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Declaration on the qualification of an enterprise as a micro, small or medium-sized enterprise (SME)
10 June 2022
Companies wishing to benefit from one of the incentives laid down in the SME Regulation must be established in the European Economic Area and meet the definition of an SME set out in Commission Recommendation 2003/361/EC
A declaration of SME status should be submitted and an EMA/SME number should be assigned by the SME Office prior to requesting financial or administrative assistance from the Agency.
To obtain an SME status for your company, or renew your existing SME status, you should complete the following pages of this declaration form. Please provide all requested information in the boxes highlighted in red. Kindly note that you will not be able to submit the form via the “Submit by email” button, and/or print this form, unless all mandatory boxes (highlighted in red) are accurately completed. 
Table of Contents
Please refer to the Privacy Statement (https://www.ema.europa.eu/en/documents/other/european-medicines-agencys-privacy-statement-small-medium-enterprises-sme-office-activities_en.pdf) for details on the processing of personal data submitted in this form.
1. Administrative details
1.1. Submission details and requirements
This declaration form is completed for a: 
1.2 Applicant enterprise details (only company name and address for public release)
1.3 Contact person for correspondence with SME office (for internal use only)
1.4 Head Office Details (if applicable) (for internal use only)
1.5 Contact Person published in SME register (if any; for public release) 
2. Ownership 
2.1. Checklist for determining the type of the enterprise (1. and 2. apply to the applicant AND other enterprises in a group)
1. Linked enterprise
Holdings of >50%.
Upstream
Applicant is owned by other company(ies).
An enterprise: 
- has a majority of the shareholders' or members' voting rights in another enterprise; and/or 
- has the right to appoint or remove a majority of the members of the administrative, management or supervisory body of another
  enterprise; and/or 
- has the right to exercise a dominant influence over another enterprise pursuant to a contract entered into or to a provision in                
  the memorandum or articles of association; and/or 
- which is a shareholder in or a member of another enterprise, controls alone, pursuant to an agreement with other
  shareholders in or members of another enterprise, a majority of shareholders' or members' voting rights in that enterprise.   
Downstream
Applicant own(s) other company(ies).
Enterprises which have one or other of such relationships through a natural person or group of natural persons acting jointly are also considered linked enterprises if they engage in their activity or in part of their activity in the same relevant market or in adjacent markets (see user guide to the SME definition).
An enterprise or entity, which is not classified as a linked enterprise (see above) holds, either solely or jointly with one or more linked enterprises, 25 % or more of the capital or voting rights of another enterprise.
Category 1: public investment corporations,  venture capital companies, individuals or groups of individuals with a regular venture capital investment activity who invest equity capital in unquoted businesses ("business angels"), provided the total investment of those business angels in the organisation is less than EUR 1 250 000.                                             
Upstream
Part of applicant is owned by other company(ies).
Does this  enterprise or entity 
belong to one of the following
category of exemptions?
Category 2: universities or non-profit research centres.
2. Partner
Holdings of >25% and <50%.
Category 3: institutional investors, including regional development funds.
enterprise
Holdings of >25% and <50%.
Category 4: autonomous local authorities with an annual budget of less than EUR 10 million and less than 5,000 inhabitants.
Except for the 4 categories above, is 25 % or more of the capital or voting rights of the enterprise directly or indirectly controlled, jointly or individually, by one or more public bodies?
If yes, enterprise is not an SME.
Downstream
Applicant own(s) part of other company(s).
An enterprise,  which is not classified as a linked enterprise (see above), holds, either solely or jointly with one or more linked enterprises, 25 % or more of the capital or voting rights of another enterprise.
3. Autonomous enterprise
Applicant has minor (<25%) or no holdings in any other company(ies) and other company(ies) has(ve) minor (<25%) or no holding in the applicant.
Upstream/ Downstream N/A 
Where neither the linked nor the partner enterprise category applies.
2.2 Ownership details
2.2.1. New SME assignment
In addition to the checklist (2.1.), please provide details of the ownership structure of the applicant company, its parent company, and any partner or linked enterprises, if applicable.  
