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II 

(Non-legislative acts) 

REGULATIONS 

COMMISSION REGULATION (EU) 2016/4 

of 5 January 2016 

amending Regulation (EC) No 216/2008 of the European Parliament and of the Council as regards 
essential requirements for environmental protection 

(Text with EEA relevance) 

THE EUROPEAN COMMISSION, 

Having regard to the Treaty on the Functioning of the European Union, 

Having regard to Regulation (EC) No 216/2008 of the European Parliament and of the Council of 20 February 2008 on 
common rules in the field of civil aviation and establishing a European Aviation Safety Agency, and repealing Council 
Directive 91/670/EEC, Regulation (EC) No 1592/2002 and Directive 2004/36/EC (1), and in particular Article 6(2) 
thereof, 

Whereas: 

(1) Article 6(1) of Regulation (EC) No 216/2008 requires products, parts and appliances to comply with the environ­
mental protection requirements contained in Volumes I and II of Annex 16 to the Convention on International 
Civil Aviation (hereinafter referred to as the ‘Chicago Convention’) as applicable on 17 November 2011, except 
for the Appendices to that Annex. 

(2)  Volumes I and II of Annex 16 to the Chicago Convention have been amended in 2014 by introducing new noise 
standards. 

(3)  Regulation (EC) No 216/2008 should therefore be amended accordingly. 

(4)  The measures provided for in this Regulation are based on the opinion issued by the European Aviation Safety 
Agency in accordance with Articles 17(2)(b) and 19(1) of Regulation (EC) No 216/2008. 

(5)  The measures provided for in this Regulation are in accordance with the opinion of the Committee established by 
Article 65 of Regulation (EC) No 216/2008, 

HAS ADOPTED THIS REGULATION: 

Article 1 

In Article 6 of Regulation (EC) No 216/2008, paragraph 1 is replaced by the following: 

‘1. Products, parts and appliances shall comply with the environmental protection requirements contained in 
Amendment 11-B of Volume I and in Amendment 8 of Volume II of Annex 16 to the Chicago Convention as 
applicable on 1 January 2015, except for the Appendices to Annex 16.’ 
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Article 2 

This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the 
European Union. 

This Regulation shall be binding in its entirety and directly applicable in all Member States. 

Done at Brussels, 5 January 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  
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COMMISSION REGULATION (EU) 2016/5 

of 5 January 2016 

amending Regulation (EU) No 748/2012 as regards the implementation of essential requirements 
for environmental protection 

(Text with EEA relevance) 

THE EUROPEAN COMMISSION, 

Having regard to the Treaty on the Functioning of the European Union, 

Having regard to Regulation (EC) No 216/2008 of the European Parliament and of the Council of 20 February 2008 on 
common rules in the field of civil aviation and establishing a European Aviation Safety Agency, and repealing Council 
Directive 91/670/EEC, Regulation (EC) No 1592/2002 and Directive 2004/36/EC (1), and in particular Article 6(2) 
thereof, 

Whereas: 

(1) Article 6(1) of Regulation (EC) No 216/2008 requires products, parts and appliances to comply with the environ­
mental protection requirements contained in Volumes I and II of Annex 16 to the Convention on International 
Civil Aviation (hereinafter referred to as the ‘Chicago Convention’) as applicable on 17 November 2011, except 
for Appendices to that Annex. Those requirements were implemented in Union law by Commission Regulation 
(EU) No 748/2012 (2). 

(2)  Volumes I and II of Annex 16 to the Chicago Convention have been amended in 2014 by introducing new noise 
standards. 

(3)  Regulation (EU) No 748/2012 should therefore be amended accordingly. 

(4)  The measures provided for in this Regulation are based on the opinion issued by the European Aviation Safety 
Agency in accordance with Articles 17(2)(b) and 19(1) of Regulation (EC) No 216/2008. 

