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1

THE SERVICES (TECHNICAL SPECIFICATIONS )

11

Background

1.1.1 The European Chemicals Agency and REACH

Established on 1 June 2007, the European Chenfgascy (hereinafter referred to
as ECHA or the Agency) carries out or co-ordin#itesnecessary activities under the
REACH Regulation (REACH)and the Regulation on the Classification, Labgllin
and Packaging of substances and mixtures (CLPe REACH processes are
designed to provide information on properties arfteces of chemicals on
environment and human health, to ensure their sade, and to ensure
competitiveness of the European industry. Manufactuand importers are required
to gather information on the properties of theibstances, to carry out a safety
assessment and to register the information in &ralesatabase run by the Agency.
More information about the Agency, its structurel activities can be found on the
Agency websité

Substances of unknown or variable composition, dempeaction products or
biological materials, collectively called UVCRinder REACH, pose the greatest
challenge in a number of REACH processes, in pddicn the context of dossier
and substance evaluation but also priority setacgvities of the Agency. The
purpose of this Contract is to develop a computalionethodology for generating
representative structures likely to be present e UVCB and to perform a
preliminary screening of their hazardous propertisig non-testing methods. The
outcome of the project will assist in assessinghtmogeneity of UVCBs as far as
the likely presence or absence of hazardous coasti is concerned, which can be
subsequently applied in dossier and substance ai@iuprocesses but also used by
Industry in designing a comprehensive testing sgnabf UVCB substances.

1.1.2 Theregulatory challenges of UVCB substances

Under REACH, substances are defined as much asbfodsy the chemical
composition and the identification of constituent8/CB substances differ from
mono or multi-constituent substances that are fullgfinable by chemical
composition alone. This is because the number obtdaents is large and/or the
composition is, to a significant part unknown, amdhe variability in composition is
large or poorly predictable. In principle, the infation requirements for the
registration of UVCB substances can be based ¢ weth a suitable sample within
the specification of the UVCB, from testing on itléad constituents and from read-
across/category or quantitative structure activélationships. The application of
read-across and categories for fulfilling the imfi@tion needs in registration dossiers
is another challenge, as the compositional diffeesnbetween the registered
substance and the analogue may or may not be oEnordepending on whether the
toxicological effect arises from constituents angicantly different concentrations.
Pragmatic options are to assess the main condstueterms of quantity or the most
hazardous constituents from those which could temtified, provided that the

! Regulation (EC) No. 1907/2006
2 Regulation (EC) No. 1272/2008
3 http://www.echa.europa.eu/home_en.asp

“ For definitions and identifiers used to characterise UVCBs under REACH see the guidance for identification and naming of

substances under REACH in http://guidance.echa.europa.eu/guidance en.htm.
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toxicologically unaccounted for mass fraction oé tdVCB is unlikely to possess
significant hazardous properties and provided thafficient justification and
documentation for any assumption is provided.

From this perspective, the Agency supports the ldpweent of computational
methodologies that will use analytical and physhesical characterisation data of
UVCB substances for generating representative tsire within the domain of the
UVCB, and for assessing their fate and (eco)toxigigial profile by using non-
testing methods in a systematic fashion. This médron can be used for refining the
analytical characterisation focusing on criticahsttuents. The outcomes may also
assist in building a stronger argumentation in faabss and category justifications
in dossiers submitted by companies.

The Contract shall cover UVCB substances in gendradluding substances
presenting poorly predictable, complex and/or \@eaomposition. Both biological
and chemical sources that have been modified Yilmeraent or chemical processes
will be considered. The Contract shall refer spealfy to substances derived from
fossil fuels (including petroleum substances) andfother natural extracts (such as
vegetable and animal oils and fats derivativesumahtfragrances, natural dyes,
natural pigments, resins/rosins and their modifiedvatives) as well as oligomers.
Inorganic and organometallic UVCB substances aneeler excluded from the
scope of the contract due to the scarcity of coatprtal models for predicting their
fate and (eco)toxicological properties.

The volume of the contract over its entire durastll be a maximum of 200.000
EUR including all expenses.

The chemical representation and modelling of UV@Bssances is inherently linked
to the source, the manufacturing process and atleettifiers, including analytical

techniques and industry-specific identifiers and-product quality indices, which

can provide boundaries of the chemical space. Heaheeproject requires expertise
in both physico-chemical substance characterisatiand computational

chemistry/toxicology in a regulatory context.

1.1.3 Use of non-testing methods under REACH

REACH foresees the use of qualitative and quantitative structacgvity
relationships ((Q)SAR) to indicate the presencealmence of a certain dangerous
property, if the model used is scientifically valtde predicted substance falls within
the applicability domain, the results are adequateclassification and labelling
and/or risk assessment, and that adequate antleetiacumentation is provided.
Similarly, REACH foresees the use of category agatfacross methodologies for
filling data gaps, if the results are adequatectassification and labelling, the data
on the analogues cover reliably and adequatelykéhe parameters of the test
required, the existing data refer to exposure tmatcomparable or longer than the
exposure duration in the test required and adeqaradereliable documentation is
provided. The application of such non-testing meéghe part of this Contract for
evaluating the hazard profile of UVCB represent&structures.

® The alternative ways of fulfilling the informatiaequirements are laid down in Annex XI of the Ratjan and
include read-across, (Q)SAR and grouping, RegulatieC) No. 1907/2006; OECD has published princigtas
assessing the validity of (Q)SAR models at

http://www.oecd.org/document/4/0,3746,en_2649 3432926724 1 1 1 1,00.html
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More details on the endpoints to be modeled, alggestions for available models
are given in Section 1.3.3.

1.2 Description of resources

The required minimum knowledge and skills are oetli below. This expertise
should be collectively exhibited in the CVs subgdttby the tenderer. Expertise
could have been gained by formal education, trginam relevant professional
experience.

Education:

0 university degree in a relevant subject such asndtgy, pharmacology,
toxicology, environmental sciences, (chemo)-infaiinsa

Knowledge and skills:

0 good knowledge on the use of computational methfids predicting
physicochemical, fate and (eco)toxicological praipsrof chemicals,

o understanding of analytical and physicochemical ho#$ for the
characterisation of substances and in particula€Bubstances,

o understanding of chemical safety assessment of L&y @id
o proficiency level of B1 in English
Experience:

o minimum of 5 years of experience in a relevantifiel

1.3 Description of tasks
1.3.1 Generic nature of the tasks

The purpose of this Contract is the developmentaofgeneric and flexible
methodology for generating a computationally maaa@genumber of representative
structures that span the chemical space definethdoyJVCB identifiers and their
computational assessment with respect to physicoclas fate and
(eco)toxicological properties. UVCB substancesgarerally not fully definable by
chemical composition, and, hence, a set of idemsifis needed in addition to what is
known about their chemical composition. The idéerts used under REACH are
related to the source of the substance and theegsogsed for manufacturing. In
addition, other identifiers, such as chromatograpdmd spectral fingerprints and
physicochemical properties or conditions of the afacturing process can be useful
parameters. The combination of all these idensifaefines the chemical space of the
UVCB, which may encompass a large number of indi@icconstituents that often
prevents their full enumeration. The ability to geate representative structures and
predict their hazardous properties can be usedarard and risk assessment of
UVCB substances by pointing out the regions of dhahspace of greatest concern.
Moreover, it can point to the targeted analytidahracterisation of constituents, as
representative structures predicted to be hazardslusuld be analytically

8 http://europass.cedefop.europa.eu/europass/homei/&uropasss+Documents/Europass+C\V/navigate.action
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determined, because knowledge of their concentrah@y be needed for correct
classification and labelling and PBT assessmert, anen UVCB substances are
involved in read-across and category justifications

What follows are the activities planned for the uieed services. The indicative
percentage of the total workload anticipated focheavork package is given in
brackets.

Work package A (estimated 15 % of total work volymoempilation of background
information (literature review)

o review of background information with respect te ttharacterisation of the
UVCB substances in the test cases (work package f@gulatory contexts,
and in particularly under REACH,

o list and description of UVCB identifiers that caa bised for narrowing down
the computational generation of representativecsiras in the test cases
(work package C), such as molecular weight distigioy chromatographic
and spectral fingerprints, range of carbon atorodjne value, degree of
conjugation, references to standards, boiling paut-offs in fractional
distillations, and viscosity ranges of the finabguct, and

o list and description of computational models thah doe employed for
predicting the measured UVCB identifiers on theidbad the molecular
structure of constituents and their properties gmesn the UVCB. This
includes, for example, the use of quantitativecitnie activity relationships,
equations of state or molecular modelling techrggue predict the boiling
point or viscosity of individual constituents oethmixtures, and

o list and review of applicability of computationalonels that can be used to
predict fate and (eco)toxicological properties bé tUVCB substances as
described in work package C.

Work package B (estimated 55 % of total work volimenethodological
developments

o development of a computational representation ofCB\substances, called
UVCB description format® hereafter, that includes the constrains imposed
by the UVCB identifiers and a visualisation scheoreJVCB substances,

o development of a methodology for the generatiorepfesentative structures
by using the computational representation of theCBVas input, and for
subsequently predicting their physicochemical, fatel (eco)toxicological
properties,

o development of a methodology for using predictegspochemical, fate and
(eco)toxicological properties of representativeciures of UVCB substances
to identify the representative structures of grelatmncern; this step may
need to be executed iteratively with the previotep,sso that generating
further representative structures do not lead @ toxicity alerts or changes
in the range of toxicity or fate values for quaatiite endpoints. Existing

! Regulation (EC) No. 1907/2006, Guidance for identification and naming of substances under REACH in
http://guidance.echa.europa.eu/guidance en.htm
8 SMARTS is an example language to describe UV@Bs//www.daylight.com/dayhtml/doc/theory/theory.smarts.html
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(Q)SAR models, other non-test methods such as aegabs and/or existing
experimental data can be used, taking into acctheit applicability for
generated structures, and

o development of a reporting format and visualisatioal for grouping the
generated structures in terms of similarity inphhedicted endpoints.

Work package C (estimated 30 % of total work volunapplication in selected
cases and dissemination

o application of the developed methodologies on setecases specified by the
Agency in the kick-off meeting, belonging to onetloé UVCB types detailed
in section 1.3.2, and

0 a proposal for the integration of the developedhm@sdlogies in the QSAR
ToolboxX for category building involving UVCB substancesidaalso multi-
constituent substances, i.e. substances compnsorg than one chemical
structure) and for the development of a reportorgiiat tailored to UVCB.

Although the Work Packages B and C make use of tesimg methods, the
emphasis of the Contract is on the generation pesentative structures for UVCB
substances. The Contractor is requested to makefusgisting structure-activity
relationship models or read-across/category sofiw@ols and also collaborate with
ECHA, that will also perform fate and (eco)toxicfgedictions on the representative
structures generated by the Contractor.

1.3.2 UVCB types covered in this Contract

The type of UVCB substances addressed in this @dn#rre typically manufactured
from crude oil or other sources, such as natuta] &dter refinement and/or chemical
processing.

The common structural feature of these UVCB sultgtsns that all constituents
contain one or more long-chain alkyl group thapassibly attached to none, one or
more functional groups. The functional group(sprésent, may be neutral, such as a
carboxylic acid group, or charged such as carbéeyta ammonium ions with the
corresponding organic or inorganic counterionse pasition of the functional group
may be defined according to the hybridisation stitehe carbon atom that is
connected to, or the branching, for example in primsecondary or tertiary amines.
Heteroatoms, such as nitrogen, oxygen and sulplayr atso be present in defined
functional groups.

The alkyl chain may differ in the length, the numieé (conjugated) double and
triple bonds, the degree of branching, the presaficeromatic and non aromatic
rings, and the position of the functional group{®)e position of unsaturated bonds
may be limited to certain parts of the chain, aalpha-olefins. Branching may also
be limited to certain positions of the chain wiéispect to the unsaturated bond, such
as the vinyl, allylic or at carbon atoms furthesrfr the unsaturated bond. The alkyl
branches may have odd, even or arbitrary numbesadions, depending on the

° The Toolbox is a freely available software application to identify and fill (eco)toxicological data gaps for chemicals hazard
assessment; for further information please see section 1.3.3.
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source of the starting material, i.e. of naturasymthetic origin, and the process. The
alkyl chain may be defined with a generic desaniptisuch as tallow or cocb.

There can be constraints arising from the manufeguprocess, e.g. that the
substance only contains distillates in a specifgdperature range (cut-offs) or from
performance indicators of the final product, sushaaviscosity specification. Other
physicochemical identifiers, such as vapour pressilash point and self-ignition
temperature may also be available and should bd, igethe extent possible, for
narrowing down the UVCB chemical boundaries.

Implicit constraints on the chemical structure lué tonstituents may also arise from
the process involved, such as chemical structurelifroations during catalytic
cracking, isomerisation or hydrogenation. Oligors&tion reactions, such as
reactions between a set of alkenes, would also teebd covered, up to a specified
oligomerisation number.

1.3.3 Modelling of physicochemical, fate and (eco)toxicological properties of UVCB
constituents

The list of physicochemical, fate and (eco)toxigntal properties that are of interest
in REACH can be found in the Annexes of the REACEg®ation and in the
practical guide for reporting robust study sumnmire [UCLID.** Water solubility,
octanol/water partition coefficient, vapour pregsand Henry's constant are key
physicochemical properties in hazard and risk &ssest. The potential for
mutagenicity, carcinogenicity, skin sensitisatioeproductive toxicity (pre-natal
developmental toxicity and effects on fertility)darepeated dose toxicity will be the
focus of human health hazard assessment of the Ust®Btituents. An indicative,
gualitative assessment on how mitigating factorshef UVCB constituents may
affect toxicological outcome will be needed, forample by grouping constituents
that are unlikely to be absorbed due to unfavoeramblecular weight, water
solubility, or octanol/water partition coefficient.

For the environmental hazard assessment, the foitube on short and long term
toxicity to aquatic species, abiotic and biotic detation and bioaccumulation in
fish. This assessment may include the computatiorealiction of stable degradation
products for some of the test cases in work pack&ge including their

bioaccumulation, persistence and toxicological props. The UVCB constituents
should be grouped in terms of their overall PBTvBrvB propertie$ but also their

relative partitioning into the different environnteh compartments. Relative
partitioning can, for example, be assessed witlhugadity model? based on the
overall half-lives in air, water, soil and sedimedtie to relevant hydrolysis,
photolysis and biodegradation properties, and glgsiemical properties including

© More information can be obtained from industrial chemistry and chemical technology texts, such as Ullmann’s
Encyclopedia of Industrial Chemistry, http://onlinelibrary.wiley.com/book/10.1002/14356007

! Regulation (EC) No. 1907/2006, Guidance for identification and naming of substances under REACH in
http://guidance.echa.europa.eu/guidance _en.htm and Practical Guide for reporting robust study summaries in REACH
http://echa.europa.eu/doc/publications/practical guides/pg_report robust study summaries.pdf

12 See Guidance for PBT assessment at

http://guidance.echa.europa.eu/docs/quidance document/information requirements part ¢ en.pdf?vers=20 08 08 for PBT
and vPvB criteria

2 See D. Mackay et al., Assessing the fate of new and existing chemicals: a five-stage process. Environ. Toxicol. Chem.
15:1618-1626, 2006, D. Mackay et al., Evaluating the environmental fate of a variety of types of chemicals using the EQC
model. Environ. Toxicol. Chem. 15:1627-1637, 1996 and the implementation of the model in the US-EPA physicochemical
and environmental fate estimation program EPISUITE at http://www.epa.gov/opptintr/exposure/pubs/episuite.htm
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Henry’s law constant, soil absorption coefficiemttanol/water partition coefficient
and vapour pressure.