The ownership details should include information on the upstream ownership (i.e. name of key shareholder(s) and their holdings in the enterprise in terms of percentage of capital and voting rights) and the downstream ownership (i.e. participations of the enterprise in other companies in terms of percentage of capital and voting rights, if applicable). 
For applicants with linked and/or partner enterprises, the ownership details should be described for the applicant and all linked and partner entities. An ownership chart may be submitted as an annex to the SME declaration form as applicable. 
2.2.2. Renewal SME submission
Were there changes to the ownership structure since the last accounting period?
If yes, were these changes significant, i.e. resulting in a:
Change in the type of the enterprise (autonomous, partner, linked, partner/linked)      
Change to the annexes (Annex A, Annex B) of the SME declaration form
Examples of significant changes in the ownership structure include: acquisition, takeover, merger of the applicant and/or its partner/linked entities; new acquisitions by the applicant and/or its partner/linked entities; liquidations; major changes of shareholders' capitalisation of the applicant and/or itspartner/linked entities. 
For renewal SME application submissions with significant changes in the ownership structure, in addition to the checklist (2.1.), please provide details of the ownership structure of the applicant company and/or its partner/linked enterprises, if applicable. 
The ownership details should include information on the upstream ownership (i.e. name of key shareholder(s) and their holdings in the enterprise in terms of percentage of capital and voting rights) and the downstream ownership (i.e. participations of the enterprise in other companies in terms of percentage of capital and voting rights, if applicable). 
For applicants with linked and/or partner enterprises, the ownership details should be described for the applicant and all linked and partner entities. An ownership chart may be submitted as an annex to the SME declaration form as applicable.
3. SME declaration form
Type of enterprise (automatically completed according to 2.1 Checklist on ownership)
In this case the data filled in the box below result from the accounts of the applicant enterprise only. Fill in the declaration only, without annex.
Fill in and attach the annex (and any additional sheets), then complete the declaration by copying the results of the calculations into the box below.
Data used to determine the category of enterprise
Calculated according to Article 6 of the Annex to the Commission Recommendation 2003/361/EC on the SME definition.
(*)  All data must be relating to the last approved accounting period and calculated on an annual basis. In the case of newly-established enterprises whose accounts have not yet been approved, the data to apply shall be derived from a reliable estimate made in the course of the financial year
(**) The headcount of an enterprise corresponds to the number of annual work units (AWU).  It includes: the employees of the applicant enterprise, persons working for the enterprise being subordinate to it and considered to be employees under national law, owner-managers, partners engaging in a regular activity in the enterprise and benefiting from financial advantages from the enterprise. Apprentices or students engaged in vocational training with an apprenticeship or vocational training contract are not taken into account in the headcount.
Confirmation: 
I confirm that the headcount and financial data completed in this form are accurate, declared in accordance with European Commission Recommendation 2003/361/EC and that no information has been omitted (within the knowledge of the signatory).
Signature
Mandatory for new assignments only
Mandatory for new assignments
Mandatory for new assignments only
Annex to the declaration
Calculation for the partner or linked type of Enterprise
Annexes to be enclosed if necessary
·         Annex A if the applicant enterprise has at least one partner enterprise (and any additional sheets)
·         Annex B if the applicant enterprise has at least one linked enterprise (and any additional sheets)
Calculation for the partner or linked type of enterprise (1) (see explanatory note)
Reference period(2):
(DD/MM/YYYY)
Headcount
(Annual Work Units)
Annual turnover
(Full Euro Amount)         
Balance sheet total
(Full Euro Amount)
1. Data (2)of the applicant enterprise or consolidated accounts (copy data from box B(1) in annex B ( ))
1. Data (2)of the applicant enterprise or consolidated accounts (copy data from box B(1) in annex B (3))
2. Proportionally aggregated data (2) of all partner enterprises (if any) (copy data from box A in annex A)
3. Added up data (2) of all linked enterprises (if any)  - if not included by consolidation in line 1 (copy data from box B(2) in annex B)
Total 2
(1) Definition, Article 6 paragraphs 2 and 3
(2) All data must be relating to the last approved accounting period and calculated on an annual basis. In the case of newly-established enterprises whose accounts have not yet been approved, the data to apply shall be derived from a reliable estimate made in the course of the financial year (Definition, Article 4).
