
 

 

European Food Safety Authority 
Via Carlo Magno 1A – 43126 Parma, Italy 

Tel. +39 0521 036 111│ www.efsa.europa.eu 

   

 

 

 

  

 
1 Article 125.1(a) FR 

CALL FOR PROPOSALS 
SIMPLIFIED FORM OF GRANT - FINANCING BASED ON ACHIEVEMENT OF RESULTS1 

 
Call reference: GP/EFSA/MESE/2022/01 

Call title:   NAMS4NANO: Integration of New Approach Methodologies results in chemical risk 

assessments: Case studies addressing  nanoscale considerations. 

[LOT 1: Review of tools and developing a ‘Qualification System for NAMs’] 

[LOT 2: Risk assessment case studies] 

[LOT 3: Methodological and generic case studies] 

 

Project/Process code:   EPA13.02-ENV22-MESE-01 

Budget line: 3210 

 

Restricted to the list of competent organisations established by the Authority’s Management 

Board in application of article 2 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 Authority’s remit. 

http://www.efsa.europa.eu/


 
 

 2 

INDICATIVE PROCEDURE TIMETABLE 

 

 

Milestone Date2 Comments 

Launch date 14/06/2022 Date of call publication on EFSA’s website. 

Deadline for 
applicants to 
raise clarification 
questions to 
EFSA 

11/09/2022 

If, after having read this Call for proposals and guide for 
applicants, you have any questions, you may address them to 
EFSAProcurement@efsa.europa.eu by indicating the Call 
reference. 

Deadline for 

EFSA to reply to 
clarification 
questions 

13/09/2022 

Replies will be provided on EFSA’s webpage where this Call is 
published and which the applicants are requested to consult 

regularly. 

Deadline for 

submission of 
proposals  

Any proposal 
posted after the 
final deadline will 

automatically be 
rejected. 

 

20/09/2022 

You can submit your proposal: 

- either by post (registered mail) or by courier not later than 
20/09/2022, in which case the evidence of the date of 
dispatch shall be constituted by the postmark or the date of 
the deposit slip, to the address indicated below. The 
applicant submitting a proposal by post or by courier is 
requested to send an informative e-mail to 
EFSAProcurement@efsa.europa.eu. 

- or delivered by hand not later than 12.30 hours (Italian 
time) on 20/09/2022 to the address indicated below. In 

this case, a receipt must be requested from EFSA as proof 
of submission, signed and dated by the staff member in 
EFSA Post Office who accepted the delivery. The EFSA Post 

Office is open from 8.30 to 12.30 Monday to Friday. It is 
closed on Saturdays, Sundays and EFSA holidays. 

 

Submission by post, courier or hand to this address:  

European Food Safety Authority - EFSA 

For the attention of – Mrs Rita DE BON, Finance Unit 

(Procurement Team) 

Via Carlo Magno 1/A, I – 43126 Parma, Italy  

 

Proposals 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: 

- "CALL FOR PROPOSALS GP/EFSA/ALPHA/2021/08 –  

NOT TO BE OPENED BY THE INTERNAL MAIL DEPARTMENT". 

- name of the applicant 

- the posting date should be legible on the outer 
envelope 

 

Notification of 
the evaluation 
results 

October2022 

Estimated 

Attention: outcome of the present call will be communicated to 
all applicants to the e-mail address indicated in their proposal. 
Accordingly, applicants who have submitted proposals under 

 
2 All times are in the time zone of the country of the EFSA. 

mailto:EFSAProcurement@efsa.europa.eu
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the present call are strongly invited to check regularly the inbox 
in question. 

Grant 
agreement(s) 
signature 

November 2022 Estimated 

 

 

Provide EFSA with feedback:  

If you considered applying to this call for proposals but finally decided not to do so, your feedback and 

reasoning for such a decision would be very much appreciated. Please address it to: 

EFSAProcurement@efsa.europa.eu. EFSA will process any feedback confidentially in order to improve 

the quality of its future grant calls. 
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1. GRANT OPPORTUNITY AND CONDITIONS 
 

 

1.1  LEGAL FRAMEWORK  

 

 

Article 36 (1) of the Regulation (EC) 178/2002
3
  of the European Parliament and of the Council 

of 28 January 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, stipulates that the Authority shall promote the European networking of organisations 

operating in the fields within the Authority's mission. The aim of such networking is, in particular, to 

facilitate a scientific cooperation framework by the coordination of activities, the exchange of 

information, the development and implementation of joint projects4, the exchange of expertise and 

best practices in the fields within the Authority's mission. The list of competent organisations 

designated by the Member States, which may assist EFSA with its mission, is approved and regularly 

updated by EFSA’s Management Board. The full list of Article 36 organisations can be found here. 

 

EFSA’s founding regulation was amended by REGULATION (EU) 2019/1381 OF THE EUROPEAN 

PARLIAMENT AND OF THE COUNCIL of 20 June 2019 on the transparency and sustainability of the EU 

risk assessment in the food chain. 

 

The Commission Regulation (EC) 2230/2004[1] of 23 December 2004 laying down detailed 

rules for the implementation of the European Parliament and Council Regulation (EC) 

178/2002 with regard to the network of organisations operating in the fields within the 

EFSA’s mission specifies in Article 4 that tasks may be entrusted by the Authority to organisations 

on the list of competent organisations. The present call specifically focuses on tasks defined in 

Article 4(3),  

1. disseminating best practices and improving methods of collecting and analysing scientific and 

technical data, particularly for the purposes of facilitating comparability and producing a 

Community-level summary; 

2. collecting and analysing data with a view to facilitating risk assessment by the Authority, including 

assessment tasks in the field of human nutrition in relation to Community legislation, especially 

the compiling and/or processing of scientific data on any substance, treatment, food or feed, 

preparation, organism or contaminant which may be linked with a health risk, and the collection 

and/or analysis of data on the exposure of Member States’ populations to a health risk associated 

with food or feed; 

3. producing scientific data or works contributing to the risk assessment tasks, including assessment 

tasks in the field of human nutrition in relation to Community legislation, for which the Authority 

is responsible; this type of task must correspond to precise problems identified in the course of 

the work of the Authority, and in particular that of its Committee and permanent Scientific Panels, 

and must not duplicate Community research projects or data or contributions which it is the 

industry’s duty to provide, especially in the context of authorisation procedures; 

4. preparing the Authority’s scientific opinions, including preparatory work relating to the assessment 

of authorisation dossiers; 

5. preparing the harmonisation of risk assessment methods; 

 
3 http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2002:031:0001:0024:EN:PDF  
4 
Project is frequently referred to in this Call as “action”, in line with EU Financial Regulation terminology. 

https://efsa.force.com/competentorganisations/s/
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2002:031:0001:0024:EN:PDF
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Article 5(2) of the Commission Regulation (EC) 2230/2004
5
 of 23 December 2004 specifies 

that the financial support to the networking organisations shall take the form of subsidies (grants) 

awarded in accordance with the EFSA’s financial regulation and implementing rules. 

 

The present Call for proposals and guide for applicants (hereinafter referred to as “the Call”) is 

procedurally governed by Title VIII of Regulation (EU, Euratom) 2018/1046 of the European 

Parliament and of the Council of 18 July 2018 on the financial rules applicable to the general 

budget of the Union.      

 

This Call is based on EFSA’s 2022 Work Programme for grants and operational procurements 

as presented in Annex XIa of the Programming Document 2021 – 2023, available on the EFSA’s 

website6.  

 

 
 

 

 

 

 

 

SIMPLIFIED FORM OF GRANT - FINANCING BASED ON ACHIEVEMENT OF RESULTS 

 

 

Financing based on achievement of results as opposed to financing based on cost is a new type of 

grant introduced in the EU financial Regulation 2018. This type of grant gives advantages on an 

administrative level to both EFSA and the beneficiaries. The below table illustrates the main 

changes. 

 

 

▪ Co-financing principle is not applicable 

▪ No-profit principle is not applicable 

▪ Estimated budget is not requested 

▪ The concept of eligible/non eligible costs is no longer relevant 

▪ Payments are done based on approval of deliverables. No need for EFSA to calculate 

the final grant amount based on spending and no need for the beneficiary to submit 

supporting documents for incurred costs. 

 

 
 

  

 
5 http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:379:0064:0067:EN:PDF  
6
 https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/amp2123.pdf 

 

http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2004:379:0064:0067:EN:PDF
https://www.efsa.europa.eu/sites/default/files/corporate_publications/files/amp2123.pdf
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1.2  BACKGROUND AND MAIN OBJECTIVE OF THE CALL 

 

 

BACKGROUND 

 

The integration of data from application of New Approach Methodologies  in chemical risk assessments 

(NAMs data integration) has been prioritised as one of the first projects to be implemented under the 

EFSA roadmap for NAMs7. Based on the outcome of the roadmap, the need for advancing in the work 

area of data integration approaches was considered critical for the successful application of Next 

Generation Risk Assessment (NGRA) through the use of NAMs. The data integration area was 

prioritised taking into account a number of criteria such as the regulatory readiness8 within the work 

area, and the potential impact in facilitating the routine use of NAMs in risk assessments.  As suggested 

in the roadmap, the best way for addressing this request is through “Proof of Concept Case Studies”. 

The aim is to develop Case Studies representing real examples of risk assessments, within EFSA remit, 

combining existing information with newly conducted NAM studies covering the nanoscale 

considerations. These Case Studies should implement the proposals for Integrated Approaches to 

Testing and Assessment (IATA) of the EFSA Nano Guidances published in 20219; providing examples 

and recommendations to applicants and interested parties on the use of NAMs for addressing 

nanoscale considerations in the risk assessment process, avoiding the need for additional animal 

studies.      

 

EFSA is already conducting several projects on the integration of NAMs data,   for example exploring 

the use of NAMs for addressing data gaps identified in EFSA assessments. In January 2022, EFSA 

launched the project, “AI4NAMS”, which is exploring the use of Artificial Intelligence (AI) for extracting 

and integrating NAMs-based data using different case studies10. The results of this project will be 

available by mid-2023, and the case studies will cover several chemical groups and relevant 

toxicological endpoints. Detailed information on EFSA grants and procurements, on-going and under 

preparation is available on the EFSA website under the “ENGAGE” Section11. 