(5)  The measures provided for in this Regulation are in accordance with the opinion of the Committee established by 
Article 65 of Regulation (EC) No 216/2008, 

HAS ADOPTED THIS REGULATION: 

Article 1 

In Annex I (Part-21) to Regulation (EU) No 748/2012, point 21.A.18(a) is replaced by the following: 

‘(a)  The applicable noise requirements for the issue of a type certificate for an aircraft are prescribed according to 
the provisions of Chapter 1 of Annex 16, Volume I, Part II to the Chicago Convention and:  

1. for subsonic jet aeroplanes, in Volume I, Part II, Chapters 2, 3, 4 and 14, as applicable;  

2. for propeller-driven aeroplanes, in Volume I, Part II, Chapters 3, 4, 5, 6, 10 and 14, as applicable;  

3. for helicopters, in Volume I, Part II, Chapters 8 and 11, as applicable; 
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4. for supersonic aeroplanes, in Volume I, Part II, Chapter 12, as applicable; and  

5. for tilt-rotors, in Volume I, Part II, Chapter 13, as applicable.’. 

Article 2 

This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the 
European Union. 

This Regulation shall be binding in its entirety and directly applicable in all Member States. 

Done at Brussels, 5 January 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  
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COMMISSION IMPLEMENTING REGULATION (EU) 2016/6 

of 5 January 2016 

imposing special conditions governing the import of feed and food originating in or consigned 
from Japan following the accident at the Fukushima nuclear power station and repealing 

Implementing Regulation (EU) No 322/2014 

(Text with EEA relevance) 

THE EUROPEAN COMMISSION, 

Having regard to the Treaty on the Functioning of the European Union, 

Having regard to Regulation (EC) No 178/2002 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 (1), and in particular Article 53(1)(b)(ii) thereof, 

Whereas: 

(1)  Article 53 of Regulation (EC) No 178/2002 provides for the possibility to adopt appropriate Union emergency 
measures for food and feed imported from a third country in order to protect public health, animal health or the 
environment, where the risk cannot be contained satisfactorily by means of measures taken by the Member States 
individually. 

(2)  Following the accident at the Fukushima nuclear power station on 11 March 2011, the Commission was 
informed that radionuclide levels in certain food products originating in Japan exceeded the action levels in food 
applicable in Japan. Such contamination may constitute a threat to public and animal health in the Union and 
therefore Commission Implementing Regulation (EU) No 297/2011 (2) was adopted. That Regulation was 
replaced by Implementing Regulation (EU) No 961/2011 (3) which was later replaced by Implementing 
Regulation (EU) No 284/2012 (4). The latter was replaced by Implementing Regulation (EU) No 996/2012 (5) 
which was later replaced by Implementing Regulation (EU) No 322/2014 (6). 

(3)  Since Implementing Regulation (EU) No 322/2014 provides that the measures provided therein are to be 
reviewed by 31 March 2015 and in order to take into account the further development of the situation and 
occurrence data for 2014 on radioactivity in feed and food, it is appropriate to repeal Implementing Regulation 
(EU) No 322/2014 and adopt a new Regulation. 

(4) The existing measures have been reviewed taking into account more than 81 000 occurrence data on radioac­
tivity in feed and food other than beef and more than 237 000 occurrence data on radioactivity in beef, provided 
by the Japanese authorities concerning the fourth growing season after the accident. 

(5)  Alcoholic beverages falling within the CN codes 2203 to 2208 are no longer explicitly excluded from the scope 
as the requirements as regards sampling and analysis and declaration apply to a defined list of feed and food. 

(6)  The data submitted by the Japanese authorities provide evidence that it is no longer necessary to require the 
sampling and analysis of feed and food originating in the prefectures of Aomori and Saitama regarding the 
presence of radioactivity before export to the Union. 
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(7)  For feed and food products originating in the prefecture of Fukushima, the criterion of no non-compliance found 
by the Japanese authorities for two consecutive years (2013 and 2014), has been used for the current review to 
lift the requirement of sampling and analysis before export to the Union for those feed and food products. For 
the other feed and food originating in that prefecture, it is appropriate to maintain the requirement of sampling 
and analysis before export to the Union. 

(8)  It is appropriate to present the provisions of this Regulation in a manner that prefectures of which the same feed 
and food has to be sampled and analysed before export to the Union are grouped together, in order to facilitate 
the application of this Regulation. 

(9)  As regards the prefectures of Gunma, Ibaraki, Tochigi, Miyagi, Iwate and Chiba, it is currently required to sample 
and analyse mushrooms, fishery products, rice, soybeans, buckwheat and certain edible wild plants and the 
processed and derived products thereof, before export to the Union. The same requirements apply to compound 
foodstuffs containing more than 50 % of those products. The occurrence data for the fourth growing season 
provide evidence that for several of those feed and food commodities, it is appropriate to no longer require 
sampling and analysis before export to the Union. 