A suggestive list of software packages for predgcthe endpoints above is given in
the REACH Guidance for Information Requirementsa@br R.7 and the in depth
guidance on non-testing approaches, Chapter Ri6agGce documents can be found
at
http://guidance.echa.europa.eu/docs/guidance_datlinfermation_requirements
en.htm?time=1314181643ECHA will also run predictions on the generated
representative structures generated by the Coatragsing a collection of freely
available and commercial tools used by the AgentyEwvaluation and Risk
Management processes. Hence, the methodology foerging representative
structures and running predictions should be madddg allowing exporting the
generated structures in widely acceptable formrsatsh as SMARTS, SMILES and
MDL Molfile formats.

The non-test methods that can be used to predectpltysicochemical, fate and
(eco)toxicity endpoints of interest can be botharmjiiative structure activity
relationships and analogue identificaffbtategory building tools and
methodologies. Notably, the QSAR Toolbuis an application for the:

o identification of relevant structural characteastand potential mechanism or
mode of action of a target chemical,

o0 identification of other chemicals that have the satructural characteristics
and/or mechanism or mode of action, and the

0 use of existing experimental data to fill the dgag(s).

The way(s) of data gap filling techniques for potidig the endpoints in Section
1.3.3 and the methodology for examining whether gheposed techniques satisfy
the REACH acceptability criteria in Section 1.1.8pould be established. In
particular, the developed methodology should inelah assessment on whether
UVCB representative structures fall within the apgbility domain of the chosen
models, including the descriptor domain, the stmadt fragment domain and if
applicable the mechanistic and metabolism domain.

The list of non-testing methods used to predict fireperties of generated
representative structures will be discussed inkibk-off meeting, within 2 weeks
from the start of the project.

1.3.4 Implementation requirements

The developed methodology should facilitate theughog of the representative
structures into groups of constituents of similatefor toxicological concern, e.g.
constituents that activate the same set of alertare predicted to have effect levels
or concentrations in the same range. The methogabguld also allow both the
identification of worst case representative strigtie.g. in the context of PBT
assessments, or the calculation of the average tl@drange for quantitative
endpoints. Constituents with outlying propertieswdt be identified. Overall, the
methodology is intended to assist Industry and Auties in defining the relevant

14 See the US-EPA Analog Identification Methodology\) for an example at
http://www.epa.gov/oppt/sf/tools/aim.htm
15 The QSAR Toolbox can be downloaded for free via the website www.gsartoolbox.org
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(groups of) constituents within a composition. Henin the context of PBT/vPvB

assessment, in particular, it would be benefictalcategorise and visualise the
UVCB constituents on the basis of their predict& Properties. This knowledge of
the variability of PBT/VPvB potential within the &pe of the UVCB can assist in
proposing chemical constituents that need to bencdadly identified as relevant for

the classification and/or PBT assessment of thestanbe. Similarly, chemical

similarity in read-across can also be examinedhenlasis of comparisons of the
composition information for the groups of identifieconstituents that are of
toxicological concern for the endpoint of interest.

Prior to the generation of representative strustutbe total number of distinct
representative structures covered by the UVCB dasmn format should be
estimated. The methodology should also providestimation of the time required
to generate the representative structures. Theritigo for the generation of
representative structures may depend on the estimatal number of possible
representative structures. In case full enumerasiorot possible, the algorithm may
randomly generate representative structures sdhbathemical space of the UVCB
is covered as uniformly as possible, based ontsiraic(e.g. degree of branching) or
descriptor ranges, with the descriptors selectgrtiding on the endpoint modeled
(e.g. octanol/water partition coefficient in theseaof aquatic toxicity modelling).
The project aim is that the applied methodology @mnerating representative
structures of a UVCB is done in a computationalgnageable manner. An estimate
for the coverage of the UVCB space by the selesptesentative structures will be
needed, which is ideally endpoint specific. Forregke, if hazard prediction of a
given endpoint is based on a set of substructuaeckes (alerts), it would be
expected that the generation of representativetsiies can be considered complete
when all possible alerts within the space of theQBvhave been activated at least
once.

Representative structures that can have (steremjeis, such as chiral centres
(unless for meso compounds), double bonds or tingscan give rise to cis/trans
isomerism should be identified, even if fate andojexicological predictions are
only based on two-dimensional structural inform@atidhis is in line with the
REACH Annex VI, 2.2.2 that requires information tre typical ratio of (stereo)
isomers to be given if applicable and appropriafehe generation of representative
structures may account for the relative energy safimiers to eliminate certain
chemical structures that are unlikely to be present/VCB substances, such as
alkenes with significant angle strain because efghesence of a double bond at a
bridgehead position (Bredt's rule).

The focus of development should be given on contimmal efficiency given the
complexity of many UVCBs. For example, structuratidaty methods could be
applied directly to the UVCB description format,tkaut prior enumeration of the
UVCB constituents. This is possible if the toxicatherts only depend on substructure
searching. For example, the presence of a fundtgroap can be checked directly in
a SMARTS representation and not after the generatfarepresentative structures.
Similarly, group contribution predictive modelse imodels whose independent
variables only include the number of groups presewt not the exact connectivity,
may also be applied without full enumeration of ti&CB constituents. This
approach is not applicable in the case of moded$ tbquire information on the

16 Regulation (EC) No. 1907/2006
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three-dimensional properties of the molecule, agthe use of size or diameter of a
constituent as a descriptor in models for the ptexh of bioaccumulation potential.

1.3.5 Existing approaches for the chemical representation of UVCB substances and the
generation of representative structures

Work package B includes the development of a UV@Bcdption format, for the

succinct notation of the chemical space coveredhey UVCB. Such notation is

needed, when UVCB substances are handled in datlwapable of storing and
processing chemical structures, and are needed whemical queries need to
include information on the chemical structure oé tdVCB. There have been
considerable developments on how molecular patteansbe digitally represented.
This section provides a non-exhaustive list of mdththat can provide a starting
point for the development of a UVCB descriptionnfiait.

SMARTS has been proposed as a flexible languagedéscribing molecular
patterns. It is a straightforward extension of BMIILES (Simplified Molecular
Input Line Entry System) notation for representifigly defined molecules
(SMILES)" and reactions. SMARTSuses the same atom and bond symbols as in
SMILES to depict the molecule’s graph, but addscepgprimitive) symbols and
logical operators so that the notation allows thdiky. With these extra primitive
symbols and logical operators it is possible to ictefeatures like variable
connectivity or the presence, for instance, of pfie@éd substituents at the ortho
position of a given atom in an aromatic ring. SaV&MARTS parsers have been
developed, such as PerlMbland are supported by leading computational chemis
developers, such as Schrodirf§and ChemAxors!

Markush structures are an alternative chemical esstation of a class of
constituents using a generic notation. All constitis in the class contain a common
structural feature, the root structure, and diifiethe substitution at defined positions
on the root structure. ChemAxon’s MarvinSkétds one of the implementations,
which allows good flexibility for the representati@of UVCB substances using R-
groups, link nodes, atom lists, position variaticgpeating units, homology series,
the application of logical conditions (R-logic), canan intuitive visualisation
environment. MarvinSketch also allows the exporgeherated Markush structures
in several formats, including SMARTS, and the manaccinct ChemAxon’s
extended SMILES format that can be potentially uasda starting point for the
UVCB description format.

OASIS CMP tools, included within the OASIS basioltopackag® is an alternative
computational approach that includes an advanceghgral editor for entering
UVCB substances, that are automatically representedproprietary string format.
The generation capabilities of CMP allow the enwatien of fragments, generation

1 Full details on the SMILES and encoding rules canbe found at
http://www.daylight.com/dayhtml/doc/theory/theomites.html and at “SMILES 1. Introduction and Encoding
Rules", D.J. Weininget.Chem. Inf. Comput. Sci., 1988 28,31.

18 Full details on the SMILES notation can be fouhd a
http://www.daylight.com/dayhtml/doc/theory/theomarts.html

19 Seehttp://www.perlmol.org/features.htrfor more information.

20 http://www.schrodinger.com/

2 http://www.chemaxon.com/

22 More details can be found fatttp://www.chemaxon.com/products/marvin/marvinskétc

2 Available athttp://oasis-Imc.org/?section=software&swid=12
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of alkyl chains, positional isomers and the inausof heteroatoms in rings, whilst
additional fragment functionality is allowed forrf@ming queries.

1.3.6 Organisation of the tasks

(a) Administrative Project Manager and Project TearhatAgency

A Project Team will be put in place, comprisingfsteom the Agency. The ECHA
Project Team will encompass scientific and tecHreggertise with members having
experience with analytical, physical and computeatlo chemistry, substance
identification and predictive toxicology using quiéative structure activity
relationships and read-across/category methodaadgieegulatory processes. This
team will be responsible for running physicochemifate and (eco)toxicological
property predictions on the generated represeetatinuctures in collaboration with
the Contractor.

The project will be formally managed by an Agencgj€ct Manager nominated by
the Agency. The Agency project manager will repnésee Agency in contacts with
the Contractor and external stakeholders on mateted to the work to be
achieved and ensure that the contractor meetshfigatbons within the limits and
the terms of the contract. The Agency Project Managyall ensure that a Certificate
of Acceptance is delivered in the case the delblesmhave been satisfactory, which
shows the acceptance date and mentions any rases/égtmay have regarding the
services. The Certificate is needed in order teivecthe payments from the Agency
as explained in the section 4.2.

(b) Meetings and deliverables presentations

The Contractor is expected to work in close codmarawith the ECHA Project
Team.

The Contractor shall attend and/or organise mestwith the ECHA Project Team

and other relevant parties to discuss methodolbgitd organisational issues related
to the Contract implementation. The Contractor Isbal prepared to participate in
two face-to-face meetings in ECHA'’s premises ingtéi, Finland.

Within two weeks after entry into force of the Cat, the Agency Project Manager
will organise a half-day kick-off meeting at the &gy with the Contractor to
officially discuss in detail the planning and otherganisational aspects of the
project. This meeting will officially start the wiarMembers of the ECHA Project
Team will attend. During this meeting the Agencyl wrovide a set of UVCB test
cases (work package C) that fall under the gerdastription in Section 1.3.2. The
indicative number of these test cases is five o Bauring this meeting, the Agency
and the Contractor will fine-tune the implementatioequirements for the
development of the UVCB description format and thethodology for generating
representative structures. All dates for reporivdedbles and meeting arrangements
refer to the kick-off meeting as time zero.

The Contractor will be asked to base the literatesgew in work package A, the
development of the methodology in work package @& the practical demonstration
in work package C on these test cases. On the tfabisse test cases, the Contractor
shall draft a detailed Work Plan to describe thgévdies planned by month and by
resource. The Work Plan should be delivered onetimafter the kick-off meeting.
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The ECHA Project Team will provide feedback on Werk Plan within 2 weeks
from its delivery.

Bimonthly telephone or video conferences betweerB6HA Project Team and the
Contractor will be organised according to TableoIdiscuss the project status, the
activities for the subsequent months, technicalassand present deliverables at the
project milestones as shown in Section 1.4.

A member of the Project Team will visit the Contrats site after 4 months from the
start of the project to have a one-day hands-onodstration of the under-
development methodology and associate softwares taod infrastructure. The
member of the ECHA Project Team will provide feedb#o the Contractor and
inform the Project Team on progress.

A one-day review meeting between the ECHA Projezn and the Contractor will
be organised at the Agency at month 10 of the @onhto review progress towards
the final deliverables. The Contractor will be a$ke present the under-development
methodology and the draft results on the test caBesing this meeting, the
Contractor will deliver a half-day training at t@gency on any software tools and
calculation procedures used or developed as pathteomethodology, using the test
cases in work package C as working examples.

A final tele- or video-conference will take place raonth 12 of the Contract to
discuss the end results and lessons learned fretesh cases.

The frequency of tele- or video-conferences canadapted as necessary in
agreement with both parties. Finally, there will fd@one calls every two weeks to
discuss progress, unless these phone calls ovestapplanned meetings or tele-
/video-conferences.

The Contractor will produce meeting minutes for atleetings, documenting
discussion points and clearly stating the resultthe meeting and all decisions
taken. A first draft version must be circulated hiit 5 working days after the
meeting. Within 5 days the ECHA Project Team shadlvide its comments and the
Contractor shall submit the finalised minutes ® BHCHA Project manager.

Table 1 Meetings during the Contract period

Meeting Time Purpose Venue Attendees
after from the
kick-off Contractor
meeting
1. Kick-off Month 0 Introduction and discussion of theAgency, Contractor’s
meeting test cases by the Agency describeadelsinki project team
(about2 | . . . .
(face to face) weeks in Work Package C. Discussion pf{half-day representativ
after organisational aspects amdaneeting) es and key
Contract expected deliverables. subcontracto
. rs or partners
signature)

(if
applicable)

2. Tele- or video{ Month 2 Review status, activities for-
conference subsequent months, technigal
issues, and discuss any outstanding
issues on the Work Plan.
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1.4

3. Visit of ECHA | Month 4 Presentation of preliminaryContractor’s| Contractor’'s
Project Team methodology and results by thesite (1-day| project team
member to the Contractor. Hands-on meeting)
Contractor’s site demonstration of under-
development methodology and
tools for generating representative
structures. Discussion of the report
summarising the work under Work
Package A.
4. Tele- or video4{ Month 6 Review status, activities for- Contractor’'s
conference subsequent months, technigal project team
issues.
5. Tele- or video4{ Month 8 Review status, activities for- Contractor’s
conference subsequent months, technigal project team
issues.
6. Review Month 10 | Review progress towards finahgency, Contractor’s
meeting deliverables. Half-day training onHelsinki (1-| project team
any software tools and calculatiorday and key
procedures developed as part of {hmeeting) subcontracto
methodology. rs or partners
(if
applicable)
5. Final tele- or | Month 12 | Presentation of end-results and Contractor’s
video-conference discussion on lessons learned. project team

During each tele- or video-conference or review tmgen Table 1, the Contractor is
requested to provide a short summary of progreskeraad the resources spent in the
last two months of the project.

Description of deliverables

The Contractor is required to meet the followindestones and submit the following
material to the Agency:

1. Work Plan at month 1 from kick-off meeting

The Work Plan should describe in detail the acésitplanned by month and by
resource for the duration of the Contract. ECHAj&bTeam will provide feedback
on the Work Plan within 2 weeks of its delivery.t€anding issues will be discussed
in the tele- or video-conference within the firam@nths of the Contract.

2. Literature review (WP A) at month 2 from kick-offe@ting

The Contractor should deliver a report with thecoutes of Work Package A at
month 2 of the Contract. The report should be tadao the needs of the test cases
delivered by the Agency to the Contractor at thukaff meeting.

3. UVCB description format and specifications

A first draft of the specifications for the UVCB siwiption format should be
finalised within 3 %2 months from the start of then@ract. The Contractor should
prepare a document with the specifications of teeetbped format to the Agency.
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The specifications should include examples, préfgraased on the test cases under
Work Package C, so that ECHA Project Team is famded with its use.

4. Hands-on on preliminary methodolgy

The Contractor should prepare presentation matéoialthe visit of the ECHA
Project Team representative in his/her site at mdnif the Contract.

5. First set of representative structures sent to ECHA

The Contractor should send a first set of repredmet structures generated for the
test cases in Work Package C to the Agency with¥a Bionths of the start of the
Contract. These structures will be discussed irtdélee or video-conference at month
6, including the possible use of Agency’s softwamnethese representative structures
for predicting the endpoints in Section 1.3.3.

6. Review meeting and training

With the training at month 10, the Agency shalldi#e to independently use the
developed methodology for generating representatimgctures and assessing their
hazard profile. Training material shall be devetbped provided a week in advance
to the training.

7. Presentation of end results
Final report at month 12 from kick-off meeting

Based on the comments on draft final report by B@&HA Project Team, the
contractor shall prepare the final report withimvéek after receiving the comments.
The Agency shall have 30 days from receipt to appar reject the final report, and
the Contractor shall have 15 days in which to stilaaditional information or a new
report.

A Gantt chart with milestones and an indicative estthing of the three Work
Packages is shown in Figure 1.
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Month

0 1 2 3 4 5 6 7 g g9 10 1" 12
WP A
HWork F‘Ialn
[ WP B
T T
*Literature review (WP A)

|

& UVCE description format and specifications

Hands-on on preliminary methodology

WP C
I I I I I
& First set of representative structures sent to ECHA

Review meeting - % day training

Wrap-up
Presentation of
* end results

Figure 1 Milestones and indicative Gantt chart. Tine zero refers to the kick-off meeting.
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2

THE CONTRACT

2.1

2.2

2.3

2.4

2.5

2.6

The nature of the contract
Service Contract
Starting date of the contract and duration of the aisks

The contract shall enter into force on the datewtnch it is signed by the last
contracting party.

It is expected to be signed in February 2012.

The duration of the tasks shall not exceed 12 nmofitm the time of the kick-off
meeting, which should be organised after ca twoke&/é®m the starting date of the
contract.

The execution of the tasks may not start beforectiv@ract has entered into force.
The period of execution of the tasks may be exténdely with the written
agreement of the contracting parties, before tlieagrthe period originally stated in
the contract.

Place of performance

The place of performance of the tasks shall beCihretractor's premises or any other
place indicated in the tender, with the exceptibrihe Agency's premises, unless
agreed otherwise in writing by the parties.

Terms of payment

Payments shall be made in accordance with ArticBsdl.4, 11.4 & 11.5 of the draft
service contract (Section 4.2).

The payment scheme will consist of two interim payts of 20% and 40 % and the
payment of the balance. The first interim paymeht20 % will be paid upon
completion of Work Package A (see Figure 1). Thesd interim payment of 40 %
will be paid upon successful completion of milegtdifrirst set of representative
structures sent to ECHA” (see Figure 1). The baanitl be paid upon acceptance
of the project deliverables at the end of the mioje

The schedule and the procedure for the approvphgients and the documents to
be submitted are described in Articles 1.4, 1114 bnd in Annex | to the draft service
contract referred to above.

Guarantees
The Agency shall not require the Contractors tosjgi®financial guarantees.

Liability

2.6.1 Joint Offers

Partners in a joint offer assume joint and sevahllity towards the Agency for the
performance of the contract as a whole.
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Statements saying, for instance:

o that one of the partners of the joint offer will eEsponsible for part of the
contract and another one for the rest, or

o that more than one contract should be signed ijaim offer is successful

are thus incompatible with the principle of joimtdaseveral liability. The Agency

will disregard any such statement contained inirat joffer, and reserves the right to
reject such offers without further evaluation oe tirounds that they do no comply
with the tendering specifications.

2.6.2 Subcontracting

Certain tasks provided for in the contract may bieusted to subcontractors, but the
main contractor retains full liability towards thgency for performance of the
contract as a whole. Accordingly:

o the Agency will treat all contractual matters (gggyment) exclusively with
the main contractor, whether or not the tasks aesfopmed by a
subcontractor, and

o0 under no circumstances can the main contractordaheiility towards the
Agency on the grounds that the subcontractor figLdt.

During execution of the contract, the contractofl weed the Agency’s express
authorisation to replace a subcontractor with agroémd/or to subcontract tasks for
which subcontracting was not envisaged in the oaigbffer.

Tenderers must inform the subcontractor(s) andudelin their sub-contracting
documents that Article 11.17 of the contract mayapplied to sub-contractors.

Once the contract has been signed, Article 1l.13hef above-mentioned contract
shall govern the subcontracting.

2.7 Data Protection

Any response to the invitation to tender will raguithe recording and further
processing of personal data (name, address, CVexample). This data will be
processed in accordance with the requirements gtilgon (EC) 45/2001 on the
protection of individuals with regard to the prosieg of personal data by
Community institutions and bodies and on the frezement of such data. Except if
mentioned otherwise, replies to questions and pafsdata are necessary for the
purpose of assessing a tender according to thdfispgons of the invitation to
tender and will only be processed by the AgencyésaDController for this purpose.
A tenderer may, upon request, obtain the commuoitaif personal data and rectify
any inaccurate or incomplete personal data. Anyigsie&oncerning the processing
of personal data should be addressed to by theddggeData Controller. As regards
to the processing of personal data, a tenderethiegagght to recourse at any time to
the European Data Protection Supervisor.

Where the Contract requires the processing of patstata, the Contractor may act
only under the supervision of the data controllerparticular with regard to the
purposes of the processing, the categories of whiah may be processed, the
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recipients of the data, and the means by whichd#ta subject may exercise his/her
rights.

The data shall be confidential within the meanifhdregulation (EC) No 45/2001 of
the European Parliament and of the Council on tlaéeption of individuals with
regard to the processing of personal data by Contyninstitutions and bodies and
on the free movement of such data. The Contra¢talt Bmit access to the data to
the staff strictly necessary for the performancanagement and monitoring of the
Contract.

The Contractor undertakes to adopt appropriatenteahand organisational security
measures having regard to the risks inherent iptbeessing and to the nature of the
personal data concerned in order to:

a) prevent any unauthorised person from having adoessmputer systems
processing personal data, and especially:

b) unauthorised reading, copying, alteration or rerhof’atorage media,

c) unauthorised data input as well as any unauthodssdosure, alteration or
erasure of stored personal data,

d) unauthorised persons from using data-processirtgragsby means of data
transmission facilities,

e) ensure that authorised users of a data-procesgstgns can access only the
personal data to which their access right refers,

f) record which personal data have been communicatesh and to whom,

g) ensure that personal data being processed on lzghhifd parties can be
processed only in the manner prescribed by the é&\gen

h) ensure that, during communication of personal dathtransport of storage
media, the data cannot be read, copied or eragbdwiauthorisation, and

i) design its organisational structure in such a way it meets data protection
requirements.
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3 THE PROCUREMENT PROCEDURE

3.1 Preparation and submission of the tender

3.1.1 Preparation of the tender
3.1.1.1 General

Tenders must be clear and concise, with continpage numbering, and assembled
in a coherent fashion (e.g. bound or stapled,.€8cl)1

Tender documents can be submitted in any of theialffanguages of the European
Union. However, since the working language of therey is English, ECHA would
appreciate to receive the Tenders written in Ehdasguage.

Tenders must include the following information:

o all the information and documents requested byAlpency in order to assess
the tender,

o the price in euro, filled in the form of the Fingdoffer (section 4.5.1);

0 one specimen signature of an authorised agentefaidf in blue ink) on the
legal entity fornd, and a statement from the same agent confirmihg
validity of the tender, and

o the name and contact details of a contact persoglation to the submission
of the bid.

If this is not included, the tender may be excluttedh the procedure for the award
of the contract.

Since tenderers will be judged on the content eifr tritten bids, these must make it
clear that they are able to meet the requiremdntscspecifications.

3.1.1.2 Content of the tender

3.1.1.2.1 Section One: Administrative proposal

Eligibility documentation

The competition is open to any physical persoregal entity coming from countries
within the EU and any other physical person or llegaity from a third country that
has concluded with the Communities a specific ages# in the area of public
contracts, under the conditions provided for irt tgreement.

In practice, the participation of applicants framrd countries that have concluded a
bilateral or multilateral agreement with the Comities in the area of public
contracts must be allowed, under the conditionsigea for in that agreement.

To identify himself the tenderer must fill in a lagentity Form and a Financial
Identification Form (see section 4.3):

24 See section 4.3
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All tenderers must provide their legal entity foras well as the evidence
indicated at the bottom of that forfhe Legal Entity Form# is to be signed by a
representative of the tenderer authorised to sigiracts with third parties.

The Financial identification®® form shall be duly filled in and signed by an
authorised representative of the tenderer andrtigmobanker.

The above forms must be accompanied by the evidenaedicated at the bottom of
each form.

Both joint offers and subcontracting are allowedésponse to this call for tenders.
Offers may even combine both approaches. In ang, ¢he tender documents must
specify very clearly by means of the appropriatenty detailed hereafter, whether
each company involved in the tender is acting asréner in a joint offer or as a
subcontractor (this also applies where the varmmpanies involved belong to the
same group, or even where one is the parent congdahg others).

Subcontractors are only obliged to provide the legal entity fowithout the evidence,
and are not required to present the financial ifleation form.

In case of goint offer, only the co-ordinator must return the financdentification
form.

In case of a tenderer submitting a joint offer wias already set up a consortium or
similar entity for conducting the project in casecentract will be awarded, the
tenderer should mention this fact in the tendegetioer with any other relevant
information in this connection.

In case of tenderers submitting a joint offer wiawdr not yet set up a consortium or
similar entity, the tenderers should be aware timatase the tenderers are awarded
the contract, the Agency may require the tendesegivte a formal status to this
collaboration before the contract is signed. This take the form of:

0 an entity with legal personality recognised by aber State, or

0 an entity without legal personality but offeringffatient protection of the
Agency’s contractual interests (depending on thenller State concerned,
this may be, for example, a consortium or a tempyaaasociation).

In case of tenderers submitting a joint offdwe tenderers are asked to fill in and duly
sign one of the attachgabwers of attorney’, depending on the set up that has been
chosen by the tenderers.

If the tenderer envisagesbcontracting, the tender must include:

o adocument® clearly stating the roles, activities and resphilites of the
proposed subcontractor(s), and the reasons whystracting is envisaged,
and

% This form is available at:
http://ec.europa.eu/budget/contracts _grants/infotraots/legal_entities/legal _entities_en.cfm

% The form is available at:
http://ec.europa.eu/budget/contracts _grants/infotraots/financial_id/financial _id_en.cfm

" See section 4.3
% T0 be provided in free format
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o a letter of intent®® by each proposed subcontractor stating its irdanto
collaborate with the tender if the tenderer wing ttontract and their
willingness to accept the tasks and the terms andittons set out above, in
particular article 11.17 of the draft Service Caat.

Exclusion criteria documentation

Tenderers or their representatives shall providedaration on their honour®, duly
signed and dated in which they:

o state whether or not they are in one or more ofsthetions referred to in
Articles 93 and 94 of the Financial Regulation dethiled in the form, and

o0 undertake to submit to the Agency any additionatutieent relating to the
exclusion criteria, that the Agency considers ngagsto perform its checks,
within seven calendar days following the receipth&f Agency's request.

Where the bid constitutes_a joint offeach entity must provide the form. Where the
total amount envisaged for subcontractiagabove 50% of the total contract value,
the potential subcontractor(s) must also provide fibm (as required from the
potential contractor). The same applies regardiegéquirement to present evidence
of compliance with the exclusion criteria.

By returning the above-mentioned form, duly signahderers confirm that they
have been notified of the following points.

Administrative or financial penalties may be impbd®y the Agency on tenderers
who are in one of the cases of exclusion providedirf Articles 93 and 94 of the
Financial Regulation after they have been given dpportunity to present their
observations.

These penalties are detailed in Article 96 of thmeafcial Regulation and Articles
133a and 134b of the Regulation laying down thegtibr the implementation of the
Financial Regulation.

Selection criteria documentation
General

This part of the tender concerns the criteria andemce relating to the technical and
professional capacity and economic and financiphcay of the service provider(s)
involved in the bid, It should also contain anyestldocument that the tenderer(s)
wish(es) to include by way of clarification. Theigance for the selection criteria
shall be assessed in the second stage of the gualoathe tenders

An economic operator may rely on the capacitiestbér entities, regardless of the
legal nature of the links which it has with them. that case, evidence must be
provided that it will have at its disposal the n@s@s necessary for performance of

2 5ee section 4.3
30 See Section 4.3.2
31 See Section 3.4
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the contract, for example by producing a clear ua#teng on the part of those
entities to place those resources at its disposal.

In addition, all tenderers are informed that thegyrbe asked to prove that they are
authorised to perform the contract under natioaal las evidenced by inclusion in a
professional or trade register or a sworn declamatir certificate, membership of a
specific organisation, express authorisation, dryan the VAT register.

In case of joint offer or sub-contracting, the tere(s) must stipulate the role,
gualifications and experience of each service pi@viand, where relevant, the
monitoring arrangements that exist between them.

Evidence of the economic and financial capacitthefservice provider(s)

Evidence for selection criterion 1 is to be proddey submitting the following
documents:

The tenderer shall submit the completed FinaneidlBconomic Capacity Overview
Form?®, as well as a full copy of the tenderer’'s annuaioants (balance sheet, profit
and loss account, notes on the accounts and asldiéonarks when applicable) of the
last three years, as approved by the general agsaehithe company and, where
applicable, audited and/or published. These doctsnerust be certified by the
tenderer.

If, for some exceptional reason which the Agencygsiders justified, a tenderer is
unable to provide one or other of the above docusndre or she may prove his or
her economic and financial capacity by any othecudment which the Agency

considers appropriate. In any case, the Agency ratideast be notified of the

exceptional reason and its justification in thedem The Agency reserves the right to
request any other document enabling it to verig/tdnderer's economic and financial
capacity.

All tenderers must provide proof of their economana financial capacity.

Evidence of the technical and professional capaditiie service provider(s)

The ability of service providers to perform sergaeill be assessed in particular with
regard to their know-how, efficiency, experience agliability.

Evidence of the technical and professional capatitthe providers involved in the
tender must be furnished on the basis of the follgwdocuments:

a) Evidence for selection criterion 2.1:

A minimum of five CVs duly completed and presentadthe appropriate
format®. The submitted CVs must indicate the professioetion with the
tenderer.

b) Evidence for selection criterion 2.2:

32 See Section 4.3.3
33 http://europass.cedefop.europa.eu/europass/homaw&uropasss+Documents/Europass+CV/navigate.action
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A minimum of one relevant project reference witk thalue, dates and place,
as well as a description of the content as stataseédtion 3.4.

By submitting a tender, each legal entity involikedrein accepts the possibility of a
check being carried out by the Agency on its teciindapacities.