 

One specific area EFSA considers NAMs are a promising tools is the safety assessment of 

nanomaterials. This is a cross-cutting matter which covers several regulatory frameworks within 

EFSA’s remit and includes nanomaterials, conventional materials with a fraction of nanoparticles, as 

 
7 Escher SE, Partosch F, Konzok S, Jennings P, Luijten M, Kienhuis A, de Leeuw V, Reuss R, Lindemann K-M, Hougaard Bennekou 
S, 2022. Development of a Roadmap for Action on New Approach Methodologies in Risk Assessment. 153 pp. 
doi:10.2903/sp.efsa.2022.EN-7341, https://doi.org/10.2903/sp.efsa.2022.EN-7341 
8 Based on the work in the EFSA roadmap for NAMs, regulatory readiness level can be defined as the levels used to specify the 
different phases for the implementation of NAMs in risk assessment starting with research and subsequently progressing to fully validated 
and implemented approaches   
9 EFSA Scientific Committee, Hardy, A, Benford, D, Halldorsson, T, Jeger, MJ, Knutsen, HK, More, S, Naegeli, H, Noteborn, H, 
Ockleford, C, Ricci, A, Rychen, G, Schlatter, JR, Silano, V, Solecki, R, Turck, D, Younes, M, Chaudhry, Q, Cubadda, F, Gott, D, 
Oomen, A, Weigel, S, Karamitrou, M, Schoonjans, R and Mortensen, A, 2018. Guidance on risk assessment of the application 
of nanoscience and nanotechnologies in the food and feed chain: Part 1, human and animal health. EFSA Journal 
2018;16(7):5327, 95 pp. https://doi.org/10.2903/j.efsa.2018.5327 
EFSA Scientific Committee, More, S, Bampidis, V, Benford, D, Bragard, C, Halldorsson, T, Hernández-Jerez, A, Bennekou, SH, 
Koutsoumanis, K, Lambré, C, Machera, K, Naegeli, H, Nielsen, S, Schlatter, J, Schrenk, D, Silano (deceased), V, Turck, D, 
Younes, M, Castenmiller, J, Chaudhry, Q, Cubadda, F, Franz, R, Gott, D, Mast, J, Mortensen, A, Oomen, AG, Weigel, S, 
Barthelemy, E, Rincon, A, Tarazona, J and Schoonjans, R, 2021. Guidance on technical requirements for regulated food and 
feed product applications to establish the presence of small particles including nanoparticles. EFSA Journal 2021;19(8):6769, 
48 pp. https://doi.org/10.2903/j.efsa.2021.6769 
10 https://etendering.ted.europa.eu/cft/cft-display.html?cftId=8596 
11 https://www.efsa.europa.eu/en/engage 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fdoi.org%2F10.2903%2Fsp.efsa.2022.EN-7341&data=05%7C01%7C%7C20ac2844a7924d1509a408da42dd66fa%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637895816379611125%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=QaUAR4nLFsHPL1a%2BKloI8dRfMN%2BfbuFQNsyeG29%2Fkyc%3D&reserved=0
https://doi.org/10.2903/j.efsa.2018.5327
https://www.efsa.europa.eu/en/engage
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well as nanostructured materials with nano-scale characteristics12. Consequently, nanomaterials and 

conventional materials requiring nano-scale assessment which could benefit from NAM data 

integration have been selected for the proof of concept. The results from this project in terms of 

developing data integration approaches will be combined with those from the AI4NAMs project and 

the results of the case studies conducted under other EFSA projects (i.e. EFSA Pilot Project on NAMs 

for the risk assessment of the pesticide Tebufenpyrad (GP/EFSA/SCER/2020/02, 

NP/EFSA/SCER/2020/02), EFSA Project on NAMs for the hazard assessment of nanofibers 

(GP/EFSA/SCER/2020/04), EFSA Project on the use of NAMs to explore the immunotoxicity of the 

contaminant PFAS (OC/EFSA/SCER/2021/13), EFSA Project on the use of NAMs to explore interspecies 

metabolic differences on essential oils as feed additives (OC/EFSA/SCER/2021/14)) .  

 

Nano-scale risk assessment has been identified as of particular interest for the data integration by 

EFSA. The eevaluation of substances at the nanoscale in EFSA assessments includes two main groups: 

engineered nanomaterials and conventional materials containing a fraction of nanoparticles. The 

recent EFSA Scientific Committee (SC) Nano Guidances13,14 have included generic proposals for 

reducing the need for animal testing using NAMs. The first guidance covers engineered nanomaterials 

and nanoforms, the second, covers conventional materials not specifically designed at the nanoscale, 

but that due to their properties or production process may contain a fraction of particles at the 

nanoscale.    

 

In the first case (engineered nanomaterials and nanoforms), a material is intentionally engineered at 

the nanoscale for giving it specific properties. In general, toxicological information on the conventional 

material(s) or chemical components is available. The EFSA SC Guidance on Nano - Risk Assessment 

(EFSA SC, 202112) suggests the use of read-across and the development of NAM-based Integrated 

Approaches to Testing and Assessment (IATA) for covering the nano-specific considerations based on 

mechanistic understanding of processes (toxicokinetic and toxicodynamic) at the nanoscale. 

 

IATAs have been proposed by the OECD as the best tool for integrating data from different sources in 

the risk assessment process (OECD, 202015). Based on the available information, existing knowledge 

on the mode of action, and expectations from the nanoscale design, it is possible to formulate 

hypotheses regarding the nano-specific toxicokinetic and toxicodynamic considerations and develop 

hypothesis-driven problem formulations.   

 

In the second case (conventional materials with a fraction at the nanoscale), the main problem is that 

the existing safety studies were not designed to address nano-specific considerations. The EFSA SC 

Guidance on Particle - Technical Requirements (EFSA SC, 202113) suggests the use of NAMs for 

fulfilling the data gaps and complementing the available safety studies, avoiding the need for 

conducting new in vivo studies. 

 

Although the recommendations are clear in both EFSA SC guidance documents, detailed examples 

supported by case studies are not described. Developing detailed guidance, including elements for 

data integration approaches supported by examples as case studies, is essential for facilitating 

 
12 Within EFSA remit, nanomaterials are those covered by the definitions of engineered nanomaterials under the Novel Food 
Regulation (Regulation (EU) 2015/2283), and nanoforms under the legislations covering Food Contact Materials and REACH 
(applicable to pesticide active substances). In the context of this Project conventional materials are those not covered by 
these legal definitions, but requiring nanoscale considerations for risk assessment in line with the EFSA Nano Guidances. 
13 https://efsa.onlinelibrary.wiley.com/doi/full/10.2903/j.efsa.2021.6768 
14 https://efsa.onlinelibrary.wiley.com/doi/full/10.2903/j.efsa.2021.6769 
15 OECD (Organisation for Economic Co-operation and Development), 2020. Overview of Concepts and Available Guidance 
related to Integrated Approaches to Testing and Assessment (IATA)” https://www.oecd.org/chemicalsafety/risk-
assessment/concepts-and-available-guidance-related-to-integrated-approaches-to-testing-and-assessment.pdf 

https://efsa.onlinelibrary.wiley.com/doi/full/10.2903/j.efsa.2021.6768
https://efsa.onlinelibrary.wiley.com/doi/full/10.2903/j.efsa.2021.6769
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applicants to build their dossiers with sufficient confidence and predictability avoiding animal testing 

and for ensuring a harmonised and consistent assessment by the different EFSA Panels and Units.   

 

More recently, the EFSA 2027 Strategy16 outlines the need to increase the risk analysis capabilities by 

strengthening a collaborative data governance together with Member States and other EU Agencies. 

The EFSA 2027 Strategy aims to improve data quality and interoperability with IT tools in line with 

the “One Substance – One Assessment” (1S1A) approach as part of the Chemicals Strategy for 

Sustainability (CSS), ensuring preparedness for future risk analysis needs (strategic objective 2). 

 

The outcome of these projects will be regularly evaluated with EFSA’s experts and partners to evaluate 

the potentials of the use of NAMs in EFSA’s risk assessments and to define the added scientific value 

of introducing alternative approaches in EFSA’s work. The ultimate goal will be to develop 

internationally harmonised guidance on the use of NAMs in EFSA’s chemical risk assessments. 

 

Motivation for this proposal  

Data integration is an essential element in chemical risk assessments and has been prioritised under 

the EFSA NAMs roadmap. In the case of nanomaterials, the conventional chemical risk assessment 

should also be integrated with the nano-specific assessment. It covers several EFSA domains in the 

area of regulated products and is ideal for developing cross-cutting processes, recommendations and 

guidance.  

 

Nanotechnology is an area in which the implementation of NAM-based approaches, avoiding animal 

testing, is promising as: 

• The EFSA Guidance is already based on hypothesis-driven approaches implementing Next 

Generation Risk Assessment (NGRA) 

• The existing OECD Test Guidelines on animal studies are not suitable as such, and require 

adaptations for nano-scale considerations 

• Some essential elements identified in the EFSA Nano Guidances, such as the identification of 

nanoparticles inside cells and tissues, are technically easier to implement using in vitro 

methods than in vivo studies 

• It is an area with high level of innovation, with close contact between researchers in academic 

institutions and industry, and where the concept of “safe by design” has received large 

attention. In fact, the only area in our knowledge where EFSA has already received dossiers 

with NAM-based IATAs for getting mechanistic understanding 

 

Specifically for EFSA, nanotechnology is a cross-cutting area, with applications on nanomaterials 

already submitted in several EFSA areas including novel foods, food/feed additives and flavourings, 

and food contact materials, in some cases with the same or very similar nanomaterials used in several 

applications. Other areas of future interest within EFSA’s remit are nano-formulated pesticides and 

nanostructured contaminants, including nanometals and nanoplastics.  

 

EFSA identified, this as an area with high interest and potential for rapid implementation of animal-

free NAM-based approaches, where EFSA could demonstrate the commitment for supporting 

innovation and NGRA approaches while minimising the use of animal testing. 

 

Similarly, there is the need to develop reporting formats to collect nanomaterials data derived from 

NAM-based approaches. The OECD Harmonised Templates (OHTs) provide standard data formats for 

reporting chemicals data and information including nanomaterials (e.g. OHTs 101-113). In this 

context, OHT 201 on intermediate effects plays a key role in the development of NAMs particularly for 

 
16 https://www.efsa.europa.eu/sites/default/files/2021-07/efsa-strategy-2027.pdf 
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collecting, exchanging and (re)using harmonised mechanistic data derived from multiple NAMs-based 

approaches. Once the reporting format is defined, nanomaterials data can be collected and stored in 

IUCLID 6 (Uniform ChemicaL Information Database), thus generating the first EFSA database on 

nanomaterials. Overall, this will contribute to the development of the EFSA Chemical Hazards Database 

“OpenFoodTox 3.0” and its interoperability with the Common Open Platform on Chemical Safety 

Data17. 