(10)  As regards the prefectures of Akita, Yamagata and Nagano, it is currently required to sample and analyse 
mushrooms and certain edible wild plants and the processed and derived products thereof before export to the 
Union. The occurrence data for the fourth growing season provide evidence that for one of the edible wild plants, 
it is appropriate to no longer require sampling and analysis before export to the Union. On the other hand, as a 
consequence of the finding of non-compliance in an edible wild plant, it is appropriate to require sampling and 
analysis of this edible wild plant originating from those prefectures. 

(11)  The occurrence data from the fourth growing season provide evidence that it is appropriate to maintain the 
requirement for sampling and analysis before export to the Union for mushrooms originating from the 
prefectures of Shizuoka, Yamanashi and Niigata. As a consequence of the finding of non-compliance in an edible 
wild plant, it is appropriate to require sampling and analysis of this edible wild plant originating from those 
prefectures. 

(12)  The controls performed at import show that the special conditions provided for by Union law are correctly 
implemented by the Japanese authorities and non-compliance has not been found at import controls for more 
than three years. Therefore, it is appropriate to keep the low frequency of controls at import and to no longer 
require that Member States inform the Commission every three months through the rapid alert system for food 
and feed (RASFF) of all analytical results. 

(13)  The transitional measures provided for in Japanese legislation, set out in Annex III to Implementing Regulation 
(EU) No 322/2014, are no longer of relevance for the feed and food currently imported from Japan and should 
therefore no longer be referred to in this Regulation. 

(14)  It is appropriate to foresee a review of the provisions of this Regulation when the results of sampling and 
analysis on the presence of radioactivity of feed and food of the fifth growing season (2015) after the accident 
are available, i.e. by 30 June 2016. The criteria for the review will be determined at the time of the review. 

(15)  The measures provided for in this Regulation are in accordance with the opinion of the Standing Committee on 
Plants, Animals, Food and Feed, 

HAS ADOPTED THIS REGULATION: 

Article 1 

Scope 

This Regulation applies to feed and food within the meaning of Article 1(2) of Council Regulation (Euratom) 
No 3954/87 (1) (‘the products’) originating in or consigned from Japan, with the exclusion of: 

(a)  products which have been harvested and/or processed before 11 March 2011; 
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(b)  personal consignments of feed and food of animal origin which are covered by Article 2 of Commission Regulation 
(EC) No 206/2009 (1); 

(c)  personal consignments of feed and food other than of animal origin which are non-commercial and destined to a 
natural person for personal consumption and use only. In case of doubt, the burden of proof lies with the recipient 
of the consignment. 

Article 2 

Definition 

For the purposes of this Regulation, ‘consignment’ means: 

—  for products for which a sampling and analysis is required by Article 5, a quantity of any of the feed or food falling 
within the scope of this Regulation of the same class or description, covered by the same document(s), conveyed by 
the same means of transport and coming from the same prefecture of Japan, 

—  for the other products falling within the scope of this Regulation, a quantity of any of the feed or food falling within 
the scope of this Regulation, covered by the same document(s), conveyed by the same means of transport and 
coming from one or more prefectures of Japan, within the limits set in the declaration referred to in Article 5. 

Article 3 

Import into the Union 

Products may only be imported into the Union if they comply with this Regulation. 

Article 4 

Maximum levels of caesium-134 and caesium-137 

Products shall comply with the maximum level for the sum of caesium-134 and caesium-137 as set out in Annex I. 

Article 5 

Declaration for certain products 

1. Each consignment of mushrooms, fish and fishery products, with the exception of scallops, rice, soybeans, 
(Japanese) persimmon, Japanese or giant butterbur (fuki), Aralia spp., bamboo shoot, bracken, Japanese royal fern, 
ostrich fern and koshiabura or a derived product thereof or a compound feed or food containing more than 50 % of 
those products, originating in or consigned from Japan, shall be accompanied by a valid declaration drawn up and 
signed in accordance with Article 6. 

2. The declaration referred to in paragraph 1 shall attest that the products comply with the legislation in force in 
Japan. 