3.1.1.2.2. Section Two: Technical proposal

Qualitative award criteria documentation

This section is of great importance in the assessmikthe bids, the award of the
contract and the future execution of any resultiogtract. Some guidelines are given
below, but attention is also drawn to the awarteas, which define those parts of
the technical proposal to which the tenderers sh@aly particular attention. The
technical proposal should address all mattersdawn in the technical specifications
as describetl and should include models, examples and techrsodltions to
problems raised in these specifications giving aswer to each of the points
mentioned with regard to the methodology, deadlaras$ organisation. The level of
practical details provided in the tender will béremely important for the evaluation
of the tender. The technical proposal must responithese technical specifications
and provide, as a minimum, all the information rezkébr the purpose of awarding
the contract.

Please note that, to grant equal treatment ofealliérs, it is not possible to modify
offers after their submission in relation to thehteical and financial proposals. As a
consequence, incompleteness in this section canresililt in negative impact for the
evaluation of award criteria. Please note alsot firaposals deviating from the
technical specifications may be rejected for nonfaonity.

The technical specifications and the tender ofdhecessful tenderer shall become
integral parts of the contract and will constitatenexes to the contract.

Tenders should elaborate on all points addressetthdse specifications in order to
score as many points as possible. The mere rgpetfimandatory requirements set
out in these specifications, without going intoailst or without giving any added

value, will only result in a very low score. In atiloh, if certain essential points of

these specifications are not expressively covengdhb tender, the Agency may
decide to give a zero mark for the relevant qualieaaward criteria.

Assessment basis for award criterion AW1:

The methodological proposal for the provision a fervices under the contract.

The proposal for the scientific methodology, inchglthe use or development of
necessary software tools, as applied to the prvisf the services must address the
requirements of the technical specifications.

The description of the approach to be followed W@l used to assess whether the
Contract’'s scope is understood and that the terideyeerall scientific approach and
proposed methodology for carrying out the actigfti@gsks in Section 1.3 are
appropriate for the nature of the tasks and thataur of the Contract.

34 See Section 1
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The tenderer is requested to address in the tefidechnical points in 1.3. However,
the following points are of greatest importance:

» the approach to be followed for defining the UVCRBsdription format
including the UVCB boundaries, the starting poinam existing format is to
be used and the reasons for its selection andxegsons,

* an outline of the approach for generating repredmmet structures that the
tenderer intends to follow given the often verygarnumber of possible
representative structures within the space of th€B definition. Particular
emphasis should be placed on ways to estimate daked tumber of
representative structures,

* how the tenderer plans to keep the computatiomak tmanageable for
generating representative structures and runniedigrons on them,

 the way the tenderer plans to ensure that generstiedttures can be
transferred and used for running predictions witemal tools and the way to
automatically assess the reliability of these prals for each generated
structure, and

» the way the tenderer plans to group and visualisegenerated structures in
terms of similarity in their physicochemical, fatnd (eco)toxicological
properties.

The proposal may be presented in free format, bauls preferably not exceed 15
A4 pages and must be logically structured.

Assessment basis for award criterion AW?2:

Organisational set-up, technical expertise and ampee of the work team members
assigned to each task.

The tenderer should describe his approach towdrelcomposition of the project
team to ensure that project deliverables can bewntlein the time frame and budget
provided. The tender should clearly identify theg kedividuals assigned to work on
each part of the project, how they will be set ngaams to address the work. The
tenderer should also propose a project managemantwath a task description,
timetable, efforts and allocation of resources.

0 Work teams. The tenderer should clearly identifg tekam members. Key
personnel should be named and appropriatenessdorote in the project
should be justified with reference to the person@®ls and project role
requirements. Previous experience of key indiviglual similar or related
projects should be explicitly mentioned in the mndhe appropriateness of
the work team will be assessed on a basis of tlaifigations of the team
members and the reasoning in their selection fafopaing the tasks
described in Section 1.3.

o Coordination of work. The quality of the coordimatiwork planned will be
assessed by the management plan. It should ersatralt the tasks will be
performed and deliverables produced within thedeea timeframe.
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(0]

Resource allocation. The recourse allocation wdl #ssessed based on
rational and realistic distribution between the Wpackages as described in
Section 1.3, and human resource profiles thathveilinvolved in the project.

3.1.1.2.3.Section Three: Financial proposal

Financial award criteria documentation

Tenderers must use the financial fétto formulate their financial proposal.

The tenderers attention is drawn to the followiogps:

(0]

(0]

prices must be expressed in euros,

prices should be quoted free of all duties, taxe$ @her charges, i.e. also
free of VAT, as the Communities are exempt fromhsabarges in the EU
under Articles 3 and 4 of the Protocol on the Regyes and Immunities of the
European Communities of 8 April 1965 (OJEC L 1521@8f July 1967).
Exemption is granted to the Agency by the governmai the Member
States, either through refunds upon presentatiadoofimentary evidence or
by direct exemption. For those countries whereonali legislation provides
an exemption by means of a reimbursement, the alm@fuWAT is to be
shown separately. In case of doubts about the cgighi VAT system, it is
the tenderers’ responsibility to contact his naioauthorities to clarify the
way in which the European Community is exempt f\AT,

o prices shall not be conditional and be directlylaaple by following
the technical specifications, and

o prices shall be fixed and not subject to revision.

the reference price for the award of the contrhatl £onsist of the amount in
payment of the tasks executed, as stated in Aftigle of the contract.

For each category of staff to be involved in thejget, the tenderer
must specify:

o the total labour costs,

o the daily rates and total number of days (man-dazs)h
member of staff will contribute to the project, and

o other categories of costs, (including travel costs
accommodation costs, ... ) indicating the naturehef ¢ost,
the total amount, the unit price and the quantitat-rate
amounts should be avoided. If, exceptionally, they used,
specimen quotations for the flat-rate amounts mhbet
provided.

% See section 4.5.1
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3.2

Bids involving more than one legal entity must sfyethe amounts for each legal
entity.

Bids involving more than one service provider msisécify the amounts for each
provider.

All tenders must contain all the information and te supporting documents
required by these specifications. In the absencehef required information or
documents, the Agency may disqualify the bid. Thgerdcy reserves the right,
however, to request additional evidence in relatethe bid submitted for evaluation
or verification purposes within a time-limit stigiaéd in its request.

Contact between the tenderer and the Agency

In principle, no contact is permitted between tlgeAcy and the tenderers during the
contract award procedure:

However, in exceptional circumstances contact mayntade on the tenderers'
initiative before the final date for the receipt lofds, in order (and only for this
reason) to clarify the nature of the contract.

Such requests for further information may be maulg ,m writing with the subject
indication,« ECHA/2011/172 » to the following e-mail address:

| opencalls@echa.europa.eu |

The Agency is not bound to reply to requests fadittmhal information made less
than five working days before the deadline for sigsion of tenders.

Insofar as it has been requested in good timeguestions raised and the additional
information provided by the Agency will be publishen the website at:

http://echa.europa.eu/opportunities/procurement erasp

All tenderers are advised to take note of the ttaat no additional information will be
sent (neither by post nor by e-mail) regarding naWrmation that has become
available. Therefore, all tenderers are kindly esjed to visit the above-mentioned
website frequently prior to submitting bids.

Similarly, contact may in exceptional circumstandes made on the Agency's
initiative:

o before the final date for the receipt of bids, imler to inform interested
parties of an error, a lack of precision, an omissdr any other material
shortcoming in the drawing up of the documentsefitivitation to tender, or

o after the opening of bids, where a bid requiresifatation or in order to
correct material errors made in drawing up a bid.

Please note that in any event such contact mayesoit in a modification of the
terms of the bid. In case the Agency deems it gpate to provide additional
information it will be published on the website rtiened above.
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3.3  Opening of the tenders

Tenders will be opened on 23/01/2012 at the folhmnocation:

Office address:
European Chemicals Agency (ECHA)
Annankatu 18
00120 Helsinki
Finland

A representative of each tenderer may attend tleming of the bids. Tenderers
wishing to attend are requested to notify theiemtion by sending an e-mail at least
2 working days in advance to the above-mentioneth#-address. This notification
must be signed by an authorised representativeeofenderer and specify the name
of the person who will attend the opening of thdstn the tenderer's behalf.

3.4 Evaluation of the tenders

The evaluation will be based on each tenderer'slbidddition, the Agency reserves
the right to use any other information from puldicspecialist sources.

All the information will be assessed in the light the criteria set out in these
specifications. The procedure for the award ofdbetract, which will concern only
admissible bids, will be carried out in three sisstee stages.

Only bids meeting the requirements of one stagebeiexamined in the next stage.
The aim of each of these stages is to:

1. check, in the first stage (exclusion crit@rievhether tenderers can take part in
the tendering procedure and, where applicablenaeded the contract,

2. check, in the second stage (selection crijetiae technical and professional
capacity and economic and financial capacity ohdaaderer who has passed
the exclusion stage, and

3. evaluate on the basis of the award critehia technical and financial tenders
and establish a ranking list, by order of meritatiftenders having passed the
exclusion and selection stages, as well as theitguaresholds set for the
evaluation of the award criteria.

Stage 1 — application of exclusion criteria

In accordance with Articles 93 and 94 of the FinalnRegulation, tenderers shall be
excluded from the selection and award procedurteeif do not satisfy criteria a) to
f) specified in the exclusion criteria foftn

Furthermore, contracts may not be awarded to tensl@rho, during the procurement
procedure are subject to a conflict of interestitdon g) or are quilty of
misrepresentation in supplying the information tiegph by the contracting authority
as a condition of participation in the contract qgadure or fail to supply this
information (criteria h) or fall into one of thetgations as specified under criteria a)

to f).

% See section 4.3.2
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Stage 2 - application of selection criteria

These criteria will be assessed on the basis addkaments indicatéd

SELECTION CRITERIA

1. FINANCIAL AND ECONOMIC CAPACITY

1.1 Sufficient financial and economic capacity fibe implementation of the
contract

A minimum average annual turnover of 400,000 EURrothe past 3 financial
years.

2. TECHNICAL AND PROFESSIONAL CAPACITY

2.1 Sufficient technical capacity to provide theman resources required for the
implementation of the contract.

A minimum of five key personnel who will particigain the project and collectively
possess the knowledge and skills as described dtioSel.2. All shall have
proficiency level of B1 in English, and at leasbtaf them a minimum of five years
of experience in a relevant field.

574

2.2 Sufficient professional capacity to provide sieevices

A minimum of one scientific project similar in sa&p executed in the past fije
calendar years for a minimum total value of 50.BQR.

A consolidated assessment shall be made for jdiferso (all members of the
consortium together) and in case of subcontradfieigderer plus subcontractor) to
the extent that those entities put their resouatdébe disposal of the tenderer for the
performance of the contract, as evidenced by a diedertaking on the part of those
entities.

Stage 3 - application of award criteria

Contracts shall be awarded under the best-valueitorey procedure. The technical
evaluation will be made by establishing an ovetethnical score for the technical
proposal that takes into account the score foattard criterion indicated below.

37 See section 3.1.1
% See section 1
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No Qualitative award criteria Weighting (maximum
points)
1. Understanding of the objectives of the project and 75
quality of the methodological proposal for the
provision of the services under the contract
2. Quality of the composition of the project team and 25
distribution of tasks
Total quality points 100

The selected tender is assessed according to tve gjoalitative award criteria and
the weighting applicable to each criterion.

Tenders scoring less than 60% in the overall pointawarded or less than 50% in
the points awarded for a single criterion will be &cluded from the rest of the
assessment procedure.

Tenders presenting a total price superior to the mamum amount of 200.000 €
will be excluded from the rest of the assessment @redure.

The contract will be awarded to the tender whiclkhies most cost-effective (offers
the best value for money) on the basis of the lighegtio between the total points
scored and the price.

Final Evaluation

1000 * (Total Quality Points / Price)

Tenders should elaborate on all points addressetidse specifications in order to
score as many points as possible. The mere repetfimandatory requirements set
out in these specifications, without going intoailet or without giving any added

value, will only result in a very low score. In aiiloh, if certain essential points of

these specifications are not expressively covernedhb tender, the Agency may
decide to give a zero mark for the relevant qualieaaward criteria.

3.5 Award of the contract

The Agency will inform tenderers of decisions reattltoncerning the award of the
contract, including the grounds for any decisioh teoaward a contract or to cancel
the procedure.
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If a written request is received from any non sgstd tenderer, the Agency will
inform the tenderer of the reasons for their latlswwccess and of the name of the
successful tenderer.

However, certain information may be withheld whiserelease would impede law
enforcement or otherwise be contrary to the puiblierest, or would prejudice the
legitimate commercial interests of economic opegtpublic or private, or might
prejudice fair competition between them.

The procurement procedure may be concluded by samrsigned by the parties. In
this case, the General Terms and Conditions afgdida service contracts referred
to below shall apply.

After the period of validity of the tender has e, conclusion of the contract shall
be subject to the tenderer's agreement in writing.

The Agency shall not sign the contract or framewooktract with the successful

tenderer until a standstill period of 14 calendaysihas elapsed, running from the
day after the simultaneous dispatch of the notifica letters to the tenderers

informing them of the award decision.

During the standstill period, the Agency will regtighe tenderer proposed for award
to provide the evidence on exclusion criteria d&finn Articles 93 and 94 of the
Financial Regulation. If this evidence was not pded or proved to be
unsatisfactory, the Agency reserves the right tecehthe award procedure or to
change the award decision to the benefit of thet heest ranked tenderer on
condition that he satisfies with the provision lod evidence on exclusion.

The tenderer to whom the contract is to be awasthedl provide, within the 15 days
following the receipt of the letter informing himf ¢he proposed award of the
contract and preceding the signature of the contrée following evidence
confirming the declaration of honour:

1. the Agency shall accept as satisfactory evidenatttie tenderer to whom the
contract is to be awarded is not in one of theasibms described in point (a),
(b) or (e) of Article 93(1) of the Financial Regtde, a recent extract from the
judicial record or, failing that, an equivalent dawent recently issued by a
judicial or administrative authority in the countof origin or provenance
showing that those requirements are satisfied,

2. the Agency shall accept, as satisfactory evidehaethe tenderer is not in the
situation described in point (d) of Article 93(1f) the Financial Regulation, a
recent certificate issued by the competent authofithe State,

3. where the document or certificate referred to irmgeaph 1 and 2 is not issued
in the country concerned and for the other casesxofusion referred to in
Article 93 of the Financial Regulation, it may eplaced by a sworn or, failing
that, a solemn statement made by the interestety pafore a judicial or
administrative authority, a notary or a qualifiedfessional body in his country
of origin or provenancem,

4. depending on the national legislation of the coumtr which the tenderer is
established, the documents referred to in paragrapt2, and 3 shall relate to
legal persons and/or natural persons including, revhgecessary, company
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directors or any person with power of representatidecision-making or
control in relation to the tenderer or tendereris™iould be the case when the
national legislation concerned gives juridical m@sgbility of the acts
committed by a legal entity (moral persons) toithegal representatives. The
tenderer shall provide information on the ownersbipon the management,
control and power of representation of the legaityyrmvhenever necessary for
the proper understanding of the evidence submitedshenever the Agency
requests it,

. where they have doubts as to whether tenderers ampe of the situations of
exclusion, the Agency may itself apply to the cotepeauthorities referred to
in paragraph 3 to obtain any information they cdesinecessary about that
situation, and

. the Agency may waive the obligation of a tendecesubmit the documentary
evidence referred to in paragraphs 1 and 2 if swtience has already been
submitted to it for the purposes of another procumet procedure and provided
that the issuing date of the documents does nateskone year and that they
are still valid. In such a case, the tenderer difetlare on his honour that the
documentary evidence has already been providedetaAgency in a previous
procurement procedure and confirm that no changesis situation have
occurred. He shall indicate in its tender all tbierences necessary to allow the
Agency services to check this evidence.

Page 32 of 70



4 ANNEXES

4.1 TECHNICAL DOCUMENTATION

The technical documentation constitutes an integpalt of the technical
specifications and consists of the following docuise

1. Information related to the Agendyttp://www.echa.europa.eu/home_en.asp

2. Information related to the QSAR Toolbaxww.gsartoolbox.org
http://www.oecd.org/env/existingchemicals/gsar

3. Information related to IUCLIDRttp://iuclid.eu

4. Overview of relevant endpoints for registrationsle@inREACH,
http://echa.europa.eu/doc/publications/practicadegi/pg_report_robust study
summaries.pdf

5. Guidance for identification and naming of substancmder REACH, and
guidance on information requirements and chemiadtg assessment, chapter
R.6: QSARs and grouping of chemicals,
http://guidance.echa.europa.eu/guidance_en.htm

6. Ullmann’s Encyclopedia of Industrial Chemistry,
HTTP://ONLINELIBRARY .WILEY.COM/BOOK/10.1002/14356007

7. Kirk-Othmer Encyclopedia of Chemical Technology,
HTTP://ONLINELIBRARY .WILEY.COM/BOOK/10.1002/0471238961

8. Petrotox and Petrorisk models,
http://www.concawe.be/content/default.asp?PagelB-and
http://www.concawe.be/content/default.asp?PagelB=Iliformation on
physicochemical properties of petroleum substanaase found at
http://www.concawe.be/DocShareNoFrame/docs/5/PGEROBFIJFFMDDO
NMNNNMVEVCWD9N9YBYB3B1WK23/CEnet/docs/DLS/Rpt 10-$010-
05145-01-E.pdf

9. SMARTS, a language for describing molecular pagern
http://www.daylight.com/dayhtml/doc/theory/theomarts.html
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4.2 Contractual Documentation (Draft Service Contract)

B ELC HA

European Chemicals Agency

Model

SERVICE CONTRACT No. — ECHA/2011/172
The European Chemicals Agency (hereinafter referred to as "the Agency"), which is
represented for the purposes of the signature of this Contract by [forename, surname, function,
Directorate],
of the one part,
and
[official name in full]
[official legal form]*®
[statutory registration number]*
[official address in full]

[VAT registration number]

(hereinafter referred to as "the Contractor"*!), [represented for the purposes of the signature of
this contract by [forename, surname and function,]]

of the other part,

HAVE AGREED

the Special Conditions and the General Conditions below and the following Annexes:

Annex | — Tender Specifications (Invitation to Tender No [complete] of [complete]) and
Monitoring
Annex Il —  Contractor's Tender (No [complete] of [complete])

which form an integral part of this contract (hereinafter referred to as “the Contract”).

39
40

Delete if contractor is a natural person or a bgalyerned by public law.

Delete if contractor is a body governed by pulaie. For natural persons, indicate the number eif fldentity card or,
failing that, of their passport or equivalent.

In the case of a joint offer and provided the tation to tender so specifies, the following claskeuld be added below the
identification of the parties: “The parties idéietil above and hereinafter collectively referredsdthe Contractor’ shall be
jointly and severally liable vis-a-vis the Agenay the performance of this contract”.

41
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The terms set out in the Special Conditions sh&k precedence over those in the other parts of
the Contract. The terms set out in the General {fiond shall take precedence over those in the
Annexes. The terms set out in the Tender Spedihieai Annex 1) shall take precedence over
those in the Tender (Annex ).

Subject to the above, the several instruments fayrpart of the Contract are to be taken as
mutually explanatory. Ambiguities or discrepancaathin or between such parts shall be
explained or rectified by a written instructionuss by the Agency, subject to the rights of the
Contractor under Article 1.7 should he dispute angh instruction.
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| — SPECIAL CONDITIONS

ARTICLE 1.1 - SUBJECT

I.1.1. The subject of the Contract is [short description of subject].

I.1.2. The Contractor shall provide the services as requested in accordance with the Tender
Specifications annexed to the Contract (Annex I).

ARTICLE 1.2 - DURATION

I.2.1. The Contract shall enter into force on the date on which it is signed by the last
contracting party*.

I.2.2. Provision of the services may under no circumstances begin before the date on which
the Contract enters into force.

1.2.3. The duration to provide the services shall not exceed 12 months. This period and all
other periods specified in the Contract are calculated in calendar days. Provision of the
services shall start from the kick-off meeting. The period of provision of the services may
be extended only with the express written agreement of the parties before such period
elapses.

ARTICLE 1.3 — CONTRACT PRICE

1.3.1. The maximum total amount to be paid by the Agency under the Contract shall be EUR
[amount in figures and in words] covering all services provided.

ARTICLE |.4 — PAYMENT PERIODS AND FORMALITIES *

Payments under the Contract shall be made in accordance with Article 11.4. Payments shall be
executed only if the Contractor has fulfilled all his contractual obligations by the date on which
the invoice is submitted. Payment requests may not be made if payments for previous periods
have not been executed as a result of default or negligence on the part of the Contractor.
1.4.1. Pre-financing:

Not applicable

[.4.2 Interim payments:

Requests for the 1% interim payment by the Contractor shall be admissible if accompanied
by:

42 As a rule the Agency signs last. In this caseQbetractor should be duly informed of the date dictvthe Contract enters

into force.
The insertion of pre-financing and interim paymelauses is optional but there must always be piawifor payment of the
balance.

43
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» the Certificate of Acceptance by the ECHA of the deliverables related to the milestone, as
specified in section 2.4 Terms of Payment.
* the relevant invoices

provided the report has been approved by the Agency.

The Agency shall have twenty working days from receipt to approve or reject the report and
to pay the 1st interim payment corresponding to the relevant invoices [EUR complete amount
in figures and in words] equal to 20 % of the total amount referred to in Article 1.3.1. The
Contractor shall have twenty days in which to submit additional information or a new report.

Requests for the 2nd interim payment by the Contractor shall be admissible if accompanied
by:

» the Certificate of Acceptance by the ECHA of the deliverables related to the milestone, as
specified in section 2.4 Terms of Payment.
* the relevant invoices

provided the report has been approved by the Agency.

The Agency shall have twenty working days from receipt to approve or reject the report and
to pay the 1st interim payment corresponding to the relevant invoices [EUR complete amount
in figures and in words] equal to 40 % of the total amount referred to in Article 1.3.1. The
Contractor shall have twenty days in which to submit additional information or a new report.

1.4.3. Payment of the balance:

The request for payment of the balance of the Contractor shall be admissible if accompanied
by

» the Certificate of Acceptance by the ECHA of the deliverables related to the milestone, as
specified in section 2.4 Terms of payment
* the relevant invoices

provided the deliverables has been approved by the Agency.

The Agency shall have 20 days from receipt to approve or reject the deliverables, and the
Contractor shall have 20 days in which to submit additional or new information.

Within 30 days of the date on which the report is approved by the Agency, payment of the
balance corresponding to the relevant invoice [EUR complete amount in figures and in
words] equal to 40 % of the total amount referred to in Article 1.3.1 shall be made.

[For Contractors established in Belgium, the provisions of the Contract constitute a request
for VAT exemption No 450, provided the Contractor includes the following statement in his
invoice(s): “Exonération de la TVA, article 42, paragraphe 3.3 du code de la TVA” or an
equivalent statement in the Dutch or German language.]

ARTICLE 1.5 — BANK ACCOUNT

Payments shall be made to the Contractor’s bank account denominated in euro*, identified* as
follows:

44 Or local currency where the receiving country doessallow transactions in EUR.

Page 37 of 70



Name of bank: [complete]

Address of branch in full: [complete]

Exact designation of account holder: [complete]
Full account number including codes: [complete]
[IBAN*® code: [complete]]

ARTICLE 1.6 — GENERAL ADMINISTRATIVE PROVISIONS

Any communication relating to the Contract shall be made in writing and shall bear the Contract
number. Ordinary mail shall be deemed to have been received by the Agency on the date on
which it is registered by the department responsible indicated below. Communications shall be
sent to the following addresses*":

The Agency:

European Chemicals Agency (ECHA)
[Directorate [complete]]

[Unit [complete]]

[Postcode and city]

Contractor:

Mr/Mrs/Ms [complete]
[Function]

[Company name]
[Official address in full]

ARTICLE |.7— APPLICABLE LAW AND SETTLEMENT OF DISPU TES

1.7.1.

I.7.1a.

The Contract shall be governed by Union law, complemented, where necessary, by the
Finnish law.

Without prejudice to Article 1.7.2., in the event that any dispute arises between the
parties resulting from the interpretation or application of the Contract and the dispute is
not resolved by negotiation, the parties may agree to submit the dispute to mediation.

If any party to the dispute gives written notice to the other party of its desire to
commence mediation, and the other party agrees in writing, the parties shall jointly
appoint a mutually acceptable mediator within two weeks of the date of the said written
agreement. If the parties are unable to agree upon the appointment of a mediator within
that time period, any party may apply to [court, organisation or person agreed to by the
parties when signing the Contract], for the appointment of a mediator.

The mediator's written proposal or his written conclusion stating that no proposal can be
made, shall be produced within two months of the date of the written agreement by the
second party to commence mediation. The mediator's proposal or conclusion shall not
be binding for the parties, who reserve the right to bring the dispute before the courts, as
per Art. 1.7.2.

45

By a document issued or certified by the bank.

4 BIC or SWIFT code for countries with no IBAN code.

47

Fax number and e-mail accounts may be added.dfraail account is given, incoming e-mails showd&directed if the

account holder is absent and a clause should edagbcifying what is considered to be the referefate of the electronic
communication (date of sending, receiving or opghin
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Within two weeks of the date of notification of the proposal by the mediator, the parties
can conclude a written agreement, duly signed by all parties, based on the proposal.

The parties further agree to share equally the costs of mediation by the mediator, which
costs will not include any other costs incurred by a party in connection with the
mediation.*®

I.7.2. Any dispute between the parties resulting from the interpretation or application of the
Contract which cannot be settled amicably shall be brought before the courts of Helsinki.

ARTICLE 1.8 — DATA PROTECTION

Any personal data included in the Contract shall be processed pursuant to Regulation (EC) No
45/2001 on the protection of individuals with regard to the processing of personal data by the
EU institutions and bodies and on the free movement of such data. The data shall be processed
solely for the purposes of the performance, management and monitoring of the Contract by the
Agency without prejudice to possible transmission to the bodies charged with monitoring or
inspection task in application of Union law. The Contractor shall have the right of access to
his/her personal data and the right to rectify any such data. Should the Contractor have any
queries concerning the processing of his/her personal data, she/he shall address them to the
Data Protection Officer of ECHA. The Contractor shall have right of recourse at any time to the
European Data Protection Supervisor.

Where the Contract requires the processing of personal data, the Contractor may act only under
the supervision of the data controller, in particular with regard to the purposes of the processing,
the categories of data which may be processed, the recipients of the data, and the means by
which the data subject may exercise his/her rights.

The data shall be confidential within the meaning of Regulation (EC) No 45/2001 of the
European Parliament and of the Council on the protection of individuals with regard to the
processing of personal data by Community institutions and bodies and on the free movement of
such data. The Contractor shall limit access to the data to the staff strictly necessary for the
performance, management and monitoring of the Contract.

The Contractor undertakes to adopt appropriate technical and organisational security measures
having regard to the risks inherent in the processing and to the nature of the personal data
concerned in order to:

a) prevent any unauthorised person from having access to computer systems processing
personal data, and especially:
aa) unauthorised reading, copying, alteration or removal of storage media;
ab) unauthorised data input as well as any unauthorised disclosure, alteration or erasure of
stored personal data;
ac) unauthorised persons from using data-processing systems by means of data
transmission facilities;

b) ensure that authorised users of a data-processing system can access only the personal data
to which their access right refers;

¢) record which personal data have been communicated, when and to whom;

d) ensure that personal data being processed on behalf of third parties can be processed only
in the manner prescribed by the contracting institution or body;

e) ensure that, during communication of personal data and transport of storage media, the data
cannot be read, copied or erased without authorisation;

f) design its organisational structure in such a way that it meets data protection requirements.

8 Optional clause.
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ARTICLE 1.9 — TERMINATION BY EITHER CONTRACTING PAR TY

Either contracting party may, of its own volition and without being required to pay compensation,
terminate the Contract by serving 14 days formal prior notice. Should the Agency terminate the
Contract, the Contractor shall only be entitled to payment corresponding to part-performance of
the Contract. On receipt of the letter terminating the Contract, the Contractor shall take all
appropriate measures to minimise costs, prevent damage, and cancel or reduce his
commitments. He shall draw up the documents required by the Special Conditions for the
services provided up to the date on which termination takes effect, within a period not
exceeding sixty days from that date.

ARTICLE 1.9a — CONTRACT CONCLUDED DURING STANDSTILL PERIOD

In case this Contract was signed by both the Agency and the Contractor before the expiry of 14
calendar days from the day after simultaneous dispatch of information about the award
decisions and decisions to reject, this Contract shall be null and void.

This article is not applicable for contracts not covered by Directive 2004/18/EC and in cases

indicated in Article 158a(2) of the rules for the implementation of the Financial Regulation
(Regulation No 2342/2002).
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I — GENERAL CONDITIONS

ARTICLE 1.1 — PERFORMANCE OF THE CONTRACT

.1.1.

11.1.2.

11.1.3.

11.1.4.

11.1.5.

11.1.6.

1.1.7.

11.1.8.

The Contractor shall perform the Contract to the highest professional standards. The
Contractor shall have sole responsibility for complying with any legal obligations
incumbent on him, notably those resulting from employment, tax and social legislation.

The Contractor shall have sole responsibility for taking the necessary steps to obtain any
permit or licence required for performance of the Contract under the laws and
regulations in force at the place where the services requested are to be executed.

Without prejudice to Article 11.3 any reference made to the Contractor's staff in the
Contract shall relate exclusively to individuals involved in the performance of the
Contract.

The Contractor must ensure that any staff performing the Contract have the professional
qualifications and experience required for the provision of the services assigned to him.

The Contractor shall neither represent the Agency nor behave in any way that would
give such an impression. The Contractor shall inform third parties that he does not
belong to the European public service.

The Contractor shall have sole responsibility for the staff who conduct the services
requested.

The Contractor shall make provision for the following employment or service
relationships with his staff:

. staff providing the service requested from the Contractor may not be given orders
direct by the Commission;

. the Agency may not under any circumstances be considered to be the staff's
employer and the said staff shall undertake not to invoke in respect of the Agency
any right arising from the contractual relationship between the Agency and the
Contractor.

In the event of disruption resulting from the action of a member of the Contractor's staff
working on the Agency premises or in the event of the expertise of a member of the
Contractor's staff failing to correspond to the profile required by the Contract, the
Contractor shall replace him without delay. The Agency shall have the right to request
the replacement of any such member of staff, stating its reasons for so doing.
Replacement staff must have the necessary qualifications and be capable of performing
the Contract under the same contractual conditions. The Contractor shall be responsible
for any delay in the provision of the services assigned to him resulting from the
replacement of staff in accordance with this Article.

Should any unforeseen event, action or omission directly or indirectly hamper provision
of the services, either partially or totally, the Contractor shall immediately and on his own
initiative record it and report it to the Agency. The report shall include a description of the
problem and an indication of the date on which it started and of the remedial action
taken by the Contractor to ensure full compliance with his obligations under the Contract.
In such event the Contractor shall give priority to solving the problem rather than
determining liability.
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11.1.9.

Should the Contractor fail to perform his obligations under the Contract in accordance
with the provisions laid down therein, the Agency may - without prejudice to its right to
terminate the Contract - reduce or recover payments in proportion to the scale of the
failure. In addition, the Agency may claim compensation or impose liquidated damages
provided for in Article 11.16.

ARTICLE 1.2 — LIABILITY

11.2.1.

11.2.2.

11.2.3.

11.2.4.

11.2.5.

The Agency shall not be liable for damage sustained by the Contractor in performance of
the Contract except in the event of wilful misconduct or gross negligence on the part of
the Agency.

The Contractor shall be liable for any loss or damage caused by himself in performance
of the Contract, including in the event of subcontracting under Article 11.13. The Agency
shall not be liable for any act or default on the part of the Contractor in performance of
the Contract.

The Contractor shall provide compensation in the event of any action, claim or
proceeding brought against the Agency by a third party as a result of damage caused by
the Contractor in performance of the Contract.

In the event of any action brought by a third party against the Agency in connection with
performance of the Contract, the Contractor shall assist the Agency. Expenditure
incurred by the Contractor to this end may be borne by the Agency.

The Contractor shall take out insurance against risks and damage relating to
performance of the Contract if required by the relevant applicable legislation. He shall
take out supplementary insurance as reasonably required by standard practice in the
industry. A copy of all the relevant insurance contracts shall be sent to the Agency
should it so request.

ARTICLE 11.3 - CONFLICT OF INTERESTS

11.3.1.

11.3.2.

11.3.3.

The Contractor shall take all necessary measures to prevent any situation that could
compromise the impartial and objective performance of the Contract. Such conflict of
interests could arise in particular as a result of economic interest, political or national
affinity, family or emotional ties, or any other relevant connection or shared interest. Any
conflict of interests which could arise during performance of the Contract must be
notified to the Agency in writing without delay. In the event of such conflict, the
Contractor shall immediately take all necessary steps to resolve it.

The Agency reserves the right to verify that such measures are adequate and may
require additional measures to be taken, if necessary, within a time limit which it shall
set. The Contractor shall ensure that his staff, board and directors are not placed in a
situation which could give rise to conflict of interests. Without prejudice to Article 1.1 the
Contractor shall replace, immediately and without compensation from the Agency, any
member of his staff exposed to such a situation.

The Contractor shall abstain from any contact likely to compromise his independence.

The Contractor declares:

. that he has not made and will not make any offer of any type whatsoever from
which an unjustified advantage can be derived under the Contract,
. that he has not granted and will not grant, has not sought and will not seek, has

not attempted and will not attempt to obtain, and has not accepted and will not
accept, any advantage, financial or in kind, to or from any party whatsoever, where
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such advantage constitutes an illegal practice or involves corruption, either directly
or indirectly, inasmuch as it is an incentive or reward relating to performance of the
Contract.

11.3.4. The Contractor shall pass on all the relevant obligations in writing to his staff, board, and
directors as well as to third parties involved in performance of the Contract. A copy of the
instructions given and the undertakings made in this respect shall be sent to the Agency
should it so request.

ARTICLE 1.4 — PAYMENTS

11.4.1. Pre-financing:

Where required by Article 1.4.1, the Contractor shall provide a financial guarantee in the form
of a bank guarantee or equivalent supplied by a bank or an authorised financial institution
(guarantor) equal to the amount indicated in the same Article to cover pre-financing under
the Contract. Such guarantee may be replaced by a joint and several guarantee by a third
party.

The guarantor shall pay to the Agency at its request an amount corresponding to payments
made by it to the Contractor which have not yet been covered by equivalent work on his part.

The guarantor shall stand as first-call guarantor and shall not require the Agency to have
recourse against the principal debtor (the Contractor).

The guarantee shall specify that it enters into force at the latest on the date on which the
Contractor receives the pre-financing. The Agency shall release the guarantor from its
obligations as soon as the Contractor has demonstrated that any pre-financing has been
covered by equivalent work. The guarantee shall be retained until the pre-financing has been
deducted from interim payments or payment of the balance to the Contractor. It shall be
released the following month or, at the latest, three months after the issuance of a recovery
order. The cost of providing such guarantee shall be borne by the Contractor.

[1.4.2. Interim payment:

At the end of each of the periods indicated in Annex | the Contractor shall submit to the
Agency a formal request for payment accompanied by those of the following documents
which are provided for in the Special Conditions:

» an interim technical report in accordance with the instructions laid down in Annex I,
» the relevant invoices indicating the reference number of the Contract to which they refer;
» statements of reimbursable expenses in accordance with Article 11.7.

If the report is a condition for payment, on receipt the Agency shall have the period of time
indicated in the Special Conditions in which:

» to approve it, with or without comments or reservations, or suspend such period and
request additional information; or
» toreject it and request a new report.

If the Agency does not react within this period, the report shall be deemed to have been
approved. Approval of the report does not imply recognition either of its regularity or of the
authenticity, completeness or correctness of the declarations or information enclosed.

Where the Agency requests a new report because the one previously submitted has been
rejected, this shall be submitted within the period of time indicated in the Special Conditions.
The new report shall likewise be subject to the above provisions.
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11.4.3. Payment of the balance:

Within sixty days of completion of the requested services referred to in Annex | the
Contractor shall submit to the Agency a formal request for payment accompanied by those of
the following documents which are provided for in the Special Conditions:

» afinal technical report in accordance with the instructions laid down in Annex I;
» the relevant invoices indicating the reference number of the Contract to which they refer;
» statements of reimbursable expenses in accordance with Article 11.7.

If the report is a condition for payment, on receipt the Agency shall have the period of time
indicated in the Special Conditions in which:

» to approve it, with or without comments or reservations, or suspend such period and
request additional information; or
» toreject it and request a new report.

If the Agency does not react within this period, the report shall be deemed to have been
approved. Approval of the report does not imply recognition either of its regularity or of the
authenticity, completeness or correctness of the declarations and information enclosed.

Where the Agency requests a new report because the one previously submitted has been
rejected, this shall be submitted within the period of time indicated in the Special Conditions.
The new report shall likewise be subject to the above provisions.

11.4.4. Payment currency and costs:
Payments are executed in the currency of the contract.
Costs of the transfer are borne in the following way:
» costs of dispatch charged by the bank of the Agency are borne by the Agency,
» cost of receipt charged by the bank of the Contractor are borne by the Contractor,

» all costs of repeated transfer caused by one of the parties are borne by the party who
caused repetition of the transfer.

ARTICLE 1.5 — GENERAL PROVISIONS CONCERNING PAYMEN TS

I1.5.1. Payments shall be deemed to have been made on the date on which the Agency's
account is debited.

11.5.2. The payment periods referred to in Article 1.4 may be suspended by the Agency at any
time if it informs the Contractor that his payment request is not admissible, either
because the amount is not due or because the necessary supporting documents have
not been properly produced. In case of doubt on the eligibility of the expenditure
indicated in the payment request, the Agency may suspend the time limit for payment for
the purpose of further verification, including an on-the-spot check, in order to ascertain,
prior to payment, that the expenditure is eligible.

The Agency shall notify the Contractor accordingly and set out the reasons for the
suspension by registered letter with acknowledgment of receipt or equivalent.
Suspension shall take effect from the date of dispatch of the letter. The remainder of the
period referred to in Article 1.4 shall begin to run again once the suspension has been
lifted.

11.5.3. In the event of late payment the Contractor shall be entitled to interest, provided the
calculated interest exceeds EUR 200. In case interest does not exceed EUR 200, the
Contractor may claim interest within two months of receiving the payment. Interest shall
be calculated at the rate applied by the European Central Bank to its most recent main
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refinancing operations (“the reference rate”) plus seven percentage points (“the margin”).
The reference rate in force on the first day of the month in which the payment is due
shall apply. Such interest rate is published in the C series of the Official Journal of the
European Union. Interest shall be payable for the period elapsing from the calendar day
following expiry of the time limit for payment up to the day of payment. Suspension of
payment by the Agency may not be deemed to constitute late payment.

ARTICLE 1.6 — RECOVERY

11.6.1.

11.6.2.

11.6.3.

If total payments made exceed the amount actually due under the Contract or if recovery
is justified in accordance with the terms of the Contract, the Contractor shall reimburse
the appropriate amount in euro on receipt of the debit note, in the manner and within the
time limits set by the Agency.

In the event of failure to pay by the deadline specified in the request for reimbursement,
the sum due shall bear interest at the rate indicated in Article 11.5.3. Interest shall be
payable from the calendar day following the due date up to the calendar day on which
the debt is repaid in full.

The Agency may, after informing the Contractor, recover amounts established as
certain, of a fixed amount and due by offsetting, in cases where the Contractor also has
a claim on the Agency that is certain, of a fixed amount and due. The Agency may also
claim against the guarantee, where provided for.

ARTICLE 1l.7 - REIMBURSEMENTS

1.7.1.

11.7.2.

11.7.3.

11.7.4.

Where provided by the Special Conditions or by Annex |, the Agency shall reimburse the
expenses which are directly connected with provision of the services on production of
original supporting documents, including receipts and used tickets.

Travel and subsistence expenses shall be reimbursed, where appropriate, on the basis
of the shortest itinerary.

Travel expenses shall be reimbursed as follows:

a) travel by air shall be reimbursed up to the maximum cost of an economy class ticket at
the time of the reservation;

b) travel by boat or rail shall be reimbursed up to the maximum cost of a first class ticket;

c¢) travel by car shall be reimbursed at the rate of one first class rail ticket for the same
journey and on the same day;

d) travel outside Union territory shall be reimbursed under the general conditions stated
above provided the Agency has given its prior written agreement.

Subsistence expenses shall be reimbursed on the basis of a daily allowance as follows:

a) for journeys of less than 200 km (return trip) no subsistence allowance shall be
payable;

b) daily subsistence allowance shall be payable only on receipt of a supporting document
proving that the person concerned was present at the place of destination;
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c) daily subsistence allowance shall take the form of a flat-rate payment to cover all
subsistence expenses, including accommodation, meals, local transport, insurance and
sundries;

d) daily subsistence allowance, where applicable, shall be reimbursed at the rate
specified in Article 1.3.3.

11.7.5. The cost of shipment of equipment or unaccompanied luggage shall be reimbursed

provided the Agency has given prior written authorisation.

ARTICLE 1.8 — OWNERSHIP OF THE RESULTS - INTELLECT UAL AND INDUSTRIAL
PROPERTY

Any results or rights thereon, including copyright and other intellectual or industrial property
rights, obtained in performance of the Contract, shall be owned solely by the Union, which may
use, publish, assign or transfer them as it sees fit, without geographical or other limitation,
except where industrial or intellectual property rights exist prior to the Contract being entered
into.

ARTICLE 1.9 — CONFIDENTIALITY

[1.9.1. The Contractor undertakes to treat in the strictest confidence and not make use of or
divulge to third parties any information or documents which are linked to performance of
the Contract. The Contractor shall continue to be bound by this undertaking after
provision of the requested services.

11.9.2. The Contractor shall obtain from each member of his staff, board and directors an
undertaking that they will respect the confidentiality of any information which is linked,
directly or indirectly, to provision of the services and that they will not divulge to third
parties or use for their own benefit or that of any third party any document or information
not available publicly, even after provision of the services.

ARTICLE 11.10 - USE, DISTRIBUTION AND PUBLICATION O F INFORMATION

11.L10.1. The Contractor shall authorise the Agency to process, use, distribute and publish, for
whatever purpose, by whatever means and on whatever medium, any data contained
in or relating to the Contract, in particular the identity of the Contractor, the subject
matter, the duration, the amount paid and the reports. Where personal data is
concerned, Article 1.8 shall apply.

11.10.2. Unless otherwise provided by the Special Conditions, the Agency shall not be required
to distribute or publish documents or information supplied in performance of the
Contract. If it decides not to publish the documents or information supplied, the
Contractor may not have them distributed or published elsewhere without prior written
authorisation from the Agency.

11.L10.3. Any distribution or publication of information relating to the Contract by the Contractor
shall require prior written authorisation from the Agency and shall mention the amount
paid by the Union. It shall state that the opinions expressed are those of the Contractor
only and do not represent the Agency’s official position.

11.L10.4. The use of information obtained by the Contractor in the course of the Contract for

purposes other than its performance shall be forbidden, unless the Agency has
specifically given prior written authorisation to the contrary.
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ARTICLE 1I. 11 — TAXATION

1.11.1.

11.11.2.

11.11.3.

11.11.4.

The Contractor shall have sole responsibility for compliance with the tax laws which
apply to him. Failure to comply shall make the relevant invoices invalid.

The Contractor recognises that the Agency is, as a rule, exempt from all taxes and
duties, including value added tax (VAT), pursuant to the provisions of Articles 3 and 4
of the Protocol on the Privileges and Immunities of the European Union.

The Contractor shall accordingly complete the necessary formalities with the relevant
authorities to ensure that the goods and services required for performance of the
Contract are exempt from taxes and duties, including VAT.

Invoices presented by the Contractor shall indicate his place of taxation for VAT
purposes and shall specify separately the amounts not including VAT and the amounts
including VAT.

ARTICLE 11.12 — FORCE MAJEURE

11.12.1.

11.12.2.

11.12.3.

11.12.4.

Force majeure shall mean any unforeseeable and exceptional situation or event
beyond the control of the contracting parties which prevents either of them from
performing any of their obligations under the Contract, was not due to error or
negligence on their part or on the part of a subcontractor, and could not have been
avoided by the exercise of due diligence. Defects in equipment or material or delays in
making it available, labour disputes, strikes or financial problems cannot be invoked as
force majeure unless they stem directly from a relevant case of force majeure.

Without prejudice to the provisions of Article 11.1.8, if either contracting party is faced
with force majeure, it shall notify the other party without delay by registered letter with
acknowledgment of receipt or equivalent, stating the nature, likely duration and
foreseeable effects.

Neither contracting party shall be held in breach of its contractual obligations if it has
been prevented from performing them by force majeure. Where the Contractor is
unable to perform his contractual obligations owing to force majeure, he shall have the
right to remuneration only for services actually provided.

The contracting parties shall take the necessary measures to reduce damage to a
minimum.

ARTICLE 11.13 — SUBCONTRACTING

11.13.1.

11.13.2.

11.13.3.

The Contractor shall not subcontract without prior written authorisation from the Agency
nor cause the Contract to be performed in fact by third parties.

Even where the Agency authorises the Contractor to subcontract to third parties, he
shall none the less remain bound by his obligations to the Agency under the Contract
and shall bear exclusive liability for proper performance of the Contract.

The Contractor shall make sure that the subcontract does not affect rights and

guarantees to which the Agency is entitled by virtue of the Contract, notably Article
1.17.
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ARTICLE 11.14 — ASSIGNMENT

11.14.1.

11.14.2.

The Contractor shall not assign the rights and obligations arising from the Contract, in
whole or in part, without prior written authorisation from the Agency.

In the absence of the authorisation referred to in 1 above, or in the event of failure to
observe the terms thereof, assignment by the Contractor shall not be enforceable
against and shall have no effect on the Agency.

ARTICLE 11.15 — TERMINATION BY THE AGENCY

11.15.1.

(@)

(b)

(c)

(d)

(e)

()
(9

(h)

0)

(k)

The Agency may terminate the Contract in the following circumstances:

where the Contractor is being wound up, is having his affairs administered by the courts,
has entered into an arrangement with creditors, has suspended business activities, is
the subject of proceedings concerning those matters, or is in any analogous situation
arising from a similar procedure provided for in national legislation or regulations;

where the Contractor has not fulfilled obligations relating to the payment of social
security contributions or the payment of taxes in accordance with the legal provisions of
the country in which he is established or with those of the country applicable to the
Contract or those of the country where the Contract is to be performed,;

where the Agency has evidence or seriously suspects the Contractor or any related
entity or person, of professional misconduct;

where the Agency has evidence or seriously suspects the Contractor or any related
entity or person, of fraud, corruption, involvement in a criminal organisation or any other
illegal activity detrimental to the Union's financial interests;

where the Agency has evidence or seriously suspects the Contractor or any related
entity or person, of substantial errors, irregularities or fraud in the award procedure or
the performance of the Contract;

where the Contractor is in breach of his obligations under Article I1.3;

where the Contractor was guilty of misrepresentation in supplying the information
required by the Agency as a condition of participation in the Contract procedure or failed
to supply this information;

where a change in the Contractor’s legal, financial, technical or organisational situation
could, in the Agency’s opinion, have a significant effect on the performance of the
Contract;

where provision of the services has not actually commenced within three months* of the
date foreseen, and the new date proposed, if any, is considered unacceptable by the
Agency;

where the Contractor is unable, through his own fault, to obtain any permit or licence
required for performance of the Contract;

where the Contractor, after receiving formal notice in writing to comply, specifying the
nature of the alleged failure, and after being given the opportunity to remedy the failure

4 This period can be modified in the Special Condgidepending on the nature of the contract.
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within a reasonable period following receipt of the formal notice, remains in serious
breach of his contractual obligations.

11.15.2. In case of force majeure, notified in accordance with Article 11.12, either contracting
party may terminate the Contract, where performance thereof cannot be ensured for a
period corresponding to at least to one fifth of the period laid down in Article 1.2.3.

11.15.3. Prior to termination under point c), d), e), h) or k), the Contractor shall be given the
opportunity to submit his observations.

Termination shall take effect on the date on which a registered letter with
acknowledgment of receipt terminating the Contract is received by the Contractor, or
on any other date indicated in the letter of termination.

11.15.4. Consequences of termination:

In the event of the Agency terminating the Contract in accordance with this Article and
without prejudice to any other measures provided for in the Contract, the Contractor
shall waive any claim for consequential damages, including any loss of anticipated
profits for uncompleted work. On receipt of the letter terminating the Contract, the
Contractor shall take all appropriate measures to minimise costs, prevent damage, and
cancel or reduce his commitments. He shall draw up the documents required by the
Special Conditions for the services provided up to the date on which termination takes
effect, within a period not exceeding sixty days from that date.

The Agency may claim compensation for any damage suffered and recover any sums
paid to the Contractor under the Contract.

On termination the Agency may engage any other contractor to complete the services.
The Agency shall be entitled to claim from the Contractor all extra costs incurred in
making good and completing the services, without prejudice to any other rights or
guarantees it has under the Contract.

ARTICLE 1l.15a — SUBSTANTIAL ERRORS, IRREGULARITIES AND FRAUD
ATTRIBUTABLE TO THE CONTRACTOR

Where, after the award of the Contract, the award procedure or the performance of the Contract
prove to have been subject to substantial errors, irregularities or fraud, and where such errors,
irregularities or fraud are attributable to the Contractor, the Agency may refuse to make
payments, may recover amounts already paid or may terminate all the contracts concluded with
the Contractor, in proportion to the seriousness of the errors, irregularities of fraud.

ARTICLE 11.16 — LIQUIDATED DAMAGES

Should the Contractor fail to perform his obligations under the Contract within the time limits set
by the Contract, then, without prejudice to the Contractor's actual or potential liability incurred in
relation to the Contract or to the Agency 's right to terminate the Contract, the Agency may
decide to impose liquidated damages of 0.2%° of the amount specified in Article 1.3.1 per
calendar day of delay. The Contractor may submit arguments against this decision within thirty
days of notification by registered letter with acknowledgement of receipt or equivalent. In the
absence of reaction on his part or of written withdrawal by the Agency within thirty days of the
receipt of such arguments, the decision imposing the liquidated damages shall become
enforceable. These liquidated damages shall not be imposed where there is provision for
interest for late completion. The Agency and the Contractor expressly acknowledge and agree

* The daily rate for liquidated damages may be medifh the Special Conditions where the subject®ttintract so

justifies.
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that any sums payable under this Article are in the nature of liquidated damages and not
penalties, and represent a reasonable estimate of fair compensation for the losses that may be
reasonably anticipated from such failure to perform obligations.

ARTICLE 11.17 — CHECKS AND AUDITS

11.17.1. Pursuant to Article 142 of the Financial Regulation applicable to the general budget of
the European Communities, the Court of Auditors shall be empowered to audit the
documents held by the natural or legal persons receiving payments from the budget of
the Union from signature of the Contract up to five years after payment of the balance.

11.L17.2. The Agency or an outside body of its choice shall have the same rights as the Court of
Auditors for the purpose of checks and audits limited to compliance with contractual
obligations from signature of the Contract up to five years after payment of the balance.

11.L17.3. In addition, the European Anti Fraud Office may carry out on-the-spot checks and
inspections in accordance with Council Regulation (Euratom, EC) No 2185/96 and
Parliament and Council Regulation (EC) No 1073/1999 from signature of the Contract
up to five years after payment of the balance.

ARTICLE 11.18 — AMENDMENTS

Any amendment to the Contract shall be the subject of a written agreement concluded by the
contracting parties. An oral agreement shall not be binding on the contracting parties.

ARTICLE 11.19 — SUSPENSION OF THE CONTRACT

Without prejudice to the Agency’s right to terminate the Contract, the Agency may at any time
and for any reason suspend provision of the services under the Contract or any part thereof.
Suspension shall take effect on the day the Contractor receives notification by registered letter
with acknowledgment of receipt or equivalent, or at a later date where the notification so
provides. The Agency may at any time following suspension give notice to the Contractor to
resume the work suspended. The Contractor shall not be entitled to claim compensation on
account of suspension of the Contract or of part thereof.

SIGNATURES

For the Contractor, For the Agency,
[Company name/forename/surname/function] [forename/surname/function]

signature[s]: signature[s]:

Done at | ], [date] Done at [Helsinki], [date]

In duplicate in English.
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4.3

Procurement documentation

4.3.1 Eligibility documentation

Identification of the Tenderer
(to be completed by the tenderer)

LEGAL ENTITIES

PRIVATE COMPANIES

rvecor [T TTTTTT T T T I T I T ITTTTTTTTTTTTITTTT]
NGO ves [] vo [ (Non Gouvernemental Organisation)
navee) | LI LTI TTITTIITIITIITIITIPT I PT I ITIlT]
Lt frrrld
HNEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEN
L rrrld
meereviaTion | | | [ [ [ [ [ ][]
poosess o | [T T T T T T T T T T T I T TIITT T T T T T T T IT]
oce | [ [ [ TTTTITTIIITTIIPTTIIITTIIIITTIIITT T]
Lt PP rrrld
postacooe || I [T TT[TT]] posox (111111
ciry HNEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEE
cowrmy LI [ITITTITTITTIITIIITIITIITIITIITITT]
VAT HNEEEEEEEEEEEEEEEEEN
ENEEENNEENNEEEEEEREN
DATE OF REGISTRATION [T ][ 1] [ ] ]
55 W Vv vy
REGISTRATION NR HNEEEEEEEEEEEEEEEEEEEEEEEEEN
PHONE LTI T T I T I T I i e LTI T TTTTIITTT]
evac LTI TP PP PTIllT]
CONTACT PERSON HNEEEEEEEEEEEEEEEEEEEEEEEEEEN

* A COPY OF ANY OFFICIAL DOCUMENT (E.G. OFFICIAL G AZETTE, REGISTER OF
COMPANIES, ETC.) SHOWING THE CONTRACTOR'S NAME AND ADDRESS AND THE
REGISTRATION NUMBER GIVEN TO IT BY THE NATIONAL AUT HORITIES;

* A COPY OF THE VAT REGISTRATION DOCUMENT IF APPLIC ABLE AND IF THE VAT
NUMBER DOES NOT APPEAR ON THE OFFICIAL DOCUMENT REF ERRED TO ABOVE.

THIS "LEGAL ENTITY" FORM SHOULD BE FILLED IN AND RE TURNED TOGETHER WITH:
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LEGAL ENTITIES

PRIVATE COMPANIES
meeor [T T TIITITTIT]]
NGO ves [] o [ (Non Gowvernemental Organisation)
naves) | LT PP
HEEEEEEEEEENEEEEEEREEEENNNEEEEEEEEE
HEEEEEEREREEREEERRERRERERREENEEEEEE
HEEEEEEREEERNEEEREENNEEERRENNEEEEEE
mereviaTion || | | [ [ [ [ [ []
woressor | (LTI T TTTTT I TTT T I T T TTTTTTITTT]
orce | L[ LI E L TIIEEPPEEP ]
HEEEEEEREEERNEEEREENNEEERRENNEEEEEE
postaLcooe LI L I [ [T [ ]1]] posox L[ []]
ey  LLLLLLOITOOP PPl
coonrry [ | [ LTIl
var LTl
ENEENENNNENENNNRNEEN
DATE OF REGISTRATION LTI
ca i e e O A
REGISTRATION NR HEEEEEEEEEEEEEEEENENEENEEEEN
PHONE LTI i e LTI ITTTITTITITT]
emar LTIl
CONTACT PERSON HENEEEERRENERREERRENNERERREEN

THIS "LEGAL ENTITY" FORM SHOULD BE FILLED IN AND RE TURNED TOGETHER WITH:

* A COPY OF ANY OFFICIAL DOCUMENT (E.G. OFFICIAL G AZETTE, REGISTER OF
COMPANIES, ETC.) SHOWING THE CONTRACTOR'S NAME AND ADDRESS AND THE
REGISTRATION NUMBER GIVEN TO IT BY THE NATIONAL AUT HORITIES;

* A COPY OF THE VAT REGISTRATION DOCUMENT IF APPLIC ABLE AND IF THE VAT
NUMBER DOES NOT APPEAR ON THE OFFICIAL DOCUMENT REF ERRED TO ABOVE.

DATE AND SIGNATURE
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LEGAL ENTITIES

This information is to be stored in the Commission's accounting records for use in its payment procedures.
Commission staff carrying out such procedures will be able to consult it for this purpose.

INDIVIDUAL

e L[ [[[]
nave LTI PT PP PTPTPPPPIPIPTPTT]
rrsTNave [ | [ [ [P PP PT PP P TPTPTPTPIIlll]
wavez) LI [P TQPTPPTPT PP T P PT P P PP T PP TPIlrll
wavedy [ [T PTPTPTPPQPPPP TPl IlT]]
orficia. | [ | [ TP PP TPTPrPrPlrPrlrl]
ADDRESS

HNEEEEEEEEEEEEEEEEEEEEEEEEEEENEEEEn

(OFFICIAL Address = Your PERMANENT address; generally the one which is registered on your identity card)
postatcope | | [ | [ [ | [] posox [ | [ [ | []]
rowvery | [ [ [T PPl
coowrry | [ | [ I[P TPT PPl PPl ]
varne LT PP PP ]]
IDENTITY CARD NUMBER (e}

AN EEE

PASSPORT NUMBER (¢}

D D M M Y Y Y Y
pateoFBRTH | | | [ | [ [ [ [ || Peaceorsrts [ | [ [ [ [[[[][]]]]
COUNTRY OF BIRTH HNEEEEEEEEEEEEEEEEEEEEN
prone [T T T T T T T T T I TTTTTI1] eax [IIIIITTITITITIT]
enat [T T T I I I I I I T T T I I T T T T T T T 111

THIS "LEGAL ENTITY" FORM SHOULD BE FILLED IN AND RE TURNED
WITH A LEGIBLE PHOTOCOPY OF YOUR ID CARD OR PASSPOR T.

DATE AND SIGNATURE
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LEGAL ENTITIES
PUBLIC ENTITIES

TYPE OF
COMPANY

(Non Gouvernemental Organisation)

NO

ves [

NGO

NAME(S)

ABBREVIATION
postaccooe LI LI I T T[]]]

OFFICIAL
ADDRESS

P.O. BOX

CITY

COUNTRY

VAT

PLACE OF REGISTRATION

DATE OF REGISTRATION

Y Y Y Y

M

HNEEEEEEEENEEEEEEEEEEEEEEEEE
[TTTTTT T T T ] e LITTTTTTTTTTTT]

REGISTRATION NR

PHONE

E-MAIL

CONTACT PERSON

turned together with:

This "Legal entity" form should be filled in and re

establishing the entity in question;
esting to the establishment of the entity.

* a copy of the resolution, law, decree or decision
* or, failing that, any other official document att

STAMP

DATE :

NAME AND FUNCTION OF THE AUTHORISED REPRESENTATIVE

SIGNATURE
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Model financial identification form
(to be completed by the tenderer and his or hanfiral institution)

The tenderer's attention is drawn to the fact thathis document is a

model, and a specific form for each Member State igvailable at the

following Internet address:
http://ec.europa.eu/budget/execution/ftiers en.htm

SIGNALETIQUE FINANCIER

TITULAIRE DU COMPTE BANCAIRE

wom [ [T [ LTI LTI ITTITITTT [ ]

SENENEERNENNNENENENANANEERNNNENRREEDN

aoresse | [ [ [ [T [TITT[LITTTITTITTTTIITTITTIITTTITT]

IRNNRERERENENNENNERENRERERENENEEREREN

communerae [ [ [ [T[TTTTITTTTTTITTT] coperosra

pavs [ [ [ [ [ETTTT]TT] wumerorva [TTTTTTTTITTTTIT]

conract [ [ TP TTITTTTTTTITIIITTTTTITTTTTITTTTT]

mecepone [ [ T[T [T T{TTTTETT) vecerax TTTTTTTTTTTITT]

e-man | [ [ [T T T T I I IITITIT]

BEANQUE

womesuamanaue | | [ [TTTTITITTTTITTITIIITTITTTTILLIITT]

HINNRERERNRNNNRNEENARENNERNENEENREEN

soresseceacenosy | [ [ [ [ [ [T TITIT T TATTTITTITTITITIIT]T]

SEREERERNRRRRERENERENERERNNRARERREREN

[DIJIEH

eavs [ [ [JTTTTITTIITITTTITTT

communenite [ [ [ [ TTTTTTTTTITTITITT] cooerosra

wumeraoecowere | | [ [TTTTTT T TITTTTTIRITITTITTTITTITIT]

eangopsonnet | [ | [ [ TTTTTTTITTTTTITITIITITTTITITITITIT]

REMARQUES:

DATE + EIGNATURE DU TITULAIRE DU COMPTE -

(Qbligataire)

CACHET de la BANQUE + SIGNATURE du REFRESENTANT

LE LA BANUUE (Lo deux obligatsires)
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SUBCONTRACTOR / LETTER OF INTENT

Insert reference of this call
The UNAErSIgNEd .. ... e e e e e e e e e e ee e e e eaeaens

Name of the company/organiSatiQm. ............ovuererieie e e e e e ea e

Y0 [0 | (=TT

Declares hereby the intention to collaborate inethecution of the tasks subject to the above
call for tender, in accordance with the terms o tiffer to which the present form is
annexed, if the contract is awarded to ...[name of the tenderer] .

Declares hereby accepting the general conditidastad to the tendering specifications for
this call for tender, and in particular art. Il.ib7relation with checks and audits.

Full name Date Signature
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POWER OF ATTORNEY
POWER OF ATTORNEY — MODEL 1

Agreement / Power of Attorney

(DESIGNATING ONE OF THE COMPANIES OF THE GROUP AS LEA DER AND
GIVING A MANDATE TO IT )

We the undersigned:

— Signatory 1 (Name, Function, Company, Registadgtess, VAT Number)
— Signatory 2 (Name, Function, Company, Registadgtitess, VAT Number)

— Signatory N (Name, Function, Company, Registaakttess, VAT Number),

Each of them having the legal capacity requireadtoon behalf of his/her company, HEREBY
AGREE AS FOLLOWS:

() In case the European Chemicals Agency awarasr& .... («the Contract ») to Company
1, Company 2, ..., Company N (ke Group Members»), based on the joint offer submitted by
them on ... ..... for the supply of ..... and/or the psmn of services for ... (¢he Supplies
and/or the Services»).

(2) As co-signatories of the Contract, all the Grddembers:

(@) Shall be jointly and severally liable towarti® Agency for the performance of the
Contract.
(b) Shall comply with the terms and conditionstbé Contract and ensure the proper

execution of their respective share of the Supglielior the Services.

(3) To this effect, the Group Members designate gamy X asGroup Leader. [N.B.: The
Group Leader has to be one of the Group Members)

(4) Payments by the Agency related to the Suppligbe Services shall be made through the
Group Leader’s bank accoun®rpvide details on bank, address, account number, etc.].

(5) The Group Members grant to the Group Leadethal necessary powers to act on their
behalf in connection with the Supplies and/or tleviges. This mandate involves in
particular the following tasks:

€)) The Group Leader shall sign any contractualideents —including the Contract, and
Amendments thereto— and issue any invoices relatéiae Supplies or the Services on
behalf of the Group Members.

(b) The Group Leader shall act as single poirdaritact for the Agency in connection with
the Supplies and/or the Services to be providecutie Contract. It shall co-ordinate
the provision of the Supplies and/or the Servigethe Group Members to the Agency,
and shall see to a proper administration of thet@on

Any modification to the present agreement / poweaittorney shall be subject to the Agency’s
express approval.
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This agreement / power of attorney shall expiremdléthe contractual obligations of the Group
Members towards the Agency in connection with thpdies and/or the Services to be provided
under the Contract have ceased to exist. The paréienot terminate it before that date without
the Agency’s consent.

Signedin ............0N ....cooees v,
Name

Function

Company

Name
Function
Company

Name
Function
Company

Name

Function
Company
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POWER OF ATTORNEY — MODEL 2
Agreement / Power of Attorney

(CREATING THE GROUP AS SEPARATE ENTITY, APPOINTING A GROUP
M ANAGER AND GIVING A MANDATE TO HIM /HER)

We the undersigned:

— Signatory 1 (Name, Function, Company, Registadgtess, VAT Number)
— Signatory 2 (Name, Function, Company, Registadgtitess, VAT Number)

— Signatory N (Name, Function, Company, Registaskttess, VAT Number),

Each of them having the legal capacity requireadtoon behalf of his/her company, HEREBY
AGREE AS FOLLOWS:

(1) In case the European Chemicals Agency awardasr&d .... («the Contract ») to Company
1, Company 2, ..., Company N (ke Group Members»), based on the joint offer submitted by
themon ... ..... for the supply of ..... and/or the psan of services for ... (the Supplies
and/or the Services»).

(2) As co-signatories of the Contract, all the Grddembers:

@) Shall be jointly and severally liable towatds Agency for the performance of the
Contract.
(b) Shall comply with the terms and conditionghed Contract and ensure the proper

execution of their respective share of the Supglreor the Services.

(3) To this effect, the Group Members have setngeuthe laws of ....... the Group ..... the
Group »). The Group has the legal form of a ...Prdvide details on registration of the Group:
VAT Number, Trade Register, etc.].

(4) Payments by the Agency related to the Suppligke Services shall be made through the
Group’s bank accountPfovide details on bank, address, account number, etc.].

(5) The Group Members appoint Mr/Ms ....... @=oup Manager.

(6) The Group Members grant to the Group Manadehalnecessary powers to act alone on
their behalf in connection with the Supplies andiha Services. This mandate involves in
particular the following tasks:

@) The Group Manager shall sign any contractuatidents —including the Contract, and
Amendments thereto— and issue any invoices retatdte Supplies or the Services on
behalf of the Group Members.

(b) The Group Manager shall act as single poirmooitact for the Agency in connection
with the Supplies and/or the Services to be praligeder the Contract. He/she shall
co-ordinate the provision of the Supplies and/er3ervices by the Group Members to
the Agency, and shall see to a proper administraifdhe Contract.
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Any modification to the present agreement / poweatmrney shall be subject to the
Agency’s express approval.

This agreement / power of attorney shall expiremaléthe contractual obligations of the Group
Members towards the Agency in connection with tapdhies and/or the Services to be provided
under the Contract have ceased to exist. The pardienot terminate it before that date without
the Agency’s consent.

Signedin ......... (0] o
Name

Function

Company

Name
Function
Company

Name
Function
Company

Name

Function
Company
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4.3.2 Exclusion criteria documentation

Exclusion Criteria Form

The undersignefhame of the signatory of this form, to be completed] :

o in his/her own namé@f the economic operator is a natural person or in case of own
declaration of a director or person with powers of representation, decision making or
control over the economic operator™)

or
o representingif the economic operator isa legal person)

official name in full(only for legal person):

official legal form(only for legal person):

official address in full:

VAT registration number:

declares that the company or organisation thahkekpresents / he/she:

a)

b)

is not bankrupt or being wound up, is not havirggatfairs administered by the courts, has
not entered into an arrangement with creditors,fssuspended business activities, is not
the subject of proceedings concerning those matsd is not in any analogous situation
arising from a similar procedure provided for irtioaal legislation or regulations;

has not been convicted of an offence concerningepsmnal conduct by a judgment which
has the force afesjudicata;

has not been guilty of grave professional miscohquoven by any means which the
contracting authorities can justify;

has fulfilled all its obligations relating to thayment of social security contributions and the
payment of taxes in accordance with the legal gious of the country in which it is
established, with those of the country of the amitng authority and those of the country
where the contract is to be carried out;

has not been the subject of a judgement which hasfdrce ofres judicata for fraud,
corruption, involvement in a criminal organisationany other illegal activity detrimental to
the Communities’ financial interests;

*1 To be used depending on the national legislatidhecountry in which the candidate or tenderarsisblished
and where considered necessary by the contraalithgEty (see art. 134(4) of the Implementing Rules
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f) is not a subject of the administrative penalty fming guilty of misrepresentation in
supplying the information required by the contnagti authority as a condition of
participation in the procurement procedure or figilto supply an information, or being
declared to be in serious breach of his obligatioder contract covered by the budget.

In addition the undersigned declares on their honour:

g) they have no conflict of interest in connectisith the contract; a conflict of interest could
arise in particular as a result of economic intestgsolitical or national affinities, family or
emotional ties or any other relevant connectiosh@red interest;

h) they will inform the contracting authority, waht delay, of any situation considered a
conflict of interest or which could give rise t@anflict of interest;

1) they have not made and will not make any offérany type whatsoever from which an
advantage can be derived under the contract;

J) they have not granted and will not grant, hawe# sought and will not seek, have not
attempted and will not attempt to obtain, and hawee accepted and will not accept any
advantage, financial or in kind, to or from any tgawhatsoever, constituting an illegal
practice or involving corruption, either directly andirectly, as an incentive or reward
relating to award of the contract.

k) that the information provided to the Agency withhe context of this invitation to tender is
accurate, sincere and complete.

) that in case of award of contract, they shabivile the evidence that they are not in any of the
situations described in points a, b, d, e aBove

For situations described in (a), (b) and (e), potidn of a recent extract from the judicial recisdequired or,
failing that, a recent equivalent document issugdaljudicial or administrative authority in the ¢ty of
origin or provenance showing that those requiremant satisfied. Where the Tenderer is a legabpeasd

the national legislation of the country in whicle thenderer is established does not allow the provisf such
documents for legal persons, the documents shoaillgrovided for natural persons, such as the company
directors or any person with powers of represematiecision making or control in relation to then@erer.

For the situation described in point (d) aboveentcertificates or letters issued by the compedetitorities
of the State concerned are required. These docsmmeuast provide evidence covering all taxes andasoci
security contributions for which the Tenderer igble, including for example, VAT, income tax (natur
persons only), company tax (legal persons only)sawibl security contributions.

For any of the situations (a), (b), (d) or (e), veheny document described in two paragraphs atoveti
issued in the country concerned, it may be replégea sworn or, failing that, a solemn statemendenay the
interested party before a judicial or administratauthority, a notary or a qualified professionatly in his
country of origin or provenance.]

By signing this form, the undersigned acknowledtied they have been acquainted with the
administrative and financial penalties describedenrart 133 and 134 b of the Implementing
Rules (Commission Regulation 2342/2002 of 23/12/0&)ich may be applied if any of the
declarations or information provided prove to beda

Full name Date Signature

52 Mandatory for contracts of value above €133 00§ ¢sete art. 134(2) of the Implementing Rules). The
contracting authority can nevertheless request suittence for contracts with a lower value.
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4.3.3 Sdection criteria documentation

Financial and Economic Capacity Overview Form

Financial and Economic Capacity Overview

Currency : EURO Figures (000)

N* (* most recent
figures availabl®

N-1 N-2

Total Balance Sheet

TRADE DEBTORS
Amounts due by commercial customers

CAPITAL and RESERVES (Equity
Amounts owned by the company

TRADE CREDITORS
Amounts due to commercial suppliers

SHORT TERM DEBT

LONG TERM DEBT

LIQUIDITY
Bank accounts, cash at hand

About PROFIT & LOSS

TURNOVER

ORDINARY RESULT

EXTRAORDINARY RESULT

INCOME TAX

NET RESULT

You may add any data that you would consider of vdl relevance for your organisation and

for the understanding of the above figures.

Comments Please explain BRIEFLY important variations froome year to another if
appropriate. In case of negative equity or repelisses, please explain how the future of the
organisation will be ensured.
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4.4  Project reference form

The Project Reference Form must be used to gialslebout relevant projects the tenderer
wants to present as proof of experience.

The Project Reference Form consists of two pages:
o Front page

o Description page

Both pages must be used to form a complete PrBjefgrence Form

A new Project Reference Form must be completegdch project.

64



Project Reference Form (page 1 of 2)

Project reference If

Project reference front page

Project name:

Start date (mm/yy): Finish date (mm/yy):

Client name: Contact person: Phone:

Project type (development, maintenance, etc.):

Principal contractor for this project (check the appropriate):
"1 Tenderer

1 Other

Principal location for this project:

[l Tenderer premises

U] Client’s premises

1 Other

Project volume in EUR:

Total:

Methodologies involved:
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Project description page

Project Reference Form (page 2 of 2)

Project reference If
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4.5

European curriculum vitae format
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EUROPEAN
CURRICULUM VITAE
FORMAT

PERSONAL INFORMATION

Name [ SURNAME, other name(s) ]

Address [ House number, street name, postcode, city, country ]
Telephone

Fax

E-mail

Nationality

Date of birth [ Day, month, year]

WORK EXPERIENCE

* Dates (from - to) [ Add separate entries for each relevant post occupied, starting with the most recent. ]

* Name and address of employer

* Type of business or sector

* Occupation or position held

* Main activities and responsibilities

EDUCATION AND TRAINING

* Dates (from - to) [ Add separate entries for each relevant course you have completed, starting with the most
recent. ]

+ Name and type of organisation
providing education and training

* Principal subjects/occupational
skills covered

+ Title of qualification awarded

* Level in national classification
(if appropriate)
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PERSONAL SKILLS

AND COMPETENCES
Acquired in the course of life and career
but not necessarily covered by formal

certificates and diplomas.
MOTHER TONGUE [ Specify mother tongue ]
OTHER LANGUAGES
[ Specify language ]

* Reading skills [ Indicate level: excellent, good, basic. ]

* Writing skills [ Indicate level: excellent, good, basic. ]

* Verbal skills [ Indicate level: excellent, good, basic. ]

SOCIAL SKILLS [ Describe these competences and indicate where they were acquired. ]

AND COMPETENCES

Living and working with other people, in
multicultural environments, in positions
where communication is important and
situations where teamwork is essential

(for example culture and sports), etc.

ORGANISATIONAL SKILLS [ Describe these competences and indicate where they were acquired. ]

AND COMPETENCES

Coordination and administration of
people, projects and budgets; at work, in
voluntary work (for example culture and
sports) and at home, etc.

TECHNICAL SKILLS [ Describe these competences and indicate where they were acquired. ]

AND COMPETENCES

With computers, specific kinds of
equipment, machinery, etc.

ARTISTIC SKILLS [ Describe these competences and indicate where they were acquired. ]

AND COMPETENCES
Music, writing, design, efc.

OTHER SKILLS [ Describe these competences and indicate where they were acquired. ]

AND COMPETENCES
Competences not mentioned above.

DRIVING LICENCE(S)

ADDITIONAL INFORMATION [ Include here any other information that may be relevant, for example contact persons,
references, etc. ]

ANNEXES [ List any attached annexes. ]

69




45.1 Award criteria documentation
FINANCIAL FORM

Price component Unit price Quantity (number of days Total
required)

Work Package A (WP A)

Human resources

Person X (role)

Person Y (role)

Subtotal (1)

Other

Item X

Item Y

Subtotal (2)

TOTAL WP A

Work Package B (WP B)

Human resources

Person X (role)

Person Y (role)

Subtotal (1)

Other

Item X

ItemY

Subtotal (2)

TOTAL WP B

Please make sure that all travel and subsistence expenses related to the
implementation of the contract are included in your offer (please refer to section
1.3.6 for the provisional meeting schedule).
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