 

The opportunities for cooperation are both at EU and international level. In the EU, EFSA keeps close 

collaboration with the European Chemicals Agency (ECHA), including the EU observatory for 

nanomaterials(EUON) and EC (including JRC, SANTE, RTD, ENV and the interservice group on Nano) 

while EFSA is also following ongoing EU research projects under the Horizon DG RTG programme in 

the nanocluster developing frameworks for safe by design advance materials in the food area were 

NAMs constitute a key element. Internationally, the US Agencies are leading the process (Petersen et 

al. 2021 doi:10.14573/altex.2105041) and cooperation through the ILMERAC WG on NAMs has already 

identified nanomaterials and nanoplastics as an area of high interest for EFSA-FDA-USEPA-Health 

Canada collaboration. Also at international level, the OECD has recently updated the main 

considerations for nanoscale risk assessment18; this project is in line with the research priorities 

identified in the area of animal alternatives and novel approach methodologies.  

 

 

MAIN OBJECTIVE OF THE CALL 

 

This is a multiannual project composed of several Calls for proposals aiming at identifying 

organisations supporting EFSA in the implementation of the data integration activities described 

in the EFSA Roadmap for NAMs and prioritised in this Call. This includes: a) specific activities 

linked to nanotechnology and nano-safety assessments, focusing on the use of NAMs for assessing 

nanomaterials and other materials requiring the assessment at nano-scale; and b) proposals for data 

integration, which go beyond the nanotechnology area, covering all chemical risk assessment areas 

under the EFSA remit. 

It should be noted that for the group of tasks specifically linked to nanotechnology and nano-safety 

assessments, the generation of new data is limited to NAMs and nano-considerations, while the data 

integration should also consider the available information materials in conventional and nano forms, 

including human and animal data. The aim for these tasks is to develop proposals and to implement 

proof of concept case studies demonstrating that in the food/feed area, IATAs based on existing 

knowledge (i.e. animal studies on the conventional and related materials that could be used for read-

across) combined with NAMs for addressing mechanistically nano-specific issues, may provide better 

information for safety assessment than new in vivo studies. 

While proposals for case studies constitute the backbone of this call, the call also includes preparatory 

tasks. In particular, complementing the EFSA roadmap on NAMs with a review of available tools 

recently generated by research projects, with a focus on EU Horizon projects, and the development of 

a qualification system for supporting NAM developers interested in the food and feed area. 

Key complementary objectives are the integration of the information obtained through the case studies 

for preparing draft guidance documents and recommendations to be considered by the Scientific 

Committee and Panels through the relevant Working Groups, relevant networks and other expert 

groups; including practical examples and recommendations for integrating and collecting NAMs data 

 
17 https://ec.europa.eu/environment/pdf/chemicals/2020/10/Strategy.pdf 
18 https://www.oecd.org/officialdocuments/publicdisplaydocumentpdf/?cote=ENV-CBC-MONO(2022)3%20&doclanguage=en 
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using OHT 201 templates19 in IUCLID 620; which will be considered by EFSA for further discussion with 

the OECD and ECHA, respectively. 

As mentioned above, this multiannual project will be implemented in several Calls for proposals. This 

first Call covers specifically, the following objectives: 

Objective 1. Reviewing the available NAM-based tools and methods for assessing the toxicity 

of nanoparticles, in particular those developed by recent EU Research projects. The review 

should consider the EFSA Roadmap on NAMs and complete it with the information on projects 

in the nanotechnology area that developed NAMs methods and/or SOPs related or applicable 

to these studies (e.g., SOPs on sample preparation, dispersion protocols, etc.) 

Objective 2. Developing a qualification system for facilitating the regulatory use of NAM tools 

and methods, using the experience from EU (EMA) and international (US FDA) agencies. The 

system should be considered as “pre-validation system” for facilitating the regulatory use of 

results from non-standardised methods. Developers of methods and tools (e.g. SOPs) would 

be able to present to EFSA proposals supported by scientific evidence on the capacity of the 

method/tool for specific purposes. Following the assessment, EFSA should publish a report with 

indications of e.g., the capacities/uses that can be verified based on the provided information 

(i.e. confirmed fit for purpose qualifications), recommendations for developers and users, and 

indications for reporting experimental designs and results. This task includes the preparation 

of a generic framework for the qualification system, the discussion with EFSA, Member States 

and relevant organisations, and design of the implementation of the finally agreed system.     

Objective 3. Designing and conducting a first set of proof of concept case studies to 

demonstrate that the combination of existing in vivo information and NAM-based data can 

provide better information for safety assessments than new in vivo studies. Proposals should 

cover one or more of the following areas: 

a. nano-enabled nutrients, nanostructured nutrient sources  

b. nano engineered and/or nanostructured novel foods, food/feed additives, 

flavourings 

c. novel foods, food/feed additives, flavourings containing a nanofraction 

d. substances in nanoform or containing a fraction of nanoparticles used in food 

contact materials (FCM) 

e. nano formulated pesticides, pesticide active substances in nanoform or 

containing a nanofraction 

Each case study proposal should include the specific objective, the problem formulation and 

proposed IATA describing the information available, new studies to be conducted, and the proposal 

for integrating the results, and the relevance for EFSA. The cases may focus on a full or partial 

assessment of a relevant material or on the validation for regulatory use of specific experimental 

designs, tools, methods, etc, relevant for EFSA assessments. 

Further EFSA Call for proposals, to be launched from 2023 onwards, will cover a second set of case 

studies under  Objective 3 as well as the additional specific objectives described below: 

Objective 4. Support EFSA SC in developing guidance for data integration and implementing 

hypothesis-driven Next Generation Risk Assessment (NGRA) in the area of food 

nanotechnology. Including the assessment of the case study results and drafting proposals 

 
19 https://www.oecd.org/ehs/templates/harmonised-templates-intermediate-effects.htm 
20 https://iuclid6.echa.europa.eu/ 

https://www.oecd.org/ehs/templates/harmonised-templates-intermediate-effects.htm
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regarding NAMs data integration, considering tools compatible with EFSA IT structure, cross-

cutting guidance, and specific considerations for nano-enabled nutrients, novel foods, 

food/feed additives and flavourings, food contact materials (FCM), and nanopesticides. 

Objective 5. Designing a networking strategy with EU Member States (MSs) for supporting 

applicants in preparing dossiers for nanomaterials, including practical examples and 

recommendations for integrating and collecting NAMs data in IUCLID. The strategy should 

consider the EFSA Scientific Network of Risk Assessment of Nanotechnologies in Food and Feed 

(Nano Network) as well as the Pesticide Steering Network for applications in the area of 

pesticides.  

Objective 6. Adapting the achieved knowledge to the assessment of nano-contaminants and 

(co)leading an international engagement for assessing the risk of food relevant nano-

contaminants, including nanoplastics. The proposal should cover EU contributions, coordinating 

EFSA and MSs efforts and consider the international networking possibilities offered by APCRA 

and the ILMERAC Working Group on NAMs. 

 

This would contribute to the achievement of the EFSA strategic objective ‘Building the EU’s scientific 

assessment capacity and knowledge community’ and ‘Efficient preparation for future risk assessment 

challenges’.  

 

 

 

1.3  SPECIFIC OBJECTIVES OF THE CALL  

The aim of this call is to establish a partnership between EFSA and grant beneficiaries, covering the 
Objectives 1 and 2  defined above, as well as the first set of Case Studies under Objective 3. 

Under Objective 3, two complementary types of case studies can be proposed. The first type is 

described in Lot 2, and covers proposals for conducting a risk assessment for a material for uses 

within EFSA remit. Each case study proposal should include the specific objective, the proposed IATA 

(describing the information available, new studied to be conducted, and the proposal for integrating 

the results), and the relevance for EFSA. The second type is described in Lot 3, covers cross-cutting  

assessments of nanoscale  considerations, relevant to different domains under EFSA regulated 

products, or on the validation for regulatory use of specific experimental designs, tools, methods, etc, 

relevant for EFSA assessments. All case studies will also provide practical examples and 

recommendations for integrating and collecting NAMs data using OHT 201 templates in IUCLID. 

The European Commission Joint Research Centre (EC-JRC) will cooperate and support EFSA during the 

development of this project and the implementation of the results. This cooperation will include 

supporting EFSA in the selection of the proposals and case studies, and in the assessment of the 

deliverables as well as conducting specific experimental studies (e.g. for optimising the experimental 

protocol and ensuring reproducibility of the results). The specific tasks and activities would be defined 

by the EC-JRC following a dialogue with EFSA. The detailed plans for each case study will be discussed 

with the awarded organisations. The awarded organisations must facilitate the EC-JRC involvement 

(e.g. by sharing samples, SOPs, experimental material, technology transfers, etc., as needed by the 

EC-JRC for conducting their tasks). 

For the interim and final meetings, as well as for the review of the deliverables, EFSA may consider 

involving experts from its Scientific Committee and its Panels, including their Working Groups, the EC-



 
 

 13 

JRC, and European and international organisations including those participating in the APCRA and 

ILMERAC networks.  

 

1.3.1  LOT 1: Review of tools and developing a ‘Qualification System for NAMs’ 

Specifically, the organisation(s) awarded the grant under Lot 1 shall develop proposals for discussion 
with, and agreement by EFSA covering the following objectives: 

Objective 1.  Complementing the EFSA NAMs roadmap with a review of available NAM-based tools 
and methods for assessing the toxicity of nanoparticles, in particular those developed by recent EU 
Research projects.  

Objective 2. Developing and implement a proposal for a “fit for purpose qualification system for 
NAMs” aimed at facilitating the regulatory use of NAM tools and methods. 

Specifically, the organisation(s) should prepare and submit the following outputs: 

Deliverable 1:  by the end of month 6 from the kick off meeting, present a review of available NAM-
based tools and methods for assessing nanoscale considerations relevant to the safety and toxicity 
assessment of nanoparticles, in particular those developed by recent EU Research projects (e.g. 
PATROLS, GRACIOUS, SUNSHINE). The review should consider the EFSA Roadmap on NAMs and 
complete it with the information on projects in the nanotechnology area that developed NAMs methods 
and/or SOPs related or applicable to the assessment of nanoscale considerations (e.g., SOPs on sample 
preparation, dispersion protocols, etc.). 