(3) The data of the enterprise, including the headcount, are determined on the basis of the accounts and other data of the enterprise or, where they exist, the consolidated accounts of the enterprise, or the consolidated accounts in which the enterprise is included through consolidation.
Annex A
Partner enterprises
For each enterprise for which a 'partnership sheet' has been completed (one sheet for each partner enterprise of the applicant enterprise and for any partner enterprises of any linked enterprise, of which the data is not yet included in the consolidated accounts of that linked enterprise (1)), the data in the 'partnership box' in question should be entered in the summary table below:
Box A
Partner enterprise
(name / identification)
Headcount
(Annual Work Units)
Annual turnover
(Full Euro Amount)         
Balance sheet total
(Full Euro Amount)
Total
Reminder:
This data is the result of a proportional calculation done on the 'partnership sheet' for each direct or indirect partner enterprise.
(1) If the data of an enterprise are included in the consolidated accounts to a lesser proportion than the one determined under Article 6 paragraph 2, the percentage rate according to that article should be applied (Definition, Article 6 paragraph 3, second sub-paragraph).
Partnership sheet
  1. Precise identification of the partner enterprise
2. Raw data regarding that partner enterprise
Reference period: for the year ending (DD/MM/YYYY)
Headcount
(Annual Work Units)
Annual turnover
(Full Euro Amount)         
Balance sheet total
(Full Euro Amount)
Raw Data
Reminder: These raw data are derived from the accounts and other data of the partner enterprise, consolidated if they exist. To them are added 100% of the data of enterprises which are linked to this partner enterprise, unless the accounts data of those linked enterprises are already included through consolidation in the accounts of the partner enterprise (2). If necessary, add “linkage sheets” for the enterprises which are not yet included through consolidation.
3. Proportional calculation
b) The higher of these two holding percentages should be applied to the raw data entered in the previous box. The results of this proportional calculation should be given in the following table:
'Partnership box'
Percentage: ...
Headcount
(Annual Work Units)
Annual turnover
(Full Euro Amount)         
Balance sheet total
(Full Euro Amount)
Proposal results
(1) Chairman (CEO), Director-General or equivalent.
(2) Definition, Article 6 paragraph 3, first sub-paragraph.
(3) In terms of the share of the capital or voting rights, whichever is higher. To this holding should be added the holding of each linked enterprise in the same enterprise (Definition, Article 3 paragraph 2 first sub-paragraph).
Annex B
Linked enterprises 
A) Determine the case applicable to the applicant enterprise:
Please note: The data of the enterprises, which are linked to the applicant enterprise, are derived from their accounts and their other data, consolidated if they exist. To them are aggregated proportionally the data of any possible partner enterprise of that linked enterprise, situated immediately upstream or downstream from it, unless it has already been included through consolidation (1)
B. Calculation methods for each case:
In case 1: The consolidated accounts serve as the basis for the calculation. Fill in Box B(1) below.
Box B(1)
Headcount*
(Annual Work Units)
Annual turnover
(Full Euro Amount)         
Balance sheet total
(Full Euro Amount)
Total
(*)  Where in the consolidated accounts no headcount data appears, the calculation of it is done by adding the data from the enterprises to which the enterprise in question is linked.
Identification of the enterprise included through consolidation
Linked enterprise
(name / identification)
Address (of registered office)
Registration / VAT number (*)
Names and titles of the principal director(s) (**)
(*) To be determined by the Member State according to its needs(**) Chairman (CEO), Director-General or equivalent.
Important: Partner enterprises of such a linked enterprise, which are not yet included through consolidation, are treated like direct partners of the applicant enterprise. Their data and a 'partnership sheet' should therefore be added in Annex A.
In case 2: For each linked enterprise (including links via other linked enterprises), complete a "linkage sheet" and simply add together the accounts of all the linked enterprises by filling in Box B(2) below. 
Box B(2)
Enterprise
Headcount
(Annual Work Units)
Annual turnover
(Full Euro Amount)         
Balance sheet total
(Full Euro Amount)
Total
(*) attach one “linkage sheet” per enterprise
(1) Definition, Article 6 paragraph 3, second sub-paragraph.
1. Precise identification of the enterprise
Linkage sheet
(only for linked enterprises not included by consolidation in Box B)
2. Data on the enterprise
Reference period: for the year ending(DD/MM/YYYY)
Headcount
(Annual Work Units)
Annual turnover
(Full Euro Amount)         
Balance sheet total
(Full Euro Amount)
Total
(1) Chairman (CEO), Director-General or equivalent.
(2) If the data of an enterprise are included in the consolidated accounts to a lesser proportion than the one determined under Article 6 paragraph 2, the percentage rate according to that article should  be applied (Definition, Article 6 paragraph 3, second sub-paragraph).
Important: The data of the enterprises, which are linked to the applicant enterprise, are derived from their accounts and their other data, consolidated if they exist. To them are aggregated proportionally the data of any possible partner enterprise of that linked enterprise, situated immediately upstream or downstream from it, unless it has already been included through consolidation (2)
Such partner enterprises are treated like direct partner enterprises of the applicant enterprise. Their data and a `partnership sheet' have therefore to be added in Annex A.
4. SME Public register
4.1 Background
The register includes companies established in the European Economic Area that have submitted a SME declaration within the meaning of Commission Recommendation 2003/361/EC and to whom the Agency has assigned SME status. 
In line with Regulation (EC) No 2049/2005 which aims at supporting the development of new medicinal products by SMEs, the register focuses on companies which are directly involved in the manufacturing, development, and/or marketing of human and veterinary products. Registered SMEs which do not belong to this category (e.g. R&D contract and consulting services) will be included in the register under a non-searchable listing (i.e. list of registered companies).
The following details of the applicant will be made publicly accessible once the SME status is assigned:
·         Company name and address (section 1);
·         Contact person/details as given by the applicant for publication (section 1.5);
·         Headcount (section 3);
·         Field of activity (section 4.2);
·         Company's profile (section 4.4., if agreed by the applicant);
·         Company's product profile (section 4.5, if agreed by the applicant).
Renewal submissions
For renewal submissions, only complete section 4 of the form if there are changes compared to the previous SME qualification.
4.2 Field of activity
Companies which do not carry out manufacturing, development and/or marketing of products (i.e. R&D contract organisations and regulatory consultants) should select 'Service provider'(4) and are waived from completing sections 4.4 and 4.5).
Regulatory Consultant
(1) Companies which carry out the manufacturing and/or development and/or marketing of human products.
(2) Companies which carry out the manufacturing and/or development and/or marketing of veterinary products.
(3) Companies which carry out the manufacturing and/or development and/or marketing of both human and veterinary products.
(4) Registered SMEs which do not carry out the manufacturing and/or development and/or marketing of products e.g. R&D
contract and consulting services. 
4.3 Ownership (more than one can be ticked, if applicable) 
Please specify the name of the establishment where the applicant SME originated from:
(Bio)Pharmaceutical(5)
Medical device and technology
4.4 Company's profile (for applicant enterprise and all related companies, i.e parent company and all subsidiaries.
(5) Includes companies which activities include the manufacturing and/or development and/or marketing of vaccines, biologics,
immunologicals and chemicals entities.
(6) EU/Non-EU markets
4.5 Product(s) profile (for applicant and all related companies, i.e parent company and all subsidiaries)
Medicinal products categories
Products development stages
Number of products
in each stage
Development and marketing strategy
Active substance categories
Chemicals
Biologically derived proteins and peptides
Nucleic Acids (chemically synthesised)
Polymers (Natural and Synthetic  - excluding peptides, proteins and nucleic acids)
Advanced therapy medicinal products
(Anticipated and Classified according to Regulation (EC) N° 1309/2008)
Specific products categories
Therapeutic Area
Assigned or expected ATC codes (Human and veterinary)
Please submit the declaration by clicking                                 . The signed pdf version and supporting 
documentation can be attached to the same email.
Please click here to                         for signing a pdf version.
Please                              only.
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