3. The declaration referred to in paragraph 1 shall furthermore certify that: 

(a)  the product has been harvested and/or processed before 11 March 2011; or 

(b)  the product does not originate in and is not consigned from one of the prefectures listed in Annex II (2), for which 
the sampling and analysis of this product is required; or 
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(c)  the product is consigned from but does not originate in one of the prefectures listed in Annex II, for which the 
sampling and analysis of this product is required and has not been exposed to radioactivity during transiting; or 

(d)  the product originates in one of the prefectures listed in Annex II for which the sampling and analysis of this 
product is required and is accompanied by an analytical report containing the results of sampling and analysis; or 

(e)  where the origin of the product or of its ingredients present at more than 50 % is unknown, the product is 
accompanied by an analytical report containing the results of sampling and analysis. 

4. Fish and fishery products caught or harvested in the coastal waters of the prefectures of Fukushima, Gunma, 
Ibaraki, Tochigi, Miyagi, Chiba or Iwate shall be accompanied by a declaration referred to paragraph 1 and by an 
analytical report containing the results of sampling and analysis, irrespective of where such products are landed. 

Article 6 

Drawing up and signing of the declaration 

1. The declaration referred to in Article 5 shall be drawn up in accordance with the model set out in Annex III. 

2. For the products referred to in points (a), (b) and (c) of Article 5(3), the declaration shall be signed by an 
authorised representative of the competent Japanese authority or by an authorised representative of an instance 
authorised by the competent Japanese authority under the authority and supervision of the competent Japanese 
authority. 

3. For the products referred to in points (d) and (e) of Article 5(3) and in Article 5(4), the declaration shall be signed 
by an authorised representative of the competent Japanese authority and shall be accompanied by an analytical report 
containing the results of sampling and analysis. 

Article 7 

Identification 

Each consignment of products referred to in Article 5(1) shall be identified by means of a code which shall be indicated 
on the declaration referred to in Article 5, on the analytical report referred to in Article 6(3), on the common entry 
document or common veterinary entry document, referred to in Article 9(2) and on the sanitary certificate 
accompanying the consignment. 

Article 8 

Border inspection posts and designated point of entry 

1. Consignments of products referred to in Article 5(1) shall be introduced into the Union through a designated 
point of entry within the meaning of point (b) of Article 3 of Commission Regulation (EC) No 669/2009 (1) (‘the 
designated point of entry’). 

2. Paragraph 1 shall not apply to consignments of products referred to in Article 5(1) falling within the scope of 
Council Directive 97/78/EC (2). Those consignments shall be introduced into the Union via a border inspection post 
within the meaning of point (g) of Article 2(2) of that Directive. 
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Article 9 

Prior notification 

1. Feed and food business operators or their representatives shall give prior notification of the arrival of each 
consignment of products referred to in Article 5(1). 

2. For the purpose of prior notification, feed and food business operators or their representatives shall complete: 

(a)  for products of non-animal origin: Part I of the common entry document (CED) referred to in point (a) of Article 3 
of Regulation (EC) No 669/2009, taking into account the notes for guidance for the CED laid down in Annex II to 
that Regulation; for the purpose of this Regulation, Box I.13 of the CED can contain more than one commodity 
code; 

(b)  for fish and fishery products: the common veterinary entry document (CVED) set out in Annex III to Commission 
Regulation (EC) No 136/2004 (1). 

The respective document shall be transmitted to the competent authority at the designated point of entry or border 
inspection post, at least two working days prior to the physical arrival of the consignment. 

Article 10 

Official controls 

1. The competent authorities of the border inspection post or designated point of entry shall carry out the following 
controls on the products referred to in Article 5(1): 

(a)  documentary checks on all consignments; 

(b)  random identity checks and random physical checks, including laboratory analysis on the presence of caesium-134 
and caesium-137. The analytical results shall be available within a maximum of five working days. 

2. In case the result of the laboratory analysis provides evidence that the guarantees provided in the declaration 
referred to in Article 5 are false, the declaration is considered not to be valid and the consignment of feed and food does 
not comply with this Regulation. 

Article 11 

Costs 

All costs resulting from the official controls referred to in Article 10 and any measures taken following non-compliance 
shall be borne by the feed and food business operators. 

Article 12 

Release for free circulation 

1. The release for free circulation of each consignment of products referred to in Article 5(1) shall be subject to the 
presentation (physically or electronically) by the feed or food business operator or their representative to the custom 
authorities of a CED duly completed by the competent authority once all official controls have been carried out. The 
custom authorities shall only release the consignment for free circulation if a favourable decision by the competent 
authority is indicated in box II.14 of the CED and signed in box II.21 of the CED. 