In the proposal, the applicant must provide:   

a) detailed information on the methodological approach proposed for conducting the review, the 
coverage, and how the findings will be reported and analysed;  

b) the proposed workplan and timelines; the proposed workplan should include at least two interim 
meetings and a final workshop for presenting the results to EFSA, JRC, organisations selected 
for conducting the tasks under Lot 2 and 3, and other organisations and individual experts 
selected by EFSA. The awarded organisation will update the review following the outcome of 
the workshop.   

The review should be prepared using the EFSA External Scientific Report template (the template will 
be provided by EFSA), and after approval by EFSA, the report will be published in the EFSA Journal. 

At the kick off meeting, a calendar defining the project timelines will be agreed between the awarded 
organisation/consortium and the EFSA coordinator of the Grant agreement, of course respecting the 
foreseen duration of the grant agreement and overall timelines for each deliverable. During 
preparatory and follow-up meetings, the EFSA coordinator will provide the guidance and requirements 
for fulfilling this task in line with the EFSA quality standards.  

Deliverable 2: by end of year 1 from the kick off meeting, develop a proposal for a fit for purpose 
qualification system for facilitating the regulatory use of NAM tools and methods. The proposal should 
cover all NAM related tools relevant in the areas covered by EFSA. The proposal should include the 
experience from EU (in particular EMA) and international (in particular US FDA) agencies regarding 
the development and implementation of qualification systems for NAM developers. This task includes 
the preparation of a generic framework for the qualification system, and the discussion with EFSA, 
MSs and relevant organisations, and design of the implementation of the finally agreed system.     

In the proposal, the applicant must describe the conceptual approach for developing this qualification 
system and for its implementation, considering among others the following elements:  

a) The conceptual approach. The system should be designed as a tool offering the opportunity 
to developers in this area, including researchers, academic and business institutions, to 
submit proposals for “verification for regulatory use for specific uses” of new methods, tools, 
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SOPs, in order to facilitate the regulatory use of results from non-standardised methods. 
Developers of methods and tools (e.g. SOPs) should be able to present to EFSA proposals 
supported by scientific evidence on the capacity of the method/tool for specific purposes.  
 

b) The process and key elements to be considered for assessing the proposals. 

 
c) The information to be published with the conclusions of the assessment, e.g., the 

capacities/uses that can be verified on the basis of the provided information (i.e. confirmed 
fit for purpose qualifications), recommendations for developers and users, and indications 
for reporting experimental designs and results.  

 

In the proposal, the applicant must present a workplan, as well as the suggested conceptual approach 
and methodology. The proposal should also include a discussion forum with EFSA, EC including the 
JRC and the Member States. 

Within a year after receiving Deliverable 2, EFSA and the EC-JRC would consider the proposal, adapt 
it to EFSA needs if necessary, discuss it with the Advisory Forum, and decide the approach to be 
implemented by EFSA. The organisation awarded with this Lot would provide support to EFSA during 
this phase.  

Deliverable 3: starting from month 24 and by the end of month 30 from the kick off meeting, develop 
an implementation plan for EFSA agreement and by end of year 3 from the kick off meeting, finalise 
implementation. The awarded organisation will prepare a proposal for implementing the qualification 
system in line with the adopted EFSA decision, and will implement the proposal following EFSA 
agreement. 

Deliverable 4: Between years 3 and  4 from the kick off meeting, , (the first year of the qualification 
system being implemented), the awarded organisation will provide support to EFSA for assessing the 
request for qualification received by EFSA. 

The table below summarises the main deliverables and timelines. 

Summary table for LOT 1 deliverables and milestones 
Deliverable Timeline 

D1. Review on NAM-based tools and methods Month 6 

D2. Proposal for Qualification system Month 12 

D3. Implementation plan From Month 24 to 36  

D4. Support for assessing proposals From Month 36 to 48 

Additional Milestones  

Discussion phase on the proposal including EC and MSs Months 6 to 12 

Discussion phase on the implementation with EFSA and AF  Months 12 to 24 

Draft implementation plan Month 30 

At the  kick off meeting, a calendar defining the timelines for the delivery of interim reports and 
meetings will be agreed between the partner and the EFSA coordinator of the Grant agreement. During 
preparatory and follow-up meetings, the EFSA coordinator will provide the guidance and requirements 
for fulfilling this task within the EFSA quality standards. 

 

 

1.3.2  LOT 2: Risk assessment case studies 

For Lot 2 under this call for proposals, the applicants will present proposals for conducting case studies 

using NAMs for addressing the nanoscale considerations and integrating this information with existing 

information and knowledge for conducting a risk assessment for consumers. In the case of feed 
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additives, the risk assessment should also cover the target species. In addition, for feed additives and 

pesticides, it is recommended but optional to include also the risk assessment for workers (feed 

additives) and for operators, workers, bystanders and residents (pesticides).  

 

Each case study should include a full risk assessment for a nanoengineered material or nanoform, 

and/or for a conventional material containing a fraction of nanoparticles or with internal nanostructure 

(nanostructured materials). The proposal may include risk assessments for related materials (e.g. a 

nanoengineered material and a conventional material with similar chemical composition; 

nanomaterials with different particle sizes, coatings, crystallinities, etc.; groups of materials, etc.). 

The risk assessment should focus on one or more uses relevant to a particular domain under the EFSA 

remit. The proposal should take into account the codes below to indicate the uses for the conducted 

assessments:  

 

SUBLOT 2.1 Nutrients and nutrient sources 

SUBLOT 2.2 Novel foods 

SUBLOT 2.3 Food additives and food flavourings 

SUBLOT 2.4 Feed additives 

SUBLOT 2.5 Food Contact Materials 

SUBLOT 2.6 Pesticides 

 

A case study is defined as a proposal covering the risk assessment of one or several related materials 

for one or several uses within the same EFSA domain as specified in the SUBLOT list above.   

 

Applicants may present connected case studies, covering a material or set of materials with proposed 

uses related to several domains (uses covered by different SUBLOTs). In this case the application 

must indicate the reference to several sublots (e.g. SUBLOT 2.3. and SUBLOT 2.4. for a proposal 

covering the use of a material as food and as feed additive). For such proposals, the applicant may 

combine deliverables 1 to 4 for the connected case studies, however for each case study, an 

independent Deliverable 5 should be provided.     

  

Applicants may propose several case studies in their proposals. For such proposals,  the tasks should 

be presented for each case study. The assessment will be conducted for each case study.  

 

Each case study will be implemented following the IATA approach as indicated in the EFSA Nano 

Guidance documents. It is highly recommended to use the OECD IATA guidance, overview and 

template21 for preparing the proposals and for implementing the selected cases. 

 

Specifically, each awarded organisation(s) should prepare and submit for each awarded case study 

the following outputs: 

 

Deliverable 1:  By the 2nd month from the kick off meeting, an updated proposal of the case study 

following the considerations provided by EFSA and the EC-JRC at the kick-off meeting, to be distributed 

to all the other awarded organisations and presented at a workshop to be organised by EFSA in close 

collaboration with the EC-JRC.  

 
21 Guidance Document on the Reporting of Defined Approaches to be Used within Integrated Approaches to Testing and 

Assessment 
https://www.oecd.org/officialdocuments/publicdisplaydocumentpdf/?cote=env/jm/mono(2016)28&doclanguage=en 
Overview of Concepts and Available Guidance related to Integrated Approaches to Testing and 
Assessment (IATA) https://www.oecd.org/chemicalsafety/risk-assessment/concepts-and-available-guidance-related-to-
integrated-approaches-to-testing-and-assessment.pdf 
A word version of the template may be provided by EFSA upon request. 

https://www.oecd.org/officialdocuments/publicdisplaydocumentpdf/?cote=env/jm/mono(2016)28&doclanguage=en
https://www.oecd.org/chemicalsafety/risk-assessment/concepts-and-available-guidance-related-to-integrated-approaches-to-testing-and-assessment.pdf
https://www.oecd.org/chemicalsafety/risk-assessment/concepts-and-available-guidance-related-to-integrated-approaches-to-testing-and-assessment.pdf
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Deliverable 2: By the 6th month from the kick off meeting, following the workshop mentioned above, 

each awarded organisation will present an updated IATA proposal, describing the experimental studies 

to be conducted, detailed study protocols, and the proposal for the assessment and integration of the 

new results with the available information included in the original IATA and that from other sources 

(e.g. generated in parallel from related projects or activities or as the result of international 

cooperation through OECD, APCRA, ILMERAC, etc.). The updated proposal will also indicate the 

collaboration opportunities with other case studies and with the EC-JRC. 

 

Deliverable 3: By the 21st month from the kick off meeting, to present a report with the results of 

the experimental results already conducted, and updated IATA and work plan and detailed protocols 

for the additional studies to conducted. In addition to the report, this deliverable will include a 

complementary file presenting the results as structured data using the OECD Harmonised Template 

OHT 201 as implemented in the IT tool IUCLID22. Recommendations for updating the OHT 201 

templates and related IUCLID fields should also be presented if needed.    

 

Deliverable 4: By the 36th month from the kick off meeting, to present a report with the experimental 

results to be published, following approval by EFSA. The report will be drafted as an EFSA External 

Report and should also include a supplementary file presenting the data using the OECD Harmonised 

Template OHT 201 as implemented in the IT tool IUCLID23. Publishing the results in scientific journals 

during the project is encouraged. Publication will require prior approval by EFSA and explicit mention 

to the EFSA funding. The EFSA External report should describe in detail all unpublished results and 

include references for the results already published as scientific publications.   

 

The results and the IATA integrating the results with previously available information and other 

information sources will be presented at a workshop to be organised by EFSA in close collaboration 

with the EC-JRC.  

 

The awarded organisation/consortium will co-organise with EFSA and the EC-JRC a stakeholder 

workshop (in person, on-line or hybrid upon with agreement with EFSA and the EC-JRC) for presenting 

the results of the case studies to MS risk assessment organisations, applicants, interested 

organisations, researches and other stakeholders. The awarded organisation/consortium will prepare 

the draft program, invite the stakeholders and potential users, prepare the presentation(s) and draft 

a workshop report. The awarded organisation/consortium should host the workshop, organising and 

covering the costs of the venue or on-line platform, and in case of in person workshop, for the catering 

and the travelling arrangements of the invited experts. EFSA may request several awarded 

organisations/consortia to cooperate and organise a joint workshop for presenting the results of 

several case studies. 

 

In addition, each awarded organisation/consortium will present to the EFSA SC cross-cutting Working 

Group (ccWG) on Nanotechnology the results and a draft risk assessment for the material(s) in line 

with the EFSA Nano guidance documents. The awarded organisation/consortium will also present 

proposals for updating the EFSA Nano Guidance.  

 

In line with the aims of objective 4 (to be launched in following calls), the different results and 

proposals for updating the relevant guidance will be discussed, and a template for reporting each case 

study as an Annex for the updated EFSA Nano Guidances will be prepared. The awarded 

 
22 https://iuclid6.echa.europa.eu/ 
23 https://iuclid6.echa.europa.eu/ 

https://iuclid6.echa.europa.eu/
https://iuclid6.echa.europa.eu/


 
 

 17 

organisation(s) will use this template for reporting the outcome of the conducted case studies as 

examples of NAM-based IATAs for the risk assessments on the assessed material(s).  

 

Publication of the results in scientific journals, following EFSA agreement, is highly encouraged.  

 

Deliverable 5: By the 46th month from the kick off meeting, to present a report to be published, 

following approval by EFSA, as an EFSA External Report describing the risk assessment conducted for 

the material(s), and proposals for updating the EFSA Nano Guidances. In addition, the report should 

include a draft proposal for and Annex using the above mentioned template (to be developed under 

objective 4, to be discussed with the EFSA SC ccWG on Nanotechnology and included, with the required 

modifications, in the updated guidances. EFSA may request the integration of several case studies in 

a single annex, to be prepared jointly by the different awarded organisations.  

 

 

The awarded organisations/consortia must ensure collaboration with EFSA, EC-JRC, and all the other 

organisations awarded in the different lots and sublots of this project.  

 

The table below summarises the main deliverables and timelines for each LOT 2 Case Study. 

 

Summary table for LOT 2 Case Studies deliverables 

Deliverable Timeline 

D1. Updated proposal Month 2 

D2. Updated IATA and detailed study protocols Month 6 

D3. Report with first set of experimental results and updated IATA Month 21  

D4. Report describing all results for publication as EFSA External Report Month 36 

D.5 Risk Assessment report and Annex for guidance update Month 46 

Additional Milestones  

EFSA-JRC Workshop with all awarded organisations  Months 2 to 4 

Stakeholder workshop  Months 36 to 40 

Presentation to SC ccWG on Nanotechnologies  Month 38 to 44 
 

At the start from the kick off meeting, a calendar defining the timelines for the delivery of interim 

reports and meetings will be agreed between the awarded organisation/consortium and the EFSA 

coordinator of the Grant agreement.  

 

1.3.3  LOT 3: Methodological and generic case studies  

This lot covers proposals for developing and implementing methodological and cross-cutting proposals 

as well as developing NAM-based tools and procedures, of high relevance for the risk assessment 

within the EFSA remit. This may cover the development of tools and methods to cover nanoscale 

considerations in a particular phase of the risk assessment, e.g. for the characterisation of the 

material, for assessing gastrointestinal uptake; cellular internalisation; role of microbiome; etc. These 

proposals will not cover a full risk assessment for a specific material, but would contribute to 

methodological progress and guidance update. 

 

In the proposal, the applicants will describe the aim, activities and tasks, and propose a tentative 

workplan, adapting the indications provided for LOT 2 to the actual needs for each case study. 

Mandatory elements to be included in the proposal are the presentation in 2nd and 36th months of 
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deliverables for discussion at the workshops to be organised by EFSA in close collaboration with the 

EC-JRC after the submission of Deliverables 1 and 3 for LOT 2 case studies, respectively. In addition, 

when relevant, the proposals would include the co-organisation with EFSA and the EC-JRC of a 

stakeholder workshop for presenting the results of the case study to MS risk assessment organisations, 

applicants, interested organisations, researches and other stakeholders.    

 

The awarded organisations must ensure collaboration with EFSA, EC-JRC, and all the other 

organisations awarded in the different lots of this project.  

 

The table below summarises the main deliverables and tentative timelines for each LOT 3 Case Study. 

Applicants may present in the proposal additional deliverables and specific milestones.  

 

Summary table for LOT 3 Case Studies deliverables 

Deliverable Timeline 

D1. Updated proposal Month 2 

D2. Updated detailed study protocols Month 6 

D3. Report with first set of experimental results and updated study 

plan and protocols 

Month 21  

D4. Report describing all results for publication as EFSA External 

Report 

Month 36 

D.5 Recommendations for guidance update Month 46 

Additional Milestones  

EFSA-JRC Workshop with all awarded organisations  Months 2 to 4 

Stakeholder workshop  Months 36 to 40 

Presentation to SC ccWG on Nanotechnologies  Month 38 to 44 

 

 

 

At the start from the kick off meeting, a calendar defining the timelines for the delivery of interim 

reports and meetings will be agreed between the awarded organisation/consortium and the EFSA 

coordinator of the Grant agreement. During preparatory and follow-up meetings, the EFSA coordinator 

will provide the guidance and requirements for fulfilling this task within the EFSA quality standards. 

 

 

1.4 ELIGIBLE ORGANISATIONS 

 

In order to achieve the main objective of the call, the proposal can be submitted by one eligible 

organisation or by a consortium of eligible organisations. In case of a consortium, one of the 

partners must be identified in the proposal as the consortium leader. The applicant is responsible for 

identifying consortium partners.  

 

To be eligible, the applicant and in case of a consortium the partner/s must be on the list of competent 

organisations designated by the Member States in accordance with Article 36 of Regulation (EC) 

178/2002 and Commission Regulation (EC) 2230/2004. This list is regularly updated by EFSA 

Management Board. You may consult the list on EFSA’s website at 

http://www.efsa.europa.eu/en/networks/art36.htm.  

 

 

 

1.5. ROLES AND RESPONSIBILITIES 

 

http://www.efsa.europa.eu/en/networks/art36.htm
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A) If the proposal is submitted by a consortium: 

For proper understanding of this call it is also important to have clarity on the used terminology in 

respect of the involved organisations and their roles.  

• The Applicant submits the project proposal/grant application to EFSA on behalf of the 

consortium. The applicant is the leading entity of the consortium. There can be only one 

applicant in project proposal/grant application. 

• The Partner is the other entity in the consortium. There can be a minimum of one partner 

or preferably more partners.  

 

Once the grant is awarded the grant agreement is signed between EFSA, the applicant and all partners. 

However, the partners do not sign themselves the grant agreement. They give to the applicant, if they 

agree so, a mandate (template will be provided by EFSA), where they authorise the applicant to sign 

the grant agreement, and any possible amendments to it, also on their behalf. This facilitates the 

signature process where only two signatures need to be collected, one from EFSA and one from the 

applicant. As soon as the grant agreement is signed the applicant becomes the Coordinator and its 

partner/s become the Co-Beneficiary/ies. The coordinator and co-beneficiary/ies are together 

referred to as the Beneficiaries. The beneficiaries are jointly and severally liable for the technical 

implementation of the project as described in the proposal which will become annex 1 of the grant 

agreement. If a beneficiary fails to implement its part of the project, the other beneficiaries become 

responsible for implementing its part.  

 

Regarding the coordinator, please note also the following important roles: 

 

• Take part in implementing the project; 

• Monitors that the action is implemented properly; 

• Act as the intermediary for any communication between the consortium and EFSA;  

• Receive and answers all claims EFSA might have in relation to the implementation of the 

project;  

• Request and review any documents or information required by EFSA and verify their 

completeness and correctness before passing them on to EFSA; 

• Inform EFSA and the partner/s of any event that is likely to substantially affect the 

implementation of the project; 

• Submit the deliverables and reports to EFSA; 

• Request and receive payments from EFSA and distribute the funds to partner/s without 

unjustified delays; 

 

The coordinator may not delegate the above-mentioned tasks to the Co-Beneficiary/ies or 

subcontract them to any third party. 

 

Regarding the other beneficiary/ies, please note also the following important roles: 

• Take part in implementing the project; 

• Forward to the coordinator the data needed to draw up the reports and other documents 

required under the grant agreement;  

• Inform the coordinator of any event or circumstances likely to substantially affect or delay 

the implementation of the project. 

 

B) If the proposal is submitted by a sole applicant:  

For proper understanding of this call it is also important to have clarity on the used terminology in 

respect of the involved organisations and their roles.  

• The Applicant submits the project proposal/grant application to EFSA. There can be only 

one applicant in project proposal/grant application. 
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As soon as the grant agreement is signed the applicant becomes the beneficiary. The beneficiary is 

liable for the technical implementation of the project as described in the proposal which will become 

annex 1 of the grant agreement.  

 

Regarding the beneficiary, please note also the following important roles: 

• Take part in implementing the project; 

• Monitors that the action is implemented properly; 

• Communicate with EFSA;  

• Receive and answer all claims EFSA might have in relation to the implementation of the 

project;  

• Request and review any documents or information required by EFSA and verify their 

completeness and correctness before passing them on to EFSA; 

• Inform EFSA of any event that is likely to substantially affect the implementation of the 

project; 

• Submit the deliverables and reports to EFSA; 

Request and receive payments from EFSA; 

 

1.6. POSSIBILITY OF IMPLEMENTING CONTRACTS AND SUBCONTRACTING  

 

Implementation contracts:  

Where the implementation of the project requires the award of procurement contracts 

(implementation contracts), e.g.  purchase of an equipment, the beneficiary/ies must award the 

contract to the entity offering the best value for money or the lowest price (as appropriate), avoiding 

conflicts of interests, and retain the documentation for the event of an audit. 

 

Entities acting in their capacity of contracting authorities in the meaning of applicable public 

procurement directive shall abide by the applicable national public procurement rules. 

 

Sub-contracting: 

It is a subgroup of the implementation contracts, hence must satisfy the above conditions. Sub-

contractors are not consortium partners. They are not part of the grant agreement. They don’t have 

a contractual relationship with EFSA. Subcontractors are entities contracted by the applicant and/or 

its partner/s to carry out some specific tasks. Subcontracting is allowed under these conditions: 

• Subcontracting only covers the implementation of a limited part of the action. 

• Recourse to subcontracting is justified having regard to the nature of the project and what 

is necessary for its implementation;  

• The tasks intended to be subcontracted and the corresponding estimated costs must be 

approved by EFSA before the signature of the grant agreement;  

• Any recourse to subcontracting while the project is in progress, if not envisaged from the 

outset in the proposal, is subject to prior authorisation in writing by EFSA, and shall be 

formalised via an amendment of the grant agreement. 

• The conditions applicable to the beneficiaries under Article II.7 of the grant agreement are 

also applicable to the subcontractor.  

• Core tasks, such as project coordination, cannot be subcontracted. Only ancillary and 

assistance tasks can be subcontracted. 
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1.7 DURATION, MEETINGS AND REPORTING 

 

The maximum duration of projects under this call is four years (after the kick-off meeting); the 

awarded organisations should also ensure cooperation with EFSA during the implementation of the 

next step of the project, supporting EFSA in the use of the results for updating the EFSA Nano 

guidances. 

 

In addition to the workshop described under each lot, additional meetings with EFSA are foreseen. 

EC-JRC may participate at these meetings:  

 

1. Kick off meeting (tele-meeting): The kick-off meeting is regarded as the start of the project 

and takes place no later than one month after the signature of the grant agreement. At this 

meeting, details of the project will be discussed and the objectives, the final report structure 

and timeframe will be clarified. In particular, the beneficiary will explain their proposal for 

delivering the different outputs of deliverables. Minutes of the meeting shall be taken and 

provided to EFSA by the beneficiary. 

2. Tele-meeting will be held every month to report on progress as well as any problems or 

difficulties (technical or financial) encountered during the project. Minutes of the meeting shall 

be taken and provided to EFSA by the beneficiary. 

3. At the end of each deliverable a meeting (on line or physical meeting held at EFSA premises 

depending on the public health  situation in the EU) will be held for discussing the submitted 

deliverable. The purpose of this meeting is to discuss the final reports of each deliverable as 

well as any problems or difficulties (technical or financial) encountered during the project. If 

needed, the awarded organization(s) will update the deliverable following the indications 

agreed at the meeting. For these meetings, in addition to EC-JRC, EFSA may invite additional 

experts from EU and international organisations.  

All reports must be drafted in United Kingdom Standard English language and may be subject to 

publication at EFSA’s discretion and should be in line with the EFSA quality standards. 

 

 

1.8 PAYMENTS  

 

The following payment scheme will be applied to the signed grant agreement: 

 

• pre-financing payment, upon grant agreement entry into force, without need for a 

request for payment, between 10-30% of the maximum grant amount set out in the grant 

agreement (to be determined prior to grant agreement signature based on EFSA budget 

availability); the aim of the pre-financing is to provide the beneficiaries with a float; it 

remains the property of the EU until the payment of the balance. Please note the exact 

amount of pre-financing will be determined at the time of awarding the grant; 

• interim payment 1, based on the request for interim payment, the following percentage 

interim payment will be made subject to the approval by EFSA of the following deliverables: 

a. For Lot 1 against approval of Deliverables 1 and 2,  up to 60 % of the 

maximum grant amount, previous prefinancing included; 

b. For Lot 2, against approval of Deliverables 1, 2 and 3,  up to 60 % of 

the maximum grant amount, previous prefinancing included; 
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c. For Lot 3, against approval of Deliverables 1, 2 and 3, up to 60 % of 

the maximum grant amount, previous prefinancing included; 

 

 

• final payment (payment of the balance), the amount due as the balance payment is 

calculated by EFSA by deducting from the final EFSA grant amount the total amount of pre-

financing and interim payments already made. The payment is subject to the approval of 

the final report by EFSA related to all remining Deliverables. 

 

 

1.9  GRANT PRINCIPLES 

 

The financial help provided by EFSA under this Call is a grant governed by the EU Financial Regulation 

referred to in part 1.1. Accordingly, the grant awarded following this Call must comply with the 

following principles:  

 

• Co-financing: Not applicable 

• No-profit: Not applicable 

• Non-retroactivity: A grant may be awarded for a project which has already begun 

provided that the applicant can demonstrate the need for starting the action prior to 

signature of the grant agreement. In such cases, costs eligible for financing shall not have 

been incurred prior to the date of submission of the grant application. No grant may be 

awarded retrospectively for a project already completed.  

• Non-cumulative: A project may only receive one grant from the EU budget. In no 

circumstances shall the same costs be financed twice by the Union budget. To ensure this, 

the applicant shall indicate the sources and amounts of Union funding received or applied 

for the same project or part of the project or for its functioning during the same financial 

year as well as any other funding received or applied for the same project. 

 

 

1.10 EFSA GRANT CONTRIBUTION 
 

LOT 1. 

The grant will take the form of financing not linked to costs amounting to maximum of 300.000 euro 

for lot 1. Payment will be conditioned on the achievement of the results described in point 1.7. 

EFSA intends to fund one proposal for LOT 1 following this Call. However, EFSA reserves the right not 

to award all the funds available at any cost, e.g. if the quality of submitted proposals will not be 

satisfactory.    

Please note that EFSA has also the right not to award any grant and to cancel the whole grant 

procedure at any time before the signature of the grant agreement without any compensation to be 

paid to the applicant. 

 

If the amount granted is lower than the funding needed by the applicant, it is up to the latter to find 

supplementary financing or to cut down on the total cost of the project without diluting either the 

objectives or the content.  

 

LOT 2 and 3  
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The grant will take the form of financing not linked to costs.  Following this Call, EFSA intends to fund 

several proposals from the same or from different organisations or consortia amounting to maximum 

of 5.000.000 euro covering the sets of case studies selected for lot 2 and lot 3. Each 

independent Lot 2 case study24 is budgeted for 500.000EUR , covering the five deliverables described 

above. An independent Lot 3 case study is an equivalent but cross-cutting methodological 

development, covering several domains under EFSA regulated products remit, and is also budgeted 

for 500.000EUR per grant. When the same applicant proposes complementary case studies for the 

same material(s) covering uses in different domains, it is expected that part of the tasks can be 

combined, reducing the overall costs and allowing further increase of the quality for the 500.000EUR 

budget allocated. In this way EFSA expects to award a minimum of 10 case studies covering the 

different areas and domains. Payment will be conditioned on the achievement of the results described 

in point 1.7. 

However, EFSA reserves the right not to award all the funds available, e.g. if the quality of submitted 

proposals will not be satisfactory.    

Please note that EFSA has also the right not to award any grant and to cancel the whole grant 

procedure at any time before the signature of the grant agreement without any compensation to be 

paid to the applicant. 

 

If the amount granted is lower than the funding needed by the applicant, it is up to the latter to find 

supplementary financing or to cut down on the total cost of the project without diluting either the 

objectives or the content.  

 

EFSA reserves the right to award also more grants for more than 10 case studies of 500.000EUR in 

case of increased budget availability exceeding the 5.000.000EUR budget currently foreseen for the 

case studies under lots 2 and 3). 

 

 

1.11  PUBLICITY 

 

The beneficiary/ies is/are expected to follow the rules on visibility of EFSA funding set out in Article 

II.8 of the grant agreement.  

  

According to Article 38 of the EU Financial Regulation EFSA is bound to publish information on 

recipients of its grants at its website. Such publication shall take place no later than 30 June of the 

year following the financial year in which the grants were awarded and shall cover these data of the 

beneficiaries: 

• name of the beneficiary, 

• address of the beneficiary,  

• subject of the grant, 

• amount awarded. 

 

With regards to publications of EFSA outputs that are integrating the preparatory work delivered in 

the context of this grant, the beneficiary could be mentioned in authorship lists indicating the affiliation 

to its organisation. 

 

 
24 An independent Lot 2 case study is defined as a proposal covering the risk assessment of one or several related materials 
for one or several uses within the same EFSA regulated products domain (SUBLOT 2.1 Nutrients and nutrient sources; 
SUBLOT 2.2 Novel foods; SUBLOT 2.3 Food additives and flavourings; SUBLOT 2.4 Feed additives; SUBLOT 2.5 Food Contact 
Materials; SUBLOT 2.6 Pesticides). 
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The beneficiaries are encouraged to publish the results in scientific journals. Publication requires prior 

approval by EFSA and explicit mention of the EFSA financial support through this grant. 

 

1.12  PROTECTION OF PERSONAL DATA IN RELATION TO GRANT PROCEDURES 

 

Processing of personal data by EFSA  

Information on the processing of personal data by EFSA in the context of this grant procedure is 

available in the Privacy Statement on the EFSA website as well as in Article II.7 of the draft grant 

agreement. Any personal data included in the Agreement must be processed by EFSA in accordance 

with Regulation (EU) No 2018/1725.
25
 

 

Applicants should note that personal data as applicant or selected beneficiary may be registered in 

the Early Detection and Exclusion System (EDES) if you are in one of the situations mentioned in 

Article 136 of the Financial Regulation. For more information see the Privacy Statement on: 

http://ec.europa.eu/budget/explained/management/protecting/protect_en.cfm#BDCE). 

 

Processing of personal data by the beneficiary  

In case the implementation of activities under this FPA or subsequent specific agreements entails the 

processing of personal data, the beneficiary shall comply with the relevant rules in Article II.7.2 of the 

Grant Agreement (Annex 2) as a data processor of EFSA.   

 

 

1.13 PUBLIC ACCESS TO DOCUMENTS 

 

In the general implementation of its activities and for the processing of grant procedures in particular, 

EFSA observes Regulation (EC) N° 1049/2001 of the European Parliament and of the Council of 30 

May 2001 regarding public access to European Parliament, Council and Commission documents. 

 

 

1.14 OPEN ACCESS 

 
EFSA is committed to the publication of grant outputs in the Knowledge Junction26 in order to improve 

transparency, reproducibility and evidence reuse. The Knowledge Junction runs on the EU-funded 

Zenodo research-sharing platform where uploaded items receive a unique Digital Object Identifier to 

make them citable. Any part of the output resulting from the action under this grant may be published 

(at EFSA’s discretion) on the Knowledge Junction with attribution to the beneficiary. The IUCLID files 

presenting the result as structured data using the OHT 201 templates should also be published as 

open access, the beneficiary will agree with EFSA and ECHA the best was for publishing this 

information.  

 

2.  SELECTING PROPOSALS 
 

The Evaluation Committee established by EFSA specifically for this call will evaluate the submitted 

proposals in five steps: 

1. Verification of submission requirements (see 2.1) 

2. Eligibility criteria (see 2.2) 

 
25

  Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23 October 2018 on the protection of natural 
persons with regard to the processing of personal data by the Union institutions, bodies, offices and agencies and on the 
free movement of such data, and repealing Regulation (EC) No 45/2001 and Decision No 1247/2002/EC 

26 Learn more at http://www.efsa.europa.eu/en/press/news/161114 

http://www.efsa.europa.eu/sites/default/files/assets/procurementprivacystatement.pdf
http://ec.europa.eu/budget/explained/management/protecting/protect_en.cfm#BDCE
https://zenodo.org/communities/efsa-kj?page=1&size=20
http://www.efsa.europa.eu/en/press/news/161114
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3. Exclusion criteria (see 2.3) 

4. Selection criteria (see 2.4) 

5. Award criteria (see 2.5) 

 

If the proposal fails at any step it is automatically excluded from further evaluation. EFSA may contact 

the applicant during the evaluation process if there is a need to clarify certain aspects or for the 

correction of clerical mistakes.  

 

 

2.1 VERIFICATION OF SUBMISSION REQUIREMENTS 

 

The following will be verified:   

• The proposal was submitted within the deadline for submission of proposals.  

• The proposal is submitted on the EFSA application form (Annex 2). 

• The proposal is duly signed by the authorised representative of the applicant. 

• The proposal is complete and includes all the supporting documents. 

 

 

2.2 ELIGIBILITY CRITERIA  

 

The following will be verified:   

• The applicant and in case of consortium also its partner/s are on the list of competent 

organisations designated by the Member States in accordance with Art 36 of Regulation 

(EC) 178/2002 and Commission Regulation (EC) 2230/2004 at the time of submission of 

the proposal. 

• Applicant and in case of consortium also its partner/s participate in the project financially. 

• Applicant and in case of consortium also its partner/s are involved in the execution of the 

project.  

• Subcontracting, if any, is justified in the proposal. 

 

 

Documents to be provided: 

• LEGAL ENTITY FORM (Annex 3) (download template here) to be completed and signed 

by the applicant and in case of consortium also by its partner/s. For a public body this legal 

entity form should be provided together with a copy of the resolution or decision establishing 

the public body, or other official document establishing that public body. For a private body 

an extract from the official journal, copy of articles of association, extract of trade or 

association register, certificate of liability to VAT (if, as in certain countries, the trade 

register number and VAT number are identical only one of these documents is required).  

• FINANCIAL IDENTIFICATION FORM (Annex 4) (download template here) to be 

completed only by the applicant and in case of consortium only by the coordinator. 

 

Please note that there is no need to submit these forms if they have already been submitted 

under another EFSA procurement or grant procedure and provided that these forms are still 

valid. In this case simply indicate in the application form the reference of the call under which 

the form/s were submitted to EFSA. 

 

The following is applicable only if the applicant is a consortium: 

• PARTNERSHIP STATEMENT: it is required that the applicant and partner/s provide EFSA 

with this statement in which they indicate their technical and financial involvement. The 

http://ec.europa.eu/budget/contracts_grants/info_contracts/legal_entities/legal_entities_en.cfm
http://ec.europa.eu/budget/contracts_grants/info_contracts/financial_id/financial_id_en.cfm
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applicant and partner/s must sign this partnership statement. No template is provided by 

EFSA. 

 

 

2.3 EXCLUSION CRITERIA 

 

The applicant and partner/s must sign a declaration on their honour certifying that they are not in one 

of the exclusion situations referred to in the Articles 136-140 of EU Financial Regulation as listed 

therein.  

 

Documents to be provided: 

 

• THE DECLARATION ON HONOUR FOR EXCLUSION CRITERIA (Annex 5): 

template is published together with this Call; to be completed/signed individually by 

the applicant and by each of the partners.  

 

2.4 SELECTION CRITERIA 

 

Purpose of the selection criteria is to verify the financial and operational capacity of the applicant and 

in case of consortium also of its partner/s.  

 

Financial capacity: 

The applicant and in case of consortium also its partner/s must have stable and sufficient financial 

resources to: 

• maintain their activity throughout the period during which the project is being carried out, 

and  

• participate in its funding. 

 

Operational capacity: 

The applicant or in case of a consortium, the consortium as a whole, must have the professional 

resources, competencies and qualifications necessary to complete the proposed project: 

 

1. Requirements for the organisation: 

 

The organisation, or the combined capacity of the partners in case of proposals submitted by a 

consortium, must have proven experience related to the topic of the call, and specifically: 

 

For Lot 1: 

• Assessment and validation of NAM methods 

• Networking capacity with research institutions and regulatory agencies in the EU and 

internationally 

• Conducting scientific reviews with regulatory relevance 

• Chemical Risk Assessment methodologies and regulatory procedures, including information 

requirements covering several domains in EFSA related to the assessment of nanomaterials 

and conventional materials with a fraction of nanoparticles. 

 

 For Lot 2 and 3: 
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• Chemical Risk Assessment methodologies and development and implementation of IATAs  

related to the assessment of nanomaterials and conventional materials with a fraction of 

nanoparticles according to the EFSA Nano Guidances. 

• Development and execution of NAM-based methods, particularly those related to the 

assessment of nanoscale considerations. 

• Networking capacity with research institutions and regulatory agencies in the EU and 

internationally, including the organisation of and participation in scientific/regulatory 

workshops. 

• Experience in reporting scientific results for regulatory use and verification 

 

 

 

2. Requirements for the team of experts: 

 

For Lot 1: 

a) Expertise in the development and/or verification for regulatory use of NAM-based methods 

relevant for the risk assessment of chemicals and materials linked to EFSA remit 

 

b) Expertise in conducting systematic or detailed reviews on complex scientific topics with 

regulatory interests.  

 

c) Expertise in developing and implementing proposals for using new methods and innovative 

approaches.  

 

d) The team should include as a minimum, one senior expert (with more than 10 year 

experience in the field) and two additional experts with University degree at post-graduate 

level (minimum master degree).  

 

e) Experience in writing scientific reports and publications. 

 

f) For the team coordinator (also acting as the point of contact with EFSA): an excellent level of 

spoken and written English (evidenced either by a certificate demonstrating at least level B.2 

of the Common European Framework of References for Languages; or evidence of having 

worked for at least 2 years in a working environment where English is used for meetings, 

communications and producing written reports and scientific publications). 

 

For Lot 2 and Lot 3: 

 

a) Expertise in the development and/or verification for regulatory use of NAM-based methods 

relevant for the risk assessment of nanomaterials and materials containing a fraction of 

nanomaterials 

 

b) Extensive expertise in conducting risk assessments and/or detailed reviews on complex 

scientific topics with regulatory interests related to the proposed case study.  

 

c) Expertise in using IATA protocols and related tools for developing experimental protocols and 

integrated approaches covering existing information and the use of NAMs and innovative 

approaches.  
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d) Justified capacity for conducting the proposed experimental studies. 

 

e) The team should include as a minimum of one senior expert (with more than 10 year 

experience in the field) acting as project coordinator, and a team with a number of experts 

and junior researchers adequate for conducting the proposed tasks. The proposal should 

clarify if project management will be done directly by the project coordinator or by a 

professional project manager acting as the point of contact with EFSA under the supervision 

of the project coordinator.  

 

f) Experience in writing scientific reports and publications. 

 

g) For the project coordinator (and also the EFSA contact person and project manager in case 

of different persons): an excellent level of spoken and written English (evidenced either by 

a certificate demonstrating at least level B.2 of the Common European Framework of 

References for Languages; or evidence of having worked for at least 2 years in a working 

environment where English is used for meetings, communications and producing written 

reports and scientific publications). 

 

 

 

Documents to be provided by the applicant: 

• Generic evidence: THE DECLARATION ON HONOUR ON SELECTION CRITERIA 

(Annex 6). 

• Generic evidence (if applicable): Additional document for private bodies only: to be 

submitted only if the grant requested from EFSA is > 60.000 €: SIMPLIFIED 

FINANCIAL STATEMENT (Annex 7) (template available at EFSA’s website, published 

together with this Call) completed for at least last 2 closed financial years. 

• Evidence requested for requirements 1: 

evidence of recently finalised (within the last 3 years) or ongoing assessments, scientific 

reviews, networking activities, or research projects activities relevant to the topics of 

this grant covering the subitems identified. 

• Evidence requested for requirements 2: 

CURRICULUM VITAE of the experts and other staff to be involved in the project, or, 

if the individual members not yet assigned for the proposed project, at least staff 

profiles necessary for the project, including for each member a brief summary of the 

relevant expertise evidencing clearly how the minimum expertise requirements are 

met. 

Generic evidence (if applicable): LETTER OF COMMITMENT: applicable only in the 

case when other public body financially contributes to the project (body other than 

EFSA, applicant or in case of consortium, its partners); to be signed by the contributing 

public body; it serves to confirm its commitment to financially contribute to the project; 

no template is provided by EFSA. 

• Institutional and Individuals declaration of interests (Annex 8) available here  

EFSA will request Institutional and Individuals DoIs only from the awarded beneficiary, 

prior to the signature of the grant agreement. The requirement to submit Institutional 

and Individual DoIs will be specified in the award letter and will have to be provided 

and assessed by the EFSA Authorising Officer before and as a condition of grant 

agreement signature. Institutional and Individual DoIs do not need to be 

provided with your proposal at this stage. 

http://www.efsa.europa.eu/en/procurement/toolbox
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In case of a consortium and/or in case of subcontracting, such declarations will need to 

be completed separately and submitted for each partner and for each identified 

subcontractor and for each individual member of the project team coming from 

consortium partners or subcontractors.  

Please refer to EFSA’s policy on independence and the Decision of the Executive Director 

on Competing Interest Management for more detailed information.   

 

 

2.5  AWARD CRITERIA  

 
The award criteria serve to assess the quality of the proposals submitted in the light of the objectives 

and priorities set and of the expected results and make it possible to award the grant to the action 

which, in accordance with Article 199 of the Financial Regulation, maximises the overall effectiveness 

of the Union funding. 

  

QUALITY AWARD CRITERIA 

 

For Lot 1: 

 

1. The extent to which the proposal is described in detail and is likely to deliver high quality 

outputs addressing the 4 deliverables for Lot 1 defined in the  specific objectives 

of this call, (OVERALL MAX 75 POINTS, with max 25 points for each of the three 

specific tasks described  below): 

• Complementing the EFSA NAMs roadmap with a review of available NAM-based tools 

and methods for assessing the toxicity of nanoparticles (Deliverable 1).  

• Developing a proposal for a “fit for purpose qualification system for NAMs” aimed at 

facilitating the regulatory use of NAM tools and methods; presenting the proposal for 

discussion by EFSA, EC-JRC and MSs and preparing an implementation plan (Deliverable 

2).  

• Implementing the agreed qualification system in line with EFSA needs and support EFSA 

during the first year of execution (Deliverables 3 and 4) 

 
2. The extent to which the project management and description are clear, including phases, 

clear timelines for the project tasks completion, detailed milestones per deliverable (e.g. 

via a project Gantt chart), expertise involved in each deliverable, expected outcomes and 

deliverables, description of identified risks and proposed mitigating actions; proposed 

contingency plan in case of deviations from the project programme. 

MAX 25 POINTS. 

 

 

For Lots 2 and 3: 

 

Applicants may propose one or several case studies in their proposals, the tasks should be presented 

for each case study.  

 

For Lot 2, an independent case study is defined as a proposal covering the risk assessment of one or 

several related materials for one or several uses within the same EFSA area (SUBLOT 2.1 Nutrients 

and nutrient sources; SUBLOT 2.2 Novel foods; SUBLOT 2.3 Food additives and flavourings; SUBLOT 

2.4 Feed additives; SUBLOT 2.5 Food Contact Materials; SUBLOT 2.6 Pesticides).  Applicants may 

present sets of connected case studies, covering a material or set of materials with proposed uses 

related to several domains (from 2.1 to 2.6).  

http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/policy_independence.pdf
http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/competing_interest_management_17.pdf
http://www.efsa.europa.eu/sites/default/files/corporate_publications/files/competing_interest_management_17.pdf
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For Lot 3, the applicant should define each case study, considering that a case study may consist of 

combination of tools, methods, protocols, etc., covering a specific nanoscale consideration or endpoint.  

 

The assessment will be conducted for each case study, according to the following criteria:  

  

1. The background and justification for selecting the proposed case study, the relevance for 

EFSA, the description of the expected impact of each case study,. MAX 25 POINTS. 

 

2. The extent to which the proposal is described in detail and is likely to deliver high quality 

outputs addressing the deliverables for Lot 2 and 3 defined in the specific objectives of this 

call, including the coherence of the proposed IATA, completeness of the review of existing 

information, justification for the selection of the experimental studies, and proposal for 

integrating the newly generated results with previous knowledge and other information 

sources. MAX 25 POINTS. 

 

3. Description on how the applicant will will conducted the proposed experimental activities. 

The description should explain the available facilities, the proposed quality assurance 

methods and protocols, and the way in which the applicant will ensure the required scientific 

quality and regulatory relevance of the results. MAX 25 POINTS. 

 

 

4. The extent to which the project management and description are clear, including phases, 

clear timelines for the project tasks completion, detailed milestones per deliverable (e.g. 

via a project Gantt chart), expertise involved in each deliverable, expected outcomes and 

deliverables, description of identified risks and proposed mitigating actions; proposed 

contingency plan in case of deviations from the project programme; details related to the 

organisation and contribution to the different workshops. MAX 25 POINTS. 

 

 

 

The sum of all quality award criteria gives a maximum possible total of 100 points.  

 

Applicants must provide a detailed technical proposal addressing all points in this call for proposals 

and each of the quality award criteria. Repetition of mandatory requirements in the call for proposals 

without providing further detail will only result in a very low score.  

 

Proposals must score a minimum of 70 points out of maximum possible 100.  

 

 

 

2.6 PROCESS FOLLOWING THE ASSESSMENT AGAINST QUALITATIVE AWARD CRITERIA 

 

For Lot 1: 

 

The applicant(s) will be notified, once the evaluation has been finalized, whether they are selected or 

placed on the reserve list. 

 

EFSA reserves the right to invite the selected applicant to adapt its proposal based on the evaluators' 

comments.  
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Following the successful conclusion of the adaptation phase, the award decision will be taken by EFSA. 

Subsequently, the grant agreement will be prepared.  

 

If the selected applicant fails to adapt its proposal, EFSA reserves the right to reject the funding. The 

budget made available in this way may be used for a project of other applicants on the reserve list, 

these applicants will be invited according to their ranking.  

 

For Lots 2 and 3: 

 

The selection of the case studies will be done in two phases, as summarised below: 

 

1. Proposals with quality score less than 70 are excluded; 

2. Remaining Lot 2 proposals are grouped according to the sublot; 

3. For each sublot under Lot 2, if the best proposal has a quality score above 90 the proposal 

is selected; 

4. The remaining proposals are grouped (according to the sublot for Lot 2 and according to 

the proposed methodology for Lot 3); 

5. Similarity of proposals in lot 2 and lot 3 is assessed. If similar proposals are identified, the 

one(s) with lower quality scores are excluded, and only the one with the highest quality 

score is retained; 

6. From the retained proposals in point 5, these are then  assessed for complementarity; 

7. Proposals with the highest complementary score are selected to cover the available budget. 

 

In the first phase, for lot 2 the highest ranked proposals for each sublot will be proposed for award, 

as long as the case study has scored more than 90 points;  

 

In the second phase EFSA, supported by the EC-JRC, will assess and rank all remaining case studies 

under Lot 2 and Lot 3 which have  a score of 70 points or more, considering only the complementarity 

between the different case studies in order to provide sufficient coverage for all related domains within 

EFSA remit.  

 

Grouping and preselection: LOT 2 proposals will be grouped according to the sublot and LOT 3 

proposals will be grouped by methodologies. Proposals within the same group will be assessed for 

similarity, if two or more proposed case studies are similar, only the one with the highest quality 

award ranking will be pre-selected and assessed for complementarity. The complementary assessment 

will be conducted for each case study, according to the following criteria:  

  

1. Cross-cutting complementarity of the proposal. MAX 40 POINTS. This will be assessed 

according to the following sub-criteria: 

• For LOT 3 case studies: The extent to which the proposal justifies its relevance for 

developing cross-cutting guidance and is likely to address the different EFSA domains 

for regulatory materials as well as related EFSA activities, including the assessment of 

nano-contaminants in food. 

• For applications including more than one LOT 2 case studies, the detailed justification 

regarding the complementarity between the LOT 2 cases proposed in the application, 

as well as their added value. 

• For applications including only one LOT 2 case study, the extent to which the 

proposal justifies the relevance of the proposed case study for developing cross-

cutting guidance and/or is likely to address gaps relevant to other EFSA domains 

including nano-contaminants in food. 
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2. Complementary with the proposals selected in phase 1. MAX 30 POINTS. This will be assessed 

according to the following sub-criteria:  

• For LOT 3 case studies: The extent to which the proposed methodological developments are 

relevant and offer added value for supporting the execution and implementation of the LOT 2 

cases selected in the first phase. 

• For LOT 2 case studies, the following subcriteria will be used: 

 

Case study NOT selected in phase 1 for this SUBLOT  30 POINTS 

Case study selected but for different materials  Between 0 and 30 

POINTS depending 

on the level of 

complementarity 

 

 

3. Complementary between methodological approaches. The extent to which the proposed 

methodological developments are innovative and address gaps not covered by the experimental work 

to be conducted by the other proposals. MAX 30 POINTS. 

 

 

4. The assessed proposals will be shortlisted according to the ranking obtained in the 

complementary assessments from highest to lowest score.        

 

 Following this assessment, additional case studies will be selected until the total number of case 

studies selected reach the maximum budget available for covering these two lots. 

 

• The applicant(s) will be notified, once the evaluation has been finalized, whether they are 

selected or placed on the reserve list which will remain valid one year after the award the call 

for proposal. 

 

EFSA reserves the right to invite the selected applicant to adapt its proposal based on the evaluators' 

comments.  

 

Following the successful conclusion of the adaptation phase, the award decision will be taken by EFSA. 

Subsequently, the grant agreement will be prepared.  

 

If the selected applicant fails to adapt its proposal, EFSA reserves the right to reject the funding. The 

budget made available in this way may be used for a project of other applicants on the reserve list, 

these applicants will be invited according to their ranking. In addition, EFSA may use the reserve list 

for awarding additional case studies in 2023 if additional budged is made available. 

 

 

 

3. SUBMITTING PROPOSALS  
 

 

3.1 APPLICATION FORM 

 

The proposal must be submitted using the EFSA APPLICATION FORM (Annex 2). The application 

form is published together with this call and must be:   
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• duly completed in all its parts; 

• supported with all the requested annexes;  

• signed by a duly authorised legal representative of the applicant. 

 

Please note that, by submitting the proposal, the applicant and in case of consortium also its partner/s 

accept/s the procedures and conditions as described in this Call and in the documents referred to in 

it. 

 

In addition to a full paper version of the application the applicant shall submit the application also on 

a CD/USB data storage format. The electronic version must be identical to the paper version. In case 

of any discrepancies between the electronic and paper version, the latter will prevail. All documents 

presented by the applicant become the property of EFSA and are deemed confidential.   

 

  

3.2 LANGUAGE OF THE PROPOSAL AND THE SUPPORTING DOCUMENTS 

 

Proposals may be submitted in any official language of the European Union. However, as EFSA`s 

working language is English, the submission of proposals in English would speed up the evaluation 

process.  

 

Please note that some supporting documents are 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 2 of this Call. If 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.  

 

 

3.3 SUBMISSION MODALITIES  

 

Proposals can be submitted as indicated in the second page of this document in the Indicative 

procedure timetable (Call for Proposals and guide for Applicants). 

 

 

3.5 EXPECTED DURATION OF PROCEDURE  

 

Information on expected duration of procedure – time to grant: 

• Applicants will be informed on the decision regarding their application at the latest by 6 

months since the deadline for submission of proposals.  

• Signature of the grant agreement will take place at the latest by 3 months since the 

successful applicant/s has/have been informed on the decision on their application.  
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ANNEXES: 

 

• Annex 1: Draft grant agreement 

• Annex 2: Application form  

• Annex 3: Legal entity form (download template here) 

• Annex 4: Financial identification form (download template here) 

• Annex 5: Declaration on honour for exclusion criteria 

• Annex 6: Declaration on honour for selection criteria 

• Annex 7: Simplified financial statement   

• Annex 8: Institutional and Individual declarations of interests  
 

• Appendix 1: Minutes of the dedicated Workshop (pdf to be added) 

 

  

http://ec.europa.eu/budget/contracts_grants/info_contracts/legal_entities/legal_entities_en.cfm
http://ec.europa.eu/budget/contracts_grants/info_contracts/financial_id/financial_id_en.cfm
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