.jacksonimmuno.com/

Jackson ImmunoResearch JIR is now registered under ISO 9001:2008 as part of our ongoing commitment to provide quality
Laboratories, Inc., 872 West Baltimore manufacturing
Pike,
West Grove, PA, . . A .
JIR provides customers with Product specification and Material Safety Data Sheets.
USA 19390

Phone: 1-800-FOR-JAXN (367-5296)
Fax: 610-869-0171

E-mail:
cuserv@jacksonimmuno.com

10
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R&D Systems
http://www.rndsystems.com/
R&D System:s, Inc.,

614 McKinley Place NE,
Minneapolis, MN 55413
Phone: 1-800-343-7475

Fax: (612) 656-4400

E-mail:

CustomerService@RnDSystems.com

http://www.rndsystems.com/customer_service_quality.aspx

R & D Systems quality policies are in conformance with the requirements of the Code of Federal Regulations
(21 CFR 820); Quality System Regulations for Medical Devices, I1SO 13485:2003 Standard and 1SO 9001:2008
Standard, the In Vitro Diagnostic Directive 98/79/EC and the Canadian Medical Device Regulations.

http://www.rndsystems.com/resources/images/6425.pdf

http://www.rndsystems.com/resources/images/6424.pdf

http://www.rndsystems.com/resources/images/6374.pdf

All products are supplied with Product datasheet, Certificate of analysis and Material Safety Data Sheets.

Peprotech

Corporate Headquarters,
Princeton Business Park,
5 Crescent Avenue,

United States

0253
Fax: (609) 497-0321

E-mail: info@peprotech.com

http://www.peprotech.com/en-US

P.O. Box 275, Rocky Hill, NJ 08553,

Phone: (800) 436-9910 | (609) 497-

For the research products we follow an informal quality system, for our new Ancillary/GMP product line,
(aimed at Cellular Therapy), we will seek 1ISO9001 certification for the quality system and ISO-7 for the labs -
in order to become GMP compliant.

PeproTech’s polyclonal antibodies are purified through the isolation of specific polyclonal antibodies from
antiserum by antigen affinity chromatography.

Product Information and Material Safety Data Sheets are provided to customers.

Becton Dickinson

http://www.bd.com/
1 Becton Drive

1880
Phone: 201.847.6800

Becton, Dickinson and Company

Franklin Lakes, New Jersey 07417-

http://www.bd.com/europe/regulatory/documents.asp

BD provides Quality Certificates for many products certifying that these products have been manufactured
and tested in accordance with BD specifications. Quality Certificate types offered vary by BD Segment, Unit,
and Product Line. Not all certificate types are available for all products, but examples include:

e  Certificate of Analysis (CofA)

e  Certificate of Compliance (CofC)

e  Certificate of Conformance (CofC)

. Certificate of Sterility (CofS)

Use the search link below to find available Quality Certificates. If search does not return a result, please refer

11
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to the “Contact Us” link for assistance.
http://regdocs.bd.com/regdocs/searchCOA.do

In addition BD prepares and publishes SDSs and Article Statements for the products we manufacture and sell
globally (see link below). BD SDS documents contain accurate and current information about any hazards
that may be associated with the materials in our products. When an SDS is not required, in the case of an
Article, BD creates and publishes Article Statements to cover those products classified as Articles.

http://regdocs.bd.com/regdocs/msdsinfo.do

IDT
http://eu.idtdna.com/site

Leuven

Integrated DNA Technologies, BVBA
Interleuvenlaan 12A

B-3001 Leuven

Belgium

Phone: +32 (0)16 28 22 60
E-mail: eutechsupport@idtdna.com

http://cdn.idtdna.com/About/Documents/EMS576545-1SO14001Certificate-2-26.pdf

http://cdn.idtdna.com/About/Documents/ISO_Certificate_4-6.pdf

http://cdn.idtdna.com/About/Documents/ISO13485_Certificate_4-6.pdf

http://eu.idtdna.com/pages/home/about-us/quality-guaranteed

IDT’s manufacturing headquarters achieved 1SO 9001:2008 certification in 2005 and ISO 13485:2003
certification in 2008. IDT’s European headquarters in Leuven, Belgium also achieved ISO 9001: 2008
certification in 2010.

IDT provides:
e Independently verified product compliance and release prior to shipment (Certificates of Analysis).
e  Hardcopy analytical QC documentation as a standard product offering
e  Quality agreements/contracts

e  Validation programs for all equipment and processes

IDT has an open door audit policy.

TIB MOLBIOL
http://www.tib-molbiol.com/

http://www.tib-molbiol.com/company/index.html
TIB MOLBIOL development and production are certified after ISO 9001 and ISO 13485 (medical devices)

Vector Laboratories

http://www.vectorlabs.com/uk/defau
It.aspx

http://www.vectorlabs.com/uk/msds.asp

Vector Laboratories’ products are accompanied by a specification sheet which includes analytical data on the
specific lot and other pertinent information. Current references and information concerning the most recent

12
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VECTOR LABORATORIES, INC.,
U.S. HEADQUARTERS,
30 Ingold Road, Burlingame, CA 94010

applications for reagents are available. Much of the technical information, including material safety data
sheets (MSDS) are available to download from their website.

Promega
http://worldwide.promega.com/coun
try.aspx?returnUrl=/

Promega Corporation

2800 Woods Hollow Road

Madison, W1 53711 USA

Phone 608.274.4330

Fax 608.277.2516
Www.promega.com

http://www.promega.co.uk/aboutus/corporate/iso-certification/

Promega Corporation has a long history in supporting its customers with high-quality products, services and
information. Promega first certified to international standards for quality management systems in 1998, and
its commitment continues with our current ISO certifications.

Pan Biotech
www.pan-biotech.de

PAN-Biotech GmbH
Am Gewerbepark 13
94501 Aidenbach
Germany

Telephone: +49 (0) 8543 60 16 - 30
Fax: +49 (0) 8543 60 16 - 49
E-Mail: info@pan-biotech.de

http://www.pan-
biotech.com/content/index.php?option=com_content&view=article&id=4&Itemid=161&lang=en

PAN-Biotech works according to the international quality guidelines of ISO 9001 and EN ISO 13485 (Medical
Products) including CMDCAS (Canada) for medical devices.

Abcam
http://www.abcam.com/

330 Cambridge Science Park,
Cambridge,

CB4 OFL, UK

Telephone: +44 (0)1223 696000
Fax: +44 (0)1223 215 215

orders@abcam.com

http://www.abcam.com/index.html?pageconfig=testing

Our aim is to provide high quality antibodies against as many protein targets as possible and to test each one
in as many applications and species as we can. We believe that honesty is the best policy and publish as
much information as we can about each of our products on our website.

After initial design and production we purify the antibodies in our laboratory and test them in as many of the
following applications as possible:

Western blot
ELISA

Chromatin Immunoprecipitation
Immunocytochemistry / Immunofluorescence- based assays
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http://worldwide.promega.com/country.aspx?returnUrl=/
http://worldwide.promega.com/country.aspx?returnUrl=/
http://www.promega.com/
http://www.promega.co.uk/aboutus/corporate/iso-certification/
http://www.pan-biotech.de/
mailto:info@pan-biotech.de
http://www.pan-biotech.com/content/index.php?option=com_content&view=article&id=4&Itemid=161&lang=en
http://www.pan-biotech.com/content/index.php?option=com_content&view=article&id=4&Itemid=161&lang=en
http://www.abcam.com/
mailto:orders@abcam.com
http://www.abcam.com/index.html?pageconfig=testing

# ToxBank

After our initial lab testing, we may send an antibody for further testing in the labs of one of our expert
collaborators.

Our Abreviews system allows all customers to share their experiences of our products with other scientists.
We reward all published feedback whether it be from successful or unsuccessful use. This new information is

then incorporated into the datasheet or the antibody's Abreviews section.

Cell Signaling Technology

http://www.cellsignal.com/

3 Trask Lane
Danvers, MA 01923

Phone: 978-867-2300
Fax: 978-867-2400 (24 hour)

e-mail: info@cellsignal.com

Cell Signaling Technology, Inc.

http://www.cellsignal.com/support/validation/index.html

Cell Signaling Technology follows a stringent Validation Protocol, using a combination of several approaches
and applications, to provide you with the highest quality and most thoroughly tested antibodies. This
ensures credible and reproducible results with the least expenditure of your costly time, samples, and
reagents.
Testing in a number of applications allows to choose the antibody that works best in the intended
application.

e  Western blot

. Immunoprecipitation

e Immunohistochemistry

e Immunofluorescence-based assays

. Flow cytometry

e  Chromatin Immunoprecipitation

Verifying Specificity And Reproducibility ensures that the antibody performs consistently in all applications
specified.
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