2. Paragraph 1 shall not apply to consignments of products referred to in Article 5(1) falling within the scope of 
Directive 97/78/EC. The release for free circulation of those consignments shall be subject to Regulation (EC) 
No 136/2004. 
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Article 13 

Non-compliant products 

Products which do not comply with this Regulation shall not be placed on the market. Such products shall be safely 
disposed of or returned to Japan. 

Article 14 

Review 

This Regulation shall be reviewed before 30 June 2016. 

Article 15 

Repeal 

Implementing Regulation (EU) No 322/2014 is repealed. 

Article 16 

Transitional provision 

By way of derogation from Article 3, products may be imported into the Union under the following conditions: 

(a)  they comply with Implementing Regulation (EU) No 322/2014; and 

(b)  either they left Japan before the entry into force of this Regulation or they left Japan after the entry into force of this 
Regulation but before 1 February 2016 and they are accompanied by a declaration in accordance with Implementing 
Regulation (EU) No 322/2014 which was issued before the entry into force of this Regulation. 

Article 17 

Entry into force 

This Regulation shall enter into force on the third day following that of its publication in the Official Journal of the 
European Union. 

This Regulation shall be binding in its entirety and directly applicable in all Member States. 

Done at Brussels, 5 January 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  
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ANNEX I 

Maximum levels for food (1) (Bq/kg) as provided for in the Japanese legislation  

Foods for infants 
and young children 

Milk and milk- 
based drinks 

Mineral water and 
similar drinks and 
tea brewed from 

unfermented leaves 

Other food 

Sum of caesium-134 and caesium-137 50 (2) 50 (2) 10 (2) 100 (2) 

(1) For dried products that are intended to be consumed in a reconstituted state, the maximum level applies to the reconstituted pro­
duct as ready for consumption. 
For dried mushrooms a reconstitution factor of 5 is of application. 
For tea, the maximum level applies to the infusion brewed from unfermented tea leaves. The processing factor for dried tea is 50, 
and therefore a maximum level of 500 Bq/kg on dried tea leaves ensures that the level in the brewed tea does not exceed the maxi­
mum level of 10 Bq/kg. 

(2) In order to ensure consistency with maximum levels currently applied in Japan, these values replace on a provisional basis the va­
lues laid down in Regulation (Euratom) No 3954/87.  

Maximum levels for feed (1) (Bq/kg) as provided for in the Japanese legislation  

Feed intended for 
cattle and horses 

Feed intended for 
pigs 

Feed intended for 
poultry Feed for fish (3) 

Sum of caesium-134 and caesium-137 100 (2) 80 (2) 160 (2) 40 (2) 

(1)  Maximum level is relative to feed with a moisture content of 12 %. 
(2) In order to ensure consistency with maximum levels currently applied in Japan, these values replace on a provisional basis the va­

lues laid down in Commission Regulation (Euratom) No 770/90 of 29 March 1990 laying down maximum permitted levels of 
radioactive contamination of feedingstuffs following a nuclear accident or any other case of radiological emergency (OJ L 83, 
30.3.1990, p. 78). 

(3)  With the exemption of feed for ornamental fish.   
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ANNEX II 

Feed and food for which sampling and analysis regarding the presence of caesium-134 and 
caesium-137 are required before export to the Union 

(a)  Products originating in the prefecture of Fukushima: 

—  mushrooms and derived products thereof falling within CN codes 0709 51, 0709 59, 0710 80 61, 
0710 80 69, 0711 51 00, 0711 59, 0712 31, 0712 32, 0712 33, 0712 39, 2003 10, 2003 90 and 
2005 99 80, 

—  fish and fishery products falling within CN codes 0302, 0303, 0304, 0305, 0306, 0307, 0308, 1504 10, 
1504 20, 1604 and 1605 with the exception of scallops falling within CN codes 0307 21, 0307 29 and 
1605 52 00, 

—  rice and derived products thereof falling within CN codes 1006, 1102 90 50, 1103 19 50, 1103 20 50, 
1104 19 91, 1104 19 99, 1104 29 17, 1104 29 30, 1104 29 59, 1104 29 89, 1104 30 90, 1901, 
1904 10 30, 1904 20 95, 1904 90 10 and 1905 90, 

