Notice of call for expressions of interest

Scientific and Technical Support in the areas
of Novel Foods & Nutrient Sources



1. INTRODUCTION TO EFSA AS CONTRACTING AUTHORITY

CONTRACTING AUTHORITY:
European Food Safety Authority (EFSA)
Via CarloMagno 1A
Parma
43126
Italy
E-mail: EFSAProcurement@ efsa.europa.eu

Moreinformationabout EFSAcanbefound here: http://www.efsa.europa.eu/

2. LIST OF INDIVIDUALS FOR SCIENTIFIC AND TECHNICAL SUPPORT
SCHEME

2.1 OBJECTIVE OF THE CALL

The objective of this call forexpressions of interestis to establisha list of individuals (natural persons) with
scientificexpertise to assist EFSAin carryingoutthe preparatory workin the areas of Novel Foods and Nutrient
Sources to deliver scientificoutputs to risk managers.

Background Information

The safety assessment of novel foods (NF) (defined by EU legislationas “foods oringredients that have not
been used for human consumptionto a significantdegreein the EU before 15 May 1997”) and nutrient sources
(NS) (e.g. sources of vitamins and minerals) is carried out by EFSA, particularlythe Panel on Nutrition, Novel
Foods andFood Allergens (NDA Panel) and its Working Group on Novel Foods, on the basis of the following
regulatory framework:

B Regulation (EU) 2015/2283 introduces a centralised assessment and authorisation procedure for novel
foods. All applications for the authorisation of NF shall be submitted to the European Commission (EC)
who may then request EFSAto carryouta safety assessment.

B Intheframework of Directive 2002/46/EC on food supplements, Regulation (EC) No 1925/2006 on
fortification of foods or Regulation (EC) No 609/2013 on foods for s pecific groups, the EC may also
request EFSAto carry out the safety assessment of the nutrientsources proposed for useinfood
supplements, fortified foods or foods for specific groups.

EFSA will adoptits opinionin9 months! from the date of receipt of a valid applicationfromthe EC. The final
output provided by EFSA on the safety of the concerned NF/NS serves as the scientific basis for the EC to take
EU authorisationdecision for the placing of the NF on the EU market, or for the use of the NS.

Data requirements forapplications (technical dossiers) are outlinedin EFSA Guidance:

B Guidanceon thepreparation and presentation of anapplication forauthorisationofa novel foodin
the context of Regulation (EU) 2015/2283.

B Guidanceon safety evaluation of sources of nutrients and bioavailability of nutrient from the sources.

! Excluding stop-the-clock times needed for requesting supplementary information to applicants.
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2.2 FIELDS OF EXPERTISE SOUGHT & REQUIRED TASKS

Individuals are required to have scientific expertise for undertaking the following tasks in the areas of Novel
Foods and Nutrient Sources, in particular:

The preparation of structured summaryreports on critical data extracted fromanapplication (dossier).

(A) Check compliance of the application with EFSA/applicable guidance.
(B) Critically analyse and review the data (studies) submitted in the application.
(C) Extractcritical data fromthe application, and from literature search where applicable. The

data extracted should be factual, concisely summarising the overall data and key findings/s tudy
observations, indicating the relevance of critical data, highlighting uncertainties and inconsistencies
identified and missinginformation. The critical data extracted shouldbepresented in a structured
summary according to EFSATemplate (to be provided inthe awarded contract).

(D) On some occasions following the evaluation of the initially submitted application, there may
be requests to applicants for submission of additional data/studies. Inthese cases, the individual(s) may
be requested to carryout withinthe specifiedtimelinethe above-mentioned tasks for the additional
data submitted.

The criticalinformation should focus on TOXICOLOGICAL data thatare relevant for the safety assessment of
the NF/NS.

These data are submitted in the application, or are identified from additional literature search where
applicable. They could relate to:

o Absorption, distribution, metabolism, and excretion (ADME studies)
. Bioavailability studies
e  Genotoxicity studies
= Invitro tests
= Invivo tests
. General toxicity studies
=  Preliminary/Dose Range Finding studies
= Subchronictoxicity - 90-dayoral study
=  Chronictoxicity/Carcinogenicity studies
= Reproductive/Developmental toxicity studies
. Other studies
= Neurotoxicity
= |Immunotoxicity
= Allergenicity
= Other experimental and/or humanstudies (investigating safety parameters)

2.3 PROCEDURAL ASPECTS OF THE LIST

HOW THE LIST IS ESTABLISHED AND MAINTAINED

The procedure hasits legal basisin Art 237 of the EU Financial Regul ation.

Individuals submitan expressionof interestin accordance withtherules setoutinthis notice.

The contractingauthority will draw up a list of individuals who meet thecriteriaset outatpoint 3.
Individuals listed inthe listdo notact or speak on behalf of EFSAand EFSA cannot be held responsible
for their actions and expressions.

LISTDURATION

The listresulting from this call for expression of interests is valid for maximum 5 years from publication of the
notice. Thelistisintendedto cover the period of activityof the EFSAmandatein theareas of NF/NS.Itmay be
closedasa resultof a period of inactivity.



The listresulting fromthis call for expression of interests will be used exclusivelyfor ex ecution of the tasks
described at point 2.2 above.

Inclusionon thelist entails no obligation on the part of EFSAto award a contract.

LIMITATION TO VOLUME PER INDIVIDUAL

Maximumamountthatcan be paid to an individual during the whole duration of the listis 144.000 €, including
both remunerations and possible reimbursements.

HOW INDIVIDUALS ARE SELECTED FOR PARTICULAR ASSIGNMENTS

Wherea particulartask relatingto thefield describedat point 2.2 isto be performed by anindividual, the
contracting authority will assign individuals to the task on the basis of the skills, experience and knowledge
necessary and inaccordance with the principles of non-discrimination, equal treatment and absence of conflict
of interests.

DECLARATION OF INTEREST (Dol)

EFSA will requestanindividual Dol to be submitted prior to the signature of the contract. Therequirement to
submitanIndividual Dol will be specifiedin the award letter. Individual Dol will be assessed by EFSA before
and as a condition of the contract signature. Please refer to EFSA’s policy on independence and the Decision of
the Executive Director on Competing Interest Management for more detailed information.

The Individual Dol formis available here and as annex Il of this Notice of call for expressions of interest.

2.4 CONDITIONS OF APPOINTMENT FOR A PARTICULAR ASSIGNMENT
REMUNERATION
Individuals shall be remunerated at afixed fee of 350 eurosper day worked.

The individuals commit themselves to res pect applicable nationallegislation, including taxation, social security
and labourlaw with regardto any payment received from EFSA.

EXPENSES REIMBURSEMENT

Whereapplicable, thetravel and subsistence expenses will be reimbursed underthe conditions set outin the
contractaccording to the conditions stipulated in Annex .

PLACE OF WORK

Tasks will be carried out inmost of the cases remotely and delivered using el ectronic communicationtools. In
certaincases EFSAmay request thatspecifictasks are carried outin EFSA premises or other sites that will be
mentioned in the contract s pecifications.

2.5 EX POST TRANSPARENCY

Alistofindividuals who have concluded with EFSAa contract of morethan15.000€ followingthe procedure
setoutatpoint2.3 shall be published on EFSAwebsite, no later than 30June of theyear followingthe year in
which the contract was awarded. Information published includes name of individual, locality (region of origin),
amount, and subject of the contract. Theinformation shall be removed two years after the year of the contract
award.
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3. REQUIREMENTS

3.1 ELIGIBILITY CRITERIA

Applicant must be citizenship of a Member State of the European Union (EU), or of a country of theEuropean
Free Trade Association (EFTA) or of an EU Candidate country. Experts from third countries mayalsoapply, and
will be considered, if the required level of expertise maynotbefound among nationals of EU, EFTA or EU
Candidate countries.

3.2 EXCLUSION CRITERIA

Individuals shall be excluded from participation intheaward wherethey arein oneor moreof the following
exclusionsituations:

(a)

(b)

(c)

(d)

the person or entity is bankrupt, subject to insolvency or winding-up procedures, itsassetsare being
administered by a liquidator or by a court, itisin anarrangement with creditors, its business activities
aresuspended, oritisinany analogous situationarising froma similar procedure providedfor under
Union or national law;

ithas been established by a final judgment or a finaladministrative decisionthatthe person or entity
isinbreach of its obligations relating to the paymentoftaxes or social security contributions in
accordance with theapplicable law;

ithas been established by a final judgment or a finaladministrative decisionthatthe person or entity
is guilty of grave professional misconduct by having violated applicable laws or regulationsor ethical
standards of the profession to which the person or entity belongs, or by having engaged in any
wrongful conduct which hasanimpacton its professional credibility where such conduct denotes
wrongful intent or gross negligence, including, in particular, any of the following:

(i) fraudulently or negligently misrepresenting information required for the verification of the
absence of grounds for exclusion or the fulfilment of eligibility or selectioncriteria or in the
implementation of the legal commitment;

(ii) entering into agreement with other persons or entities with the aim of distorting
competition;

(iii) violatingintellectual property rights;

(iv) attempting to influence the decision-making of the authorisingofficer responsible during
the award procedure;

(v) attempting to obtain confidential informationthat may conferuponitundueadvantages
intheaward procedure;

ithas been established by a final judgmentthatthe person orentity is guilty of any of the following:

(i) fraud, within the meaning of Article 3 of Directive (EU) 2017/1371 of the European
Parliamentandofthe Council (1)andArticle 1 of the Conventiononthe protection of the
European Communities’ financial interests, drawn up by the Council Act of 26 July 1995(2);
(ii) corruption, as defined in Article 4(2) of Directive (EU) 2017/1371 or active corruption
within the meaning of Article 3 of the Conventionon thefightagainstcorruption involving
officials of the European Communities or officials of Member States of the European Union,
drawn up by the Council Actof 26 May 1997 (3), or conductreferred to in Article 2(1) of
Council Framework Decision 2003/568/JHA (4), or corruptionas defined in other applicable
laws;

(iii) conduct related to a criminal organisation as referred to in Article 2 of Council Framework
Decision 2008/841/JHA(5);

(iv) money laundering or terrorist financing within the meaning of Article 1(3), (4)and (5) of
Directive (EU) 2015/849 of the European Parliamentand of the Council (1);



(v) terrorist offences or offences linked to terrorist activities, as defined in Articles 1 and 3 of
Council Framework Decision 2002/475/JHA (2), res pectively, or inciting, aiding, abetting or
attempting to commitsuchoffences, as referred to in Article 4 of that Decision;

(vi) childlabour or other offences concerning trafficking in human beings as referred to in
Article 2 of Directive 2011/36/EU of the European Parliament and of the Council ( 3);

(e) the person or entity has shown significant deficiencies incomplyingwith main obligationsin the
implementation of a legal commitment financed by the budget which has:

(i) led to the early termination of a legal commitment;

(ii) led to the application of liquidated damages or other contractual penalties; or

(iii) been discovered by an authorising officer, OLAF or the Court of Auditors following checks,
audits or investigations;

(f) ithas been establishedby a final judgment or final administrative decisionthatthe person or entity
has committed an irregularity withinthe meaning of Article 1(2) of Council Regulation (EC, Euratom)
No 2988/95 (4);

(g) ithas been establishedby a final judgment or final administrative decisionthatthe person or entity
has created anentity ina different jurisdiction withtheintent to circumvent fiscal, social or any other
legal obligations in the jurisdiction of its registered office, centraladministration or principal place of
business;

(h) ithas been established by a final judgment or final administrative decisionthat an entity has been
created with theintentreferredtoin point(g).

SUPPORTING EVIDENCE REQUESTED:

The declaration of honour on exclusion criteriais available hereand as annex Il of this Notice of call for
expressions of interest.

In question 7 of theapplicationform, applicants arerequested to declare thatthey areinnone of the situations
listed in section | “SITUATION OF EXCLUSION CONCERNING THE PERSON” and section IV “GROUNDS FOR
REJECTION FROM THIS PROCEDURE”. EFSAreserves the right to ask for furthersupporting evidence of non-
exclusion.

In caseapplicants areinone or more of the situations of exclusion/ grounds for rejection, they mustdownload,
complete and send the declaration of honour on exclusion criteria and relevant documentation to
EFSAProcurement@efsa.europa.eu .

3.3 SELECTION CRITERIA

Applicants to be placed on thelist shall be selected on the basis of their professional and technical capacity to
performthetasks described in point2.2.In particular, the applicants must meetthese selection criteria to
evidencetheir capacity:

(i) Education

A level of education which corresponds to completed university studies of at least three (3) years
attested by a diplomain one of the following fields:

e Toxicology (e.g. general, genetictoxicology),

e Clinical pharmacology,

e Immunology/Allergology(inparticular Food allergyandintolerance),

e Veterinary toxicology,

e Pathology,
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e Chemistry/biochemistry,
e Human or veterinary medicine,
e Toxicological risk assessment,

e orrelated areas.

(ii) Professional experience

In addition to the above:

e atleast 3 years of proven professional experience in atleastone of theabovefields in which
the above qualifications (i) were obtained; and

e demonstrable experience in the safety assessment of food/food ingredients or other
chemical substances, as evidenced by:

= The preparation and drafting of atleast 2 safety assessmentreports on foods/food
ingredients or other chemical substances, carried outinthelast 5 years before the
applicationdate; and

e An excellent ability to communicate clearly and effectively in both spoken and written
English, evidenced by either:
= havingwritten atleast 3 reports or publicationsin English; or

= acertificate demonstrating atleastlevel B.2 of the Common European Framework of
References for Languages; or

= havingworked foratleast2 yearsinaworking environment where the day-to-day
working language for meetings, communications is English.

SUPPORTING EVIDENCE REQUESTED:

e CVevidencingtheaboverequirements.

e Before any contract of appointment, EFSA reserves the right to request the selected applicant to
provide supporting documents relating totheir education and professional experience (i.e. copy of
university degree, and certificates of working experience, etc.) to demonstrate fulfilment of the
selection criteria.

4. HOWTO APPLY
4.1 GENERAL INFORMATION

The call forexpression of interests shall beread in conjunction with its annexes which contain essential
additional information.

Submission of anapplicationimplies the acceptance of the terms and conditions laid downin this CEl and all
the relevantannexes.

Expenditure on preparing and submitting expressions of interest willnot be reimbursed by EFSA.

Applications shouldbe submitted inone of the official languages of the European Union.

Applications may be submitted atanytime during the period of validity of the call forexpression of interest,
with the exception of the last three months of that period. However, we advise you to apply as early as

possible, as assignments can ariseatany pointin timeduringthevalidity of thelist.

Individuals may withdraw theirapplicationatanymoment by written notice to EFSA.



Incoming applications received inresponse to this call will be evaluated atleast on a quarterly basis. Individuals
will be notified of the outcome of theirapplicationas soon as possible after the evaluation is finished.

4.2 APPLICATION PROCESS

The application shall be submitted online on the EFSA careers page. Fill in and sign electronically the
applicationform (the Declaration for non-exclusioncriteriais embeddedin the application form)

4.3 PERSONAL DATA PROTECTION

As an EU Agency, EFSA is subject to Regulation (EU) 2018/17251, forming the primary legal basis for measuring
the lawfulness of personal data processing. The applicability of this Regulation in the context of this call has the
following implications:

- As data Controller, EFSAshall ensure that personaldata contained in your application(e.g. names of
individuals, CVs, contact details, financial details of individuals, declarations of interest) is processedin
compliance with the Regulation. More detailed information on the processing of personal data in the
context of procurement procedures of EFSAis availableinthe Privacy Statement on our website;

- Theselected individual acts as a processor of EFSAwith regard to personal datahandled under the
contractinthesenseof Article 29 of the Regulation. In accordance with this provision, the individual:

shall only process personal data on documented instructions of EFSAas the data Controller,
ensures that persons processing personal data have committed themselves to confidentiality,
undertakes appropriate technical and organisational measures to ensure the confidential and
secure processingof personal data needed for theimplementation of the Contract,

deletes or returnsto EFSAall personal data after the end of the provisionof services,

makes availableto EFSAallinformation necessaryto demonstrate compliance with the
obligations pursuant to the Regulationandallows for or contributes to audits and inspections
by or on behalf of EFSA,

notifies personal data breaches to EFSA.



Annex| - TRAVEL COSTS AND SUBSISTENCE ALLOWANCES

Travel costs
Theselump sums must be appliedfor travel costs:

Distance in

road Km Travel cost
upto 100 no allowance
between 100 -
400 200 €
Above 400 400 €

Daily subsistence allowances (DSA)

The DSA of 200 € appliesif the distance between the place of residence of theindividual and theagreed place
of workis morethan50 km. Such DSA covers accommodation, meals, local transportto reach airport/train
stationetc. For eachstarted day of a presenceintheagreed place of work one DSAis granted.

Annex - DECLARATION ON HONOUR FOR EXCLUSION CRITERIA

http://www.efsa.europa.eu/sites /default/files/DeclarationofHonourexclusioncriteria.docx

Annex il — INDIVIDUAL DECLARATION OF INTEREST FORM

http://www.efsa.europa.eu/sites /default/files/engage/Procurement/IndividualDOI_grant_procedures.doc
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