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1. INFORMATION ABOUT THE CALL FOR PROPOSALS

1.1 LEGAL FRAMEWORK AND APPLICABLE TEXTS

Article 36 of the European Parliament and Council Regulation (EC) No 178/2002 laying down the general
principles and requirements of food law, establishing the European Food Safety Authority and laying down
procedures in matters of food safety foresees the possibility to financially support a networking of
organisations operating in the fields within the EFSA’s mission.

On the 20™ December 2006 the Management Board, acting on a proposal from the Executive Director, drew
up a list of competent organisations designated by the Member States which may assist EFSA, either
individually or in networks, with its mission. This list was updated on 18" December 2008 by the
Management Board.

Article 5 of the Commission Regulation (EC) No 2230/2004 laying down detailed rules for the implementation
of European Parliament and Council Regulation (EC) No 178/2002 with regard to the network of
organisations operating in the fields within the EFSA’s mission specifies that the financial support to the
networking organisations shall take the form of grants awarded in accordance with the EFSA’s financial
regulation and implementing rules.

The present Call for proposal and guide for applicants (hereinafter referred to as “the Call”) is governed by
the rules of the Financial Regulation applicable to the general budget of the European Communities (Council
Regulation No 1605/2002 of 25 June 2002, hereinafter referred to as “Financial Regulation”), as amended,
and its implementing rules (Commission Regulation No 2342/2002 of 23 December 2002, hereinafter
referred to as “Implementing Rules”), as amended.

1.2 CONTEXT AND SCIENTIFIC BACKGROUND OF THE CALL

Ergot alkaloids are produced by various species of the fungus Claviceps, most notably by Claviceps
purpurea. In cereals, the fungus replaces the developing grain with the alkaloid-containing sclerotium.
Sclerotia will be harvested together with the cereal grains and can thus result in alkaloid contaminated
cereal-based feed and food products. Sclerotia are most prevalent in rye and triticale, but they can also
occur in wheat and other small grains. Sclerotia can be removed by cleaning processes, e.g. sieving, but
only partly and not in an effective manner.

The most prominent ergot alkaloids produced by Claviceps species are ergometrine, ergotamine, ergosine,
ergocristine, ergocryptine and ergocornine. The amount and pattern of these alkaloids vary between fungal
strains and depends on the host plant and the geographical region.

Ergot alkaloids can cause adverse health effects in humans and animals. There are reports on human
intoxications and on ergot poisoning of farm animals in particular cattle, horses, sheep, pigs, chicken and
even wild animals.

EFSA carried out a risk assessment on ergot alkaloids as undesirable substance in animal feed in 20051,
The Panel on Contaminants in the Food Chain recommended that data on the variability of the ergot alkaloid
patterns in feed materials should be collected in Europe and that validated analytical methods for the
guantification of the major ergot alkaloids in feed materials should be developed. The European Commission
may also ask EFSA to assess the risks to human health related to the presence of ergot alkaloids in foods in
the near future.

1 EFsa - Opinion of the Scientific Panel on Contaminants in the Food Chain related to ergot alkaloid as undesirable substance in
animal feed.
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Analytical methods have only recently been developed to measure simultaneously the most prominent ergot
alkaloids in cereals intended for human consumption or animal feeding by liquid chromatography-
fluorescence detection (LC-FLD) and liquid chromatography-tandem mass spectrometry (LC-MS/MS)2.

1.3 OBJECTIVES OF THE CALL FOR PROPOSALS

The present call for proposals aims at obtaining representative occurrence data within the Member States of
the European Union, Iceland, Liechtenstein, Norway and Switzerland, of the six most prominent ergot
alkaloids (ergometrine, ergotamine, ergosine, ergocristine, ergocryptine and ergocornine) in rye and wheat
(raw product and flour) samples intended for human consumption and animal feeding, by using multianalyte
analytical methods.

The analytical results shall be reported in an external® scientific report and in a database.

1.4 STRUCTURE AND ESSENTIAL REQUIREMENTS OF THE PROPOSAL

The applicant must describe in detail the proposed approach including the following information:

1. A detailed description of the multianalyte liquid chromatography (LC)-based method to be used for
the analysis, including:
e storing procedures for the samples before and after sample pre-treatment;
e sample pre-treatment (e.g. milling) and sample preparation steps;
e instrumental determination of ergot alkaloids including the supplier of the calibrants and the
instrumentation to be used for ergot alkaloid analysis in cereals.

2. A validation report (including type of calibration, limit of detection, limit of quantification, recovery,
repeatability, within-laboratory reproducibility, ruggedness) obtained from the validation of the
proposed method for the analysis of ergot alkaloids in cereals. The validation report should also
include the estimation of the measurement uncertainty. In addition, the validation report shall
compare the performance of the proposed method to those methods recently reported for ergot
alkaloid analysis in the literature.

3. Quality control and quality assurance measures.

4. Example on reporting of the results, e.g. according to the Commission Regulation EC No 401/20064.
The accreditation of the method/laboratory should also be mentioned.

5. A sampling plan for a representative collection of samples from the countries where ergot
contamination in cereals has been reported in the Member States of the European Union, Iceland,
Liechtenstein, Norway and Switzerland including:

e ajustification of the choice and number of countries where the food and feed samples will be
collected;

e an estimation on the number of food and feed samples to be analysed;

o the types of cereals to be sampled:

- different rye and wheat based food samples (grains and flour);

- different rye and wheat cereal samples intended for animal feeding, after the first
cleaning step and quality classification, and not from the incoming raw grain
material;

e the size of the lot of cereals to be sampled;
e the sampling place (e.g. silo, supermarket) and the production country, if available:

- the representative rye and wheat based food samples shall be collected in
supermarkets and food stores. The food samples shall also contain organic rye and
wheat food samples. The rye and wheat grain samples intended for animal feeding
shall include raw material. The representative feed grain samples must be collected
in feed production sites;

2 Krska R, Subbings G, MacArthur R and Crews C, 2008. Simultaneous determination of six major ergot alkaloids and their epimers in
cereals and foodstuffs by LC-MS-MS. Analytical and Bioanalytical Chemistry, 391, 563-576.

Ruhland M and Tischler J, 2008. Determination of ergot alkaloids in feed by HPLC. Mycotoxin Research, 24, 73-79.

3 “The report may be subsequently published on EFSA’s website as an “external scientific or technical report”. External scientific or
technical reports include the outputs from a scientific or technical project that EFSA has funded to support its work in accordance with
Article 36 of EFSA’s Founding Regulation. They are produced by the beneficiaries of an EFSA grant following a call for proposal
published on the EFSA website. They are published complying with the transparency principle to which EFSA is subject and cannot
be considered as outputs adopted by EFSA.”

40J L 70, 9.3.2006, p. 12-34.
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- for raw products, the sampling technique to be used (e.g. stream sampling including
the number of incremental samples) taking into account as a guidance for
representative sampling, the methods of sampling for the official control of
foodstuffs® and feed®.

The proposal shall also include a short description of the experience of the applicant in the analysis of
mycotoxins and ergot alkaloids in cereals (e.g. CV and list of relevant publications). In addition, a project
description including the timelines of the different subprojects as well as significant risks that can be
foreseen in individual tasks, together with the contingency plan in case deviations from the project
programme are required.

Expected result of the project:
The expected result of the project is an external scientific report and a database providing the results of the
analyses performed for rye and wheat samples intended for human consumption and animal feeding.

The scientific report shall be written in English and follow the template structure provided by EFSA and

EFSA citation standards’. The scientific report shall contain the following information:

the justification of the choice and the description of the multianalyte analytical method applied;

the validation results;

the description of the sampling procedure applied;

the individual measured concentrations of six ergot alkaloids (ergometrine, ergotamine, ergosine,

ergocristine, ergocryptine and ergocornine) in the different representative wheat and rye (raw

product and flour) samples, the total amount of ergot alkaloids in the respective samples;

e common statistical descriptors (e.g. mean, median) of the concentrations;

e a critical evaluation of the reliability of the submitted data and the related uncertainties, e.g. in the
analytical methods, sampling, etc;

e an evaluation of the individual ergot alkaloid data, in order to identify a marker(s) that could be used
as indicator(s) for ergot contamination in food and feed.

The database shall be written in English, and should follow the EFSA Guidance on standard sample
description for food and feed, if applicable8 and shall contain the following information:
e the concentrations of six ergot alkaloids (individual results and total amount) in the collected and
analysed wheat and rye samples and associated information describing the sample. The database
should be in excel format.

1.5 MEETING AND REPORTING REQUIREMENTS
Below mentioned meetings with EFSA are foreseen:

1. Kick off meeting within the first two weeks of the project. At this meeting details of the project will be
discussed and the objectives, report structure and timeframe will be clarified. The minutes of the meeting
shall be taken and provided to EFSA after the meeting by the beneficiary.

The presence, at kick-off meeting at EFSA, of a beneficiary’s staff member responsible for
administrative/finance issues of the project is STRONGLY ADVICED by EFSA. This is because the
understanding of character of grants projects, grants principles, and the related complex financial reporting
requirements (declaration and documentation of incurred costs) could significantly ease and speed up the
financial management of the grant agreement.

2. First interim meeting will be held one week after submission of the draft report. At this meeting the
draft first interim report will be discussed as well as any problems and difficulties faced during the project.
The modifications needed for the final first interim report will be agreed. The minutes of the meeting shall
be taken and provided to EFSA after the meeting by the beneficiary. (Can be organised as a phone
conference).

3. Second interim meeting will be held one week after submission of the draft report. At this meeting the
draft third interim report will be discussed as well as any problems and difficulties faced during the project.
The modifications needed for the second interim report will be agreed. The minutes of the meeting shall

5 0J L 70, 9.3.2008, p. 12-34.

6 0J L54, 26.2.2009, p. 1-130.

7 To be explained at the kick off meeting.

8 EFSA Journal 2010; 8(1): 1457. To be explained at the kick-off meeting.
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be taken and provided to EFSA after the meeting by the beneficiary. (Can be organised as a phone
conference).

. Final meeting will be held one week after submission of the draft final report. At this meeting the

outcome of the project will be presented, the draft final report will be discussed as well as any problems
and difficulties faced during the project. The modifications needed for the final report will be agreed. The
minutes of the meeting shall be taken and provided to EFSA after the meeting by the beneficiary.

Below mentioned reports and database must be drafted in the English language and may be subject to
publication at EFSA’s discretion:

1.

First interim report: The draft interim report shall be submitted one week before the first interim meeting.
The draft interim report shall contain the concentration levels and occurrence data obtained this far of the
duration of the project. The sampling used for collection of the samples analysed shall be reported
including at least the aspects outlined above in 1.4. point 5 and any further relevant aspects. The draft
report shall be submitted in electronic format (Word file).

. Second interim report: The draft interim report shall be submitted one week before the second interim

meeting. The draft interim report shall contain the concentration levels and occurrence data obtained in
the duration of the project and which were not reported in the first interim report. The sampling used for
collection of the samples analysed shall be reported including at least the aspects outlined above in 1.4.
point 5 and any further relevant aspects. The draft report shall be submitted in electronic format (Word
file).

. The final report and the database: The draft final report shall be submitted one week before the final

meeting. The final report shall be submitted not later than 12 months from the beginning of the project.
The final report shall contain all the parts specified above in “expected results of the project” and the
modifications agreed for the interim reports in the previous interim meetings and after submission of the
draft final report. The scientific report shall follow the template structure provided by EFSA and EFSA
citation standards’. The final report shall be submitted in electronic format (Word file). The draft database
shall be submitted one week before the final meeting and should follow the EFSA Guidance on standard
sample description for food and feed, if applicableg. The final database shall be submitted not later than
12 months from the beginning of the project. The final database shall contain all the modification agreed
in the final meeting and after submission of the draft database. The final database of the analytical results
shall be submitted in electronic format (Excel file).

Please note that all reporting, minutes or outcome of the discussions could be submitted at EFSA’s
discretion to EFSA’s Panel and WG members.

Month: 1 2(3|4 5 6|78 9 10 | 11 12
st nd .
Kick-off interim b interim ) 2 ) Flnal* Final
Milestone: | meeting report* |nter_|m report* |nter_|m report meeting
’ @ 1 meeting 2 meeting and the )
(b) (c) database

a: Kick-off meeting (week 1 or 2 of the month)

b: First interim meeting (week 1 or 2 of the month) (can be organised as a phone conference)
c¢: Second interim meeting week 1 or 2 of the month) (can be organised as a phone conference)
d: Final meeting (week 1 or 2 of the month)

* All reports/database are submitted one week before the meeting, according to the text above.

1.6 AMOUNT AVAILABLE FOR FINANCIAL SUPPORT BY EFSA

The EFSA grant will equal up to 80% of the total eligible project costs (the applicant can ask for a lower
EFSA grant percentage) provided that EFSA grant doesn’t exceed 130,000 € which is the maximum which
might be received from EFSA for this project. EFSA grant will not be awarded for more than the amount
requested.

The total amount of estimated eligible costs, which serves as a basis for calculation of the EFSA grant, will
be verified by EFSA who might exclude some cost items as ineligible according to the Rules on eligibility
of costs (see annex 1 of this Call) if these rules were not properly applied by the applicant when establishing
the Estimated budget.
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The project costs not covered by the EFSA grant must exclusively be financed from the applicant
organisation’s or partner organisations'resources. In addition to these resources, only contributions from
other public sector bodies are allowed. Contributions from private sector are not allowed.

The EFSA grant may not have the purpose or effect of producing a profit for the applicant or partner
organisation. Profit is defined as a surplus of project income over project costs. At the end of the project the
amount of the EFSA grant will be reduced by the amount of any surplus.

2. PROCEDURAL RULES APPLICABLE TO THE CALL

2.1 APPLICATION FORM

The proposal must be submitted using the EFSA Standard Application Form (hereinafter referred to as
“Application form”) annexed to the present Call. It may be downloaded from the EFSA website
http://www.efsa.europa.eu. Applicant organisation (hereinafter referred to as “applicant”) must complete and
submit the Application form together with all indicated annexes.

The applicant should keep strictly to the format of the Application form and fill in the paragraphs and the
pages in order. A duly authorised representative of the applicant must sign the Application form. The
Application form must be completed carefully and clearly so that it can be properly assessed. The applicant
should be precise and provide enough detail to ensure the Application form is clear and complete. Any major
inconsistency with the submission requirements (see point 3.1) may lead to the immediate rejection of the
proposal.

Please note that, in submitting a proposal, the applicant accepts the procedures and conditions as described
in this Call and in the documents referred to in it.

2.2 LANGUAGE OF THE PROPOSAL AND THE SUPPORTING DOCUMENTS

Proposals may be submitted in any official language of the European Union. Please note that EFSA working
language is English and accordingly the submission of proposals in English will be appreciated and strongly
recommended as this would significantly facilitate and speed up the evaluation process.

Please note that a number of supporting documents is required in support of the proposal. These supporting
documents are an integral part of the proposal. For more information on the relevant supporting documents
to be submitted with the proposal, please refer to part 3 of this Call. Where these supporting documents are
in a language other than English, in order to facilitate and speed up the evaluation, it would be appreciated if
a reliable translation of the relevant parts of the documents into English is provided with the proposal.

The EFSA may ask for further clarification in the course of the evaluation.
2.3 FINAL DEADLINE AND ADRESS FOR SUBMISSION OF PROPOSALS
The final deadline for submission of proposals is the 30/04/2010.

You can submit your proposal:

. either by registered mail or by courier service to the below address (the post office stamp or the
date of the deposit slip from the courier service will be considered as proof of the date of
submission). In this case, you are requested to send a message to EFSA’s dedicated e-mail
address contam@efsa.europa.eu shortly stating that you have sent a proposal. Any proposal
posted after the final deadline will automatically be rejected.

. or by hand to the below address, not later than 17.00 hours (ltaly time). Any proposal hand
delivered after the final deadline will automatically be rejected.

The proposal must be sent to the following postal address:
European Food Safety Authority - EFSA
Unit on Contaminants
CFP/EFSA/CONTAM/2010/01
Largo Natale Palli 5/a
| — 43121 Parma
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24 HOW TO SEND THE PROPOSALS

Your proposal must be submitted using the double envelope system. The outer envelope should be

sealed with adhesive tape, signed across the seal and carry the following information:

e the reference number of the Call (CFP/EFSA/CONTAM/2010/01)

o the title of the Call (“Survey on ergot alkaloids in cereals intended for human consumption and
animal feeding”);

e the name of the applicant;

e the indication: “Proposal - Not to be opened by EFSA reception — to be passed without opening to the
Unit on Contaminants”;

e the address for submission of proposal (see above);

e the posting date (if applicable) should be legible on the outer envelope.

Proposal must be complete and must include:

1. The completed Application form (including all annexes) in 1 original paper version and 3 paper copies;

2. The completed Application form and Annex 10 (the Estimated budget) on CD-Rom. This electronic
version must be identical to the paper versions, the estimated budget shall be in xIs format.

In case of any discrepancies between the electronic and original paper version, the latter will prevail. All
documents presented by the applicant become the property of EFSA and are deemed confidential.

2.5 FURTHER INFORMATION

Any questions regarding the present Call may be posed by e-mail indicating clearly the reference of the Call
CFP/EFSA/CONTAM/2010/01 no later than on the 16/04/2010. These questions may only be addressed to
the following e-mail address: contam@efsa.europa.eu

Replies will be given no later than on the 23/04/2010. Questions together with the answers will be published
on the EFSA website.

3. EVALUATION AND SELECTION OF PROPOSAL

Introduction:
After having verified the compliance with all the submission requirements (see 3.1), EFSA selects the
admissible proposals through a procedure that involves 3 types of evaluation criteria in this order:

(1) eligibility and exclusion criteria (see 3.2),

(2) selection criteria (see 3.3),

(3) award criteria (see 3.4).

If the submission requirements are not met, the proposal is rejected without looking at the eligibility,
selection or award criteria. If the eligibility and exclusion criteria are not met, the proposal is rejected
without looking at the selection or award criteria. If the selection criteria are not met the proposal is rejected
without looking at the award criteria. It is therefore essential to complete the proposal in full and provide all
the supporting documents requested.

An Evaluation Committee will be established in accordance with article 116 of the Financial Regulation and
article 178 of its Implementing Rules in order to evaluate the submitted proposals. EFSA intends to finalise
the evaluation of proposals within 6 months since the final deadline for submission of proposals. In
compliance with article 116 (3) of the Financial Regulation, the applicant will be informed in writing of the
decision on their proposal. Please note that EFSA has the right not to award a grant and to cancel the
procedure at any time before the signature of the Grant agreement without any compensation to be paid to
the applicant.

General principles:
In compliance with the Financial Regulation and its Implementing Rules, the proposals must comply with the
following principles:
e Co-financing rule: external co-financing from a source other than EU budget is required as
indicated in part 1.6;
e Non-profit rule: the grant may not have the purpose or effect of producing a profit for the applicant
or possible partner;
¢ Non-retroactivity rule: the costs eligible for financing must be incurred after the entry into force of
the Grant agreement;
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e Non-cumulative rule: only a single EU grant may be awarded for a specific project carried out by a
given beneficiary in one financial year.

3.1 VERIFICATION OF SUBMISSION REQUIREMENTS

The following will be assessed:

e The final deadline for submission of proposals: If this deadline has not been respected the
proposal will automatically be rejected.

e The proposal is submitted on Application form and is duly signed by the authorised representative
of the applicant. If the applicant did not submit the proposal using the Application form or if this form
is not signed then the proposal may be rejected on that sole basis.

e The proposal is complete, including all supporting documents. If any of the requested
information/documents is missing or is not complete the proposal may be rejected on that sole basis.

The proposal which meets all the submission requirements will be considered admissible and will pass to the
next stage of evaluation process — verification of eligibility criteria.

3.2 ELIGIBILITY CRITERIA AND EXCLUSION CRITERIA

3.2.1 ELIGIBILITY OF THE APPLICANT AND ITS POSSIBLE PARTNERS

Applicant is offered the possibility to apply individually, or in a consortium with partners established for the
purpose of the project implementation. In case the applicant wants to apply in a consortium it is up to him to
identify the partners.

According to Regulations 178/2002 and 2230/2004 both applicant and possible partners must comply
with the essential condition of being on the list adopted by the Management Board of EFSA on the
20" of December 2006 (implying fulfilling all criteria set in article 1 of Regulation 2230/2004) as
amended in 2008.

An applicant may not submit more than 1 proposal under this Call.

Documents to be provided on support of eligibility of the applicant and the possible partners

e LEGAL ENTITY FORM to be completed and signed separately by the applicant and by each of its
possible partners. This legal entity form should be returned together with a copy of the public legal act
establishing the entity in question or failing that, any other official document attesting to the
establishment of the entity, clearly indicating it pursues public interest objectives. EFSA provides a
template to be used — Annex 1 of the Application form.

In case the applicant applies in a consortium with partners, both applicant and the partners must participate
in the project both financially and technically/intellectually.

Regarding the applicant, please note the following:

e There may be only one applicant per project;

e The applicant must submit the proposal on behalf of consortium to EFSA,;

e The applicant must act as the intermediary for any communications between the partners and EFSA;

e The applicant shall be liable vis-a-vis EFSA for the correct and timely fulfilment of the obligations of
the partners, and receive and answer all claims EFSA might have in relation to the performance of
the action;

e The applicant shall inform EFSA and the partners of any event they are aware of that is liable to
substantially affect the implementation of the project;

e The applicant participates in the project, for which his costs are borne.

e The applicant shall request and receive all payments made by EFSA, and shall be responsible for
distributing them among the partners.

Regarding the partner organisations, please note the following:
e Partners participate in the project, for which their costs are borne.
e Partners shall forward to the applicant the data needed to draw up the reports, financial statements
and other documents provided for in the Grant agreement;
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e Partners shall immediately inform the applicant of any event liable to substantially affect or delay the
implementation of the project.

As mentioned in point 3.2.1 above, the partners must satisfy the same eligibility criteria as the applicant
organisation.

In the case of consortium, the Grant agreement will be signed between EFSA, the applicant and the partners.
In the case of selection of its proposal, the applicant will become the Coordinator-Beneficiary (hereinafter
referred to as “the Coordinator”) and its possible partners will become the Co-beneficiaries within the
framework of the Grant agreement. For the purposes of the proposal, it is required that the applicant and his
partners provide EFSA with a_partnership statement defining the technical/intellectual and financial
involvement of each of them. Each organisation (applicant and all partners) must sign this partnership
statement.

Should a member of a consortium already be either directly or indirectly financially supported by the EU
budget, its costs, direct or indirect, are not eligible under the present project, unless adequate proof is
provided to EFSA that there is no double financing of costs.

In case of a consortium: documents to be provided in support of the eligibility of the consortium of
the applicant and its partners
e PARTNERSHIP STATEMENT defining the technical/intellectual and financial involvement of each
member of the consortium (applicant and partners) signed individually by each member of
consortium (see Annex 8 of the Application form).

Subcontracting:

The applicant and its possible partners are expected to have the resources necessary to carry out the work
required by the project. In certain circumstances though, it could be more economic or efficient to
subcontract some aspects of the work. In any case in which the applicant and its possible partners are willing
to subcontract certain aspects of the work under the conditions hereinafter, prior written authorisation from
EFSA shall be requested. In any case, where implementation of the project requires the award of
subcontracts, they shall be awarded by applying public procurement procedure to the tender offering best
value for _money. The beneficiary has to be able to demonstrate that he has chosen the sub-
contractor/tenderer offering the best value for money, that is to say, to the one offering the best price/quality
ratio, in compliance with the principles of transparency and equal treatment for potential contractors, care
being taken to avoid any conflict of interests.

Sub-contracts of this type may be awarded only subject to the following conditions:

e Recourse to the award of sub-contracts must be justified with regard to the nature of the project and
what is necessary for its implementation;

e Project management, organisation or any core tasks cannot be subcontracted;

e Subcontracting may only be used to subcontract ancillary and assistance related tasks.

e The tasks intended to be subcontracted and the corresponding estimated costs must be set out in
the Estimated budget and approved by EFSA before the signature of the Grant agreement;

e Any recourse to the award of sub-contracts while the project is in progress, if not envisaged from the
outset in the proposal, is subject to prior authorisation in writing by the EFSA;

e The Coordinator and the possible Co-beneficiaries retain sole responsibility for implementing the
project and complying with the provision of the Grant agreement;

e The Coordinator and the possible Co-beneficiaries undertake to ensure that the conditions
applicable to them as regards responsibility, conflict of interests, ownership and use of results,
confidentiality, publicity, transfer of claims, and controls and audits also apply to the sub-contractor.

Please note that sub-contractors are not partners. Subcontractors are organisations formally contracted by
the applicant or its possible partners to carry out specific tasks. Cost of subcontracting is borne by the
applicant and/or the possible partners and the subcontractor doesn’t contribute financially to the project.

External expertise can be provided only under the following conditions:

e External experts should be recruited, at least temporarily, based on an employment contract and the
payment for expert should be based on a monthly salary slip as contrary to the invoice (i.e.: the
expert does not issue invoices for carrying out the tasks foreseen, but is recruited by the
applicant/partner and he receives a monthly salary for his work);

e Subcontracting may be used for ancillary and assistance related tasks.
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3.2.2 EXCLUSION CRITERIA

Article 114(2) of the Financial Regulation states that “Grants may not be awarded to applicants who are, at
the time of a grant award procedure, in one of the situations referred to in Articles 93 and 94”. Accordingly,
applicant and possible partners must certify that they are not in one of the following exclusion situations:

e they are in a state of or subject to proceedings for bankruptcy or liquidation, are having their affairs
administered by the courts, have entered into an arrangement with creditors, have suspended
business activities or are in any analogous situation arising from a similar procedure provided for in
national legislation or regulations;

e they have been convicted of an offence concerning their professional conduct by a judgment which
has the force of res judicata;

e they have been guilty of serious professional misconduct proven by any means which the contracting
EFSA can justify;

o they have not fulfilled their obligations relating to the payment of social security contributions or taxes
in accordance with the statutory provisions of the country in which they are established, the country
of the awarding EFSA or the country where the contract is to be performed;

e they have been the subject of a judgment which has the force of res judicata for fraud, corruption,
involvement in a criminal organisation or any other illegal activity detrimental to the financial interests
of the Communities;

o following another procurement procedure or grant award procedure financed by the Community
budget, they have been declared to be in serious breach of contract for failure to comply with their
contractual obligations.

In addition, grants may not be awarded to applicants who, at the time of the selection procedure:
e are subject to a conflict of interest;
e have been guilty of misrepresentation in supplying the information required by EFSA as a condition
for participation in the award procedure or in failing to supply this information.

Please note that, according to article 175 of the Implementing Rules, administrative and financial penalties
may be imposed in the event of false declarations.

Documents to be provided on support of eligibility of the applicant and the possible partners

e THE DECLARATION OF HONOUR to be completed and signed separately by the applicant and
by each of its possible partners. EFSA provides a template to be used — Annex 2 of the
Application form.

3.3 SELECTION CRITERIA

Only proposals which have satisfied the requirements of the eligibility criteria will be evaluated against the
selection criteria. The selection criteria are used to evaluate the applicant’s (and its possible ‘partners’)
financial and operational capacity.

3.3.1 FINANCIAL CAPACITY OF APPLICANTS AND POSSIBLE PARTNERS

The applicant and its possible partners must have stable and sufficient financial resources to:
1. maintain their activity throughout the period during which the project is being carried out and
2. participate in its funding;

The applicant must prove that it has available, throughout the duration of the project, own financial resources
and he can count on the financial contributions from his partners (mandatory in case of consortium) and/or
from other public sector bodies.

Documents to be provided by the applicant and possible partners:

e max 1 page EXTRACT OF 2009 and 2010 ANNUAL BUDGET clearly identifying sources of
financing (see Annex 6 of the Application form)

e LETTER OF COMMITMENT signed by the public sector body (see 4.1.1.2)(not obligatory for
partners of the consortia, only if a third party contributes to the project, such as local
government, the state, other subsidies...); the letter must express a confirmation of
commitment of such public sector body to financially contribute to the project (see Annex 9
of the Application form)
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3.3.2 OPERATIONAL CAPACITY OF APPLICANTS AND POSSIBLE PARTNERS

The applicant and its possible partners must have the management capacity, professional competencies and
qualifications required to successfully complete the proposed project. To prove their operational capacity, the
applicant and the possible partners must provide the following information:

Documents to be provided by the applicant and possible partners:

e THE LATEST AVAILABLE ANNUAL ACTIVITY REPORT in order to prove that the applicant
(partner) is active in the specific field and is aware of the type of activities with which this Call is
involved (see Annex 3 of the Application form)

e THE CURRICULUM VITAE of the project manager/s and scientific staff to be involved in the project,
(see Annex 7 of the Application form).

e DETAILED DESCRIPTION OF AT LEAST TWO SIMILAR ACTIONS/PROJECTS carried out during
the last 5 years, indicating the subject, partners and budget amount used (see Annex 4 of the
Application form).

e ANY REFERENCES concerning participation in grant agreements or contracts concluded for EU
funded activities or with other international organisations and Member States (see Annex 5 of the
Application form).

3.4 AWARD CRITERIA

Only proposals which have satisfied the requirements of the eligibility and selection criteria will be evaluated
against the award criteria. The award criteria are used to assess the quality of the proposals submitted and
enable the identification of proposal for which EFSA can be confident that it will comply with EFSA objectives
and priorities. There are the following 3 main award criteria in this Call:

CRITERIA WEIGHT
1. QUALITY OF THE PROPOSAL 70 points
1. The extent to which the proposal achieves the objectives of the Call, guarantees 40 points

an excellent level of science output and demonstrates its capacity to provide
significant and sustainable impact and added value to the existing knowledge

2. The extent to which the project is described in detail , as well as the proposed 30 points
methodology is well described and of high quality, and the feasibility of the
timetable

2. QUALITY OF THE MANAGEMENT (INCLUDING CONSORTIUM, if applicable)
1. The extent to which the project management and the internal project 20 points

communication is described and is demonstrably of high quality 10 points
2. The extent to which the implementation of the project by the experts involved and
their real participation have been clearly described and appear to be suitable to the 10 points

tasks/objectives targeted
3. COST EFFECTIVENESS
1. the extent to which the Estimated budget is cost—effective (comparison between 10 points
the costs and the anticipated achievement of the objectives and results obtained)

TOTAL 100

In order to be considered for funding, the proposal must:
e score a minimum of 60 points in total out of possible 100 points and
e for each sub-criterion (1.1, 1.2, 2.1, 2.2, 3.1), score at least half of the points attributed to that
criterion.

Proposals which have satisfied these thresholds will be ranked. Depending on budget availability, the highest
ranked proposal will be awarded a grant from EFSA.

4. GRANT AGREEMENT AND PAYMENTS

According to article 116 (3) of the Financial regulation, applicants will be informed in writing of the decision
on their proposal. If the grant requested is not awarded, EFSA will give the reasons for the rejection of the
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application. Following the decision to award a grant, a Grant agreement will be proposed to the successful
applicant. The project may begin at the earliest on the day the Grant agreement has been signed by the last
of the parties (EFSA signature). Costs incurred prior to the date of the signature of the Grant agreement will
not be considered as eligible.

4.1 CALCULATING THE EFSA GRANT

4.1.1 ON THE BASIS OF THE ESTIMATED BUDGET - BEFORE IMPLEMENTATION OF
THE PROJECT

Following the financial analysis of the Estimated budget (see point 4.1.1.1), the evaluation committee will
decide the exact amount of EFSA grant which will be expressed: 1. as an amount in Euros and 2. as a
percentage of the total eligible project cost (EFSA participation percentage).

4.1.1.1 ESTIMATED BUDGET AND ITS COST SIDE

All proposals must be supported by Estimated budget. It must be submitted as Annex 10 of the Application
form showing all the costs and income which the applicant considers necessary to carry out the project.
Estimated budget must:

Be sufficiently detailed to permit identification, monitoring and checking of the proposed costs;

Be balanced, i.e. total income and costs must equal;

Be consistent with the work plan;

Be expressed in Euros. This requirement is due to the fact that EFSA grant will be expressed in
Euros only. Applicants from countries where the Euros is not national currency are asked to use the
official ECB exchange rate published on:
http://www.ecb.int/stats/exchange/eurofxref/html/index.en.html on the date of launch of the Call.

The Estimated budget shall have the following headings on the side of costs:

Eligible direct costs:
1. Costs of permanent or temporary staff;
2. Travel and subsistence costs;
3. Equipment;
4. Consumables and supplies;
5. Subcontracting;
6. Miscellaneous costs directly linked to the project. These are costs arising directly from
requirements imposed by the Grant agreement.

INATTENTION!!!

The figures of staff costs (item A1) shall be documented (it is sufficient to submit
them in electronic format, such as PDF, together with proposal, as Annex 11 of
the Application Form) by the 12 last available salary slips of the staff members
proposed to work within the project. For the part of the salary cost not mentioned on
the salary slips (as is sometimes the case with employer’s contribution to the national
social security), other accounting documents should be provided (e.g. extracts from the
ledger or IT accounting system showing the individual accounting entries for the
concerned staff members). Centralised or global overviews not enabling EFSA to isolate
the concerned costs are unacceptable.

If the concerned staff member was not employed during the full last 12 months, all
available salary slips should be provided and the fictional annual salary should be
calculated on the basis of these documents.

If the provided documents are not drawn in English, it would be much appreciated to
provide an informal translation or explain the terms on these documents as it would
significantly accelerate the evaluation procedure of the calls.

Unilateral declarations regarding staff costs by the applicant himself, extracts from legal
acts or general internal guiding documents are insufficient.

Starting from the provided documents, a full reconciliation should be possible with the
yearly salary mentioned by the applicant in the estimated budget submitted with the
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proposal. If the in the estimated budget mentioned yearly salary differs significantly from
the one calculated on basis of the submitted documents, this should be explained and
documented as well and it will be subject to a detail analysis by EFSA Finance Unit.

If the staff costs contain salary estimations for staff members to be recruited (for the
purpose of the project) an explanation has to be given how the yearly salary cost was
calculated referring to grade, seniority and the normal basic salaries applicable to that
category of personnel.

Eligible indirect costs:
7. The indirect costs incurred in carrying out the project may be eligible for a flat-rate funding fixed at
not more than 7% of the total eligible direct costs.

4.1.1.2. INCOME SIDE OF ESTIMATED BUDGET

¢ Applicant’s and possible partners’ direct financial contribution to the project - MANDATORY;

e Grant requested from the EFSA,;

e OPTIONAL - Possible external financial contributions to the project, but only from the public sector
bodies; these other contributions are possible contributions from any other public sector bodies
other than EFSA, applicant and possible partners. Each such public sector body must sign a letter of
commitment to the project. Financial contribution to the project budget from a private sector body is
NOT allowed..

Interest generated on EFSA pre-financing:

The interest generated on EFSA pre-financing cannot be treated as an income for the project, therefore it
may not be entered on the income side of the Estimated budget. The EFSA will recover this interest in
accordance with terms of the Grant agreement.

4.1.1.3 FINANCIAL ANALYSIS OF ESTIMATED BUDGET

The Estimated budget as presented by the applicant with the proposal is analysed by EFSA in order to:

a) assess whether it is consistent with the proposed project and decide whether the Estimated budget
is sufficiently detailed to consider funding of the project;

b) assess whether the Estimated budget matches the specific objectives/expected results of the
project;

C) eliminate any item of costs which cannot be accepted according to the Rules on eligibility of costs;

d) if necessary, propose a downward revision of the Estimated budget in relation to some items of costs

considered as being excessive compared to the nature of the project and/or to the volume of work
that has to be implemented in order to achieve the planned results.

ITATTENTION!!!

The proposal should enable EFSA to evaluate the estimated budget, i.e. it should
contain the detailed justification of the necessity of the proposed expenditure for
performance of the project covered by the call. An over- or underestimation of
costs will have a negative impact on the evaluation score under the award criteria
named “Cost effectiveness”. See in particular point 3 as regards the supporting
documents which will be verified during evaluation phase.

This analysis is made in accordance with the Rules on eligibility of costs (see annex 1 of this Call). It is
EFSA who takes the final decision as regards the nature and amount of the costs to be considered eligible.
Either at this stage — when analysing proposals in order to agree the Approved Estimated Budget, or later —
when examining financial statements of costs actually incurred in order to determine the final amount of the
grant (see point 4.1.2).

4.1.1.4 APPROVED BUDGET

If, following the financial analysis, EFSA regards the Estimated budget as realistic, established in
accordance with the Rules on eligibility of costs and no modification is needed, it will become the Approved
Estimated Budget and the EFSA grant may correspond to the applicant’s request. In some cases, however,
the analysis of the Estimated budget could result in suggestions for reductions as a consequence of, e.g. the
correct application of the Rules on eligibility of costs. Accordingly, if following the financial analysis, EFSA
suggests some modifications to the Estimated budget, it will present those maodifications to the applicant.
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After the proposed modifications are accepted by the applicant and EFSA, the Estimated budget as modified
will become the Approved Estimated Budget for the project. For further details regarding eligibility of costs
please refer to the Rules on the eligibility of costs.

4.1.2 ON THE BASIS OF THE FINAL ACCOUNTS — AFTER IMPLEMENTATION OF
THE PROJECT

The EFSA grant will be recalculated after completion of the project, presentation of the final report and the
related supporting documents. This recalculation will consist in applying the EFSA participation percentage
(agreed in the Grant agreement) to the total actual eligible costs (EFSA grant as expressed in the Grant
agreement was calculated on the basis of total estimated eligible costs). Please note that EFSA has the
right to audit all costs and income for the project.

1. If, at the end of the project, the total actual eligible costs are lower than was estimated in the Estimated
budget, the EFSA grant will equal the amount obtained by applying the EFSA participation percentage
to the total actual eligible costs as approved by EFSA.

2. If the actual eligible costs are higher than was estimated in the Estimated budget, EFSA grant cannot
under any circumstances exceed the amount stated in Euros in the Grant agreement.

The EFSA grant shall be limited to the amount necessary to balance the project income and costs and it may
not in any circumstances produce a profit for the Coordinator and the possible Co-beneficiaries. Profit shall
mean any surplus of total actual income attributable to the project over the total actual costs of the project.
The actual income to be taken into account shall be that which has been established (irrespective whether
already received or not) on the date on which the request for payment of the balance is drawn up to which
shall be added the amount of EFSA grant determined as mentioned above. Any surplus determined in this
way shall result in a corresponding reduction in the amount of EFSA grant. As regards the actual costs, itis
important that the costs are incurred during the lifetime of the project, which doesn’t necessarily mean that
the cost has in fact has to be paid in that lifetime.

4.2. SUBMISSION OF REPORTS AND PAYMENT ARRANGEMENTS

Within 45 days from the date of the signature of the Grant agreement by EFSA, a pre-financing payment
equalling to 40 % of EFSA’s grant will be made to the bank account indicated in the Grant agreement.

The payment of the balance will be made according to the Grant agreement and will be linked to approval
of the final deliverables (see 1.5).

4.3 ACCOUNTING RECORDS OF THE PROJECT AND AUDIT

Accounting records:

The Coordinator and the possible Co-beneficiaries must keep accurate and regular accounting records as
well as separate and transparent accounts of the implementation of the project. The Coordinator and the
possible Co-beneficiaries must keep all the accounting records and all the supporting documents underlying
the accounting records regarding the project for the period of five years after the payment of the balance.

Audit:

The Coordinator and the possible Co-beneficiaries will have to provide any detailed information requested by
EFSA or by any other outside body authorised by EFSA to check that the project and the provisions of the
Grant agreement are being properly implemented. The Coordinator and the possible Co-beneficiaries must
agree that EFSA may have an audit of the use made of the grant carried out either directly by its own staff or
by any other outside body authorised to do so on its behalf. Such audits may be carried out throughout the
period of implementation of the Grant agreement until five years from the date of payment of the balance.

Please note that by virtue of Council Regulation (Euratom, EC) No 2185/96 and Regulation (EC) No
1073/1999 of the European Parliament and the Council, the European Anti-Fraud Office (OLAF) may also
carry out on-the-spot checks and inspections in accordance with the procedures laid down by Community
law for the protection of the financial interests of the European Communities against fraud and other
irregularities.

Finally the European Court of Auditors shall have the same rights as EFSA, notably right of access, as
regards checks and audits.
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Name of the
Authorising Officer: Riitta Maijala

Signature of the
Authorising officer: signed

Date: 1 March 2010
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LIST OF ANNEXES

ANNEX 1: RULES ON ELIGIBILITY OF COSTS
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