—  soybeans and derived products thereof falling within CN codes 1201 90, 1208 10 and 1507, 

—  giant butterbur or Japanese butterbur (fuki) (Petasites japonicus) and derived products thereof falling within CN 
codes 0709 99, 0710 80, 0711 90 and 0712 90, 

—  Aralia spp. and derived products thereof falling within CN codes 0709 99, 0710 80, 0711 90 and 0712 90, 

—  bamboo shoot (Phyllostacys pubescens) and derived products thereof falling within CN codes 0709 99, 0710 80, 
0711 90, 0712 90, 2004 90 and 2005 91, 

—  bracken (Pteridium aquilinum) and derived products thereof falling within CN codes 0709 99, 0710 80, 0711 90 
and 0712 90, 

—  koshiabura (shoot of Eleuterococcus sciadophylloides) and derived products thereof falling within CN codes 
0709 99, 0710 80, 0711 90 and 0712 90, 

—  Japanese royal fern (Osmunda japonica) and derived products thereof falling within CN codes 0709 99, 0710 80, 
0711 90 and 0712 90, 

—  ostrich fern (Matteuccia struthioptheris) and derived products thereof falling within CN codes 0709 99, 0710 80, 
0711 90 and 0712 90, 

—  (Japanese) persimmon (Diospyros sp.) and products derived thereof falling within CN codes 0810 70 00, 
0810 90, 0811 90, 0812 90 and 0813 50. 

(b)  Products originating in the prefectures of Gunma, Ibaraki, Tochigi, Miyagi, Chiba or Iwate: 

—  mushrooms and derived products thereof falling within CN codes 0709 51, 0709 59, 0710 80 61, 
0710 80 69, 0711 51 00, 0711 59, 0712 31, 0712 32, 0712 33, 0712 39, 2003 10, 2003 90 and 
2005 99 80, 

—  fish and fishery products falling within CN codes 0302, 0303, 0304, 0305, 0306, 0307, 0308, 1504 10, 
1504 20, 1604 and 1605 with the exception of scallops falling within CN codes 0307 21, 0307 29 and 
1605 52 00, 

—  Aralia spp. and derived products thereof falling within CN codes 0709 99, 0710 80, 0711 90 and 0712 90, 

—  bamboo shoot (Phyllostacys pubescens) and derived products thereof falling within CN codes 0709 99, 0710 80, 
0711 90, 0712 90, 2004 90 and 2005 91, 

—  bracken (Pteridium aquilinum) and derived products thereof falling within CN codes 0709 99, 0710 80, 0711 90 
and 0712 90, 
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—  Japanese royal fern (Osmunda japonica) and derived products thereof falling within CN codes 0709 99, 0710 80, 
0711 90 and 0712 90, 

—  koshiabura (shoot of Eleuterococcus sciadophylloides) and derived products thereof falling within CN codes 
0709 99, 0710 80, 0711 90 and 0712 90, 

—  ostrich fern (Matteuccia struthioptheris) and derived products thereof falling within CN codes 0709 99, 0710 80, 
0711 90 and 0712 90. 

(c)  Products originating in the prefectures of Akita, Yamagata or Nagano: 

—  mushrooms and derived products thereof falling within CN codes 0709 51, 0709 59, 0710 80 61, 
0710 80 69, 0711 51 00, 0711 59, 0712 31, 0712 32, 0712 33, 0712 39, 2003 10, 2003 90 and 
2005 99 80, 

—  Aralia spp. and derived products thereof falling within CN codes 0709 99, 0710 80, 0711 90 and 0712 90, 

—  bamboo shoot (Phyllostacys pubescens) and derived products thereof falling within CN codes 0709 99, 0710 80, 
0711 90, 0712 90, 2004 90 and 2005 91, 

—  Japanese royal fern (Osmunda japonica) and derived products thereof falling within CN codes 0709 99, 0710 80, 
0711 90 and 0712 90, 

—  koshiabura (shoot of Eleuterococcus sciadophylloides) and derived products thereof falling within CN codes 
0709 99, 0710 80, 0711 90 and 0712 90. 

(d)  Products originating in the prefectures of Yamanashi, Shizuoka or Niigata: 

—  mushrooms and derived products thereof falling within CN codes 0709 51, 0709 59, 0710 80 61, 
0710 80 69, 0711 51 00, 0711 59, 0712 31, 0712 32, 0712 33, 0712 39, 2003 10, 2003 90 and 
2005 99 80, 

—  koshiabura (shoot of Eleuterococcus sciadophylloides) and derived products thereof falling within CN codes 
0709 99, 0710 80, 0711 90 and 0712 90. 

(e)  Compound products containing more than 50 % of the products listed under points (a) to (d) of this Annex.  
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ANNEX III 

Declaration for the import into the Union of 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  (Product and country of origin) 

Batch identification Code . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  Declaration Number . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

In accordance with Commission Implementing Regulation (EU) 2016/6 imposing special conditions governing the 
import of feed and food originating in or consigned from Japan following the accident at the Fukushima nuclear power 
station the 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

(authorised representative referred to in paragraphs 2 or 3 of Article 6 of Implementing Regulation (EU) 2016/6) 

DECLARES that the . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . (products referred to in Article 5(1) of Implementing Regulation (EU) 2016/6) of this consignment 
composed of: . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . (description of consignment, product, number and type of packages, gross or net weight) 
embarked at . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  (embarkation place) 
on . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  (date of embarkation) 
by . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  (identification of transporter) 
going to . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  (place and country of destination) 
which comes from the establishment . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . (name and address of establishment) 

is compliant with the legislation in force in Japan as regards the maximum levels for the sum of caesium-134 and 
caesium-137. 

DECLARES that the consignment concerns: 

mushrooms, fish and fishery products, rice, soybeans, (Japanese) persimmon, Japanese or giant butterbur (fuki), 
Aralia spp., bamboo shoot, bracken, Japanese royal fern, ostrich fern and koshiabura or a derived product thereof 
or a compound feed or food containing more than 50 % of those products, which have been harvested and/or 
processed before 11 March 2011; 

mushrooms, fish and fishery products, rice, soybeans, (Japanese) persimmon, Japanese or giant butterbur (fuki), 
Aralia spp., bamboo shoot, bracken, Japanese royal fern, ostrich fern and koshiabura or a derived product thereof 
or a compound feed or food containing more than 50 % of those products, which do not originate in and are not 
consigned from one of the prefectures listed in Annex II to Implementing Regulation (EU) 2016/6, for which the 
sampling and analysis of this product is required; 

mushrooms, fish and fishery products, rice, soybeans, (Japanese) persimmon, Japanese or giant butterbur (fuki), 
Aralia spp., bamboo shoot, bracken, Japanese royal fern, ostrich fern and koshiabura or a derived product thereof 
or a compound feed or food containing more than 50 % of those products, which are consigned from but do not 
originate in one of the prefectures listed in Annex II to Implementing Regulation (EU) 2016/6, for which the 
sampling and analysis of this product is required and have not been exposed to radioactivity during transiting; 

mushrooms, fish and fishery products, rice, soybeans, (Japanese) persimmon, Japanese or giant butterbur (fuki), 
Aralia spp., bamboo shoot, bracken, Japanese royal fern, ostrich fern and koshiabura or a derived product thereof 
or a compound feed or food containing more than 50 % of those products, which originate in one of the 
prefectures listed in Annex II to Implementing Regulation (EU) 2016/6, for which the sampling and analysis of this 
product is required, and have been sampled on . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  (date) and subjected to laboratory 
analysis on . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  (date) in the . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  (name of laboratory), to determine 
the level of the radionuclides, caesium-134 and caesium-137. The analytical report is attached; 
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mushrooms, fish and fishery products, rice, soybeans, (Japanese) persimmon, Japanese or giant butterbur (fuki), 
Aralia spp., bamboo shoot, bracken, Japanese royal fern, ostrich fern and koshiabura of unknown origin or a 
derived product thereof or a compound feed or food containing more than 50 % of those products as (an) 
ingredient(s) of unknown origin, which have been sampled on . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  (date) and subjected to 
laboratory analysis on . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  (date) in the . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  (name of laboratory), 
to determine the level of the radionuclides, caesium-134 and caesium-137. The analytical report is attached. 

Done at . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  on . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Stamp and signature of the authorised representative 
referred to in Article 6(2) or (3) of Implementing 

Regulation (EU) 2016/6  
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COMMISSION IMPLEMENTING REGULATION (EU) 2016/7 

of 5 January 2016 

establishing the standard form for the European Single Procurement Document 

(Text with EEA relevance) 

THE EUROPEAN COMMISSION, 

Having regard to the Treaty on the Functioning of the European Union, 

Having regard to Directive 2014/24/EU of the European Parliament and of the Council of 26 February 2014 on public 
procurement and repealing Directive 2004/18/EC (1), and in particular Article 59(2) thereof, and to Directive 
2014/25/EU of the European Parliament and of the Council of 26 February 2014 on procurement by entities operating 
in the water, energy, transport and postal services sectors and repealing Directive 2004/17/EC of the European 
Parliament and of the Council (2), and in particular Article 80(3) thereof, 

Whereas: 

(1)  One of the major objectives of Directives 2014/24/EU and 2014/25/EU is the lessening the administrative 
burdens of contracting authorities, contracting entities and economic operators, not least small and medium-sized 
enterprises. A key element of that effort is the European single procurement document (ESPD). The standard 
form for the ESPD should consequently be drafted in such a manner that the need to produce a substantial 
number of certificates or other documents related to exclusion and selection criteria is obviated. With the same 
objective in mind, the standard form should also provide the relevant information in respect of entities on whose 
capacities an economic operator relies, so that the verification of that information can be carried out together 
with the verification in respect of the main economic operator and on the same conditions. 

(2)  The ESPD should also be available for use by contracting entities which are subject to Directive 2014/25/EU and 
which, when applying the exclusion and selection criteria provided for under Directive 2014/24/EU, must do so 
in the same way and under the same conditions as contracting authorities. 

(3)  To avoid administrative burdens for the contracting authorities and contracting entities and possible contradictory 
indications in the different procurement documents, the information which economic operators must provide in 
the ESPD should be clearly indicated by the contracting authorities and contracting entities in advance in the call 
for competition or through references therein to other parts of the procurement documents, which the economic 
operators must in any case examine carefully in view of their participation and possible submission of tenders. 

(4)  The ESPD should also contribute to further simplification for both economic operators and contracting 
authorities and entities by replacing various and diverging national self-declarations with one standard form 
established at the European level. This should also help to reduce problems linked to the precise drafting of 
formal statements and declarations of consent as well as language issues, since the standard form will be available 
in the official languages. The ESPD should thereby facilitate an increased cross-border participation in public 
procurement procedures. 

(5)  Any processing and exchange of data to be performed in connection with the ESPD should be performed in 
accordance with the national rules implementing Directive 95/46/EC of the European Parliament and of the 
Council (3), and in particular with national rules applicable to the processing of data relating to offences, criminal 
convictions or security measures under Article 8(5) of said Directive. 

(6)  It should be recalled that the Commission shall review the practical application of the ESPD taking into account 
the technical development of databases in the Member States and report thereon to the European Parliament and 
the Council by 18 April 2017. In so doing, the Commission may also take into consideration possible 
suggestions to improve its functionality in view of enhancing the possibilities of cross-border participation in 
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the processing of personal data and on the free movement of such data (OJ L 281, 23.11.1995, p. 31). 



public procurement, not least for SMEs, or potential simplifications within the framework set out by Directive 
2014/24/EU; it may as well consider possible issues relating to practices of systematic requests of certificates or 
other forms of documentary evidence of all participants in a given procurement procedure or practices consisting 
in identifying in a discriminatory manner the economic operators to be requested such documentation. 

(7)  The measures provided for in this Regulation are in accordance with the opinion of the Advisory Committee on 
Public Procurement, 

HAS ADOPTED THIS REGULATION: 

Article 1 

From the moment the national measures implementing Directive 2014/24/EU enter into force, and at the latest from 
18 April 2016, the standard form set out in Annex 2 to this Regulation shall be used for the purposes of drawing up 
the European single procurement document referred to in Article 59 of Directive 2014/24/EU. Instructions for its use 
are set out in Annex 1 to this Regulation. 

Article 2 

This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the 
European Union. 

This Regulation shall be binding in its entirety and directly applicable in all Member States. 

Done at Brussels, 5 January 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  
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ANNEX 1 

Instructions 

The ESPD is a self-declaration by economic operators providing preliminary evidence replacing the certificates issued by 
public authorities or third parties. As provided in Article 59 of Directive 2014/24/EU, it is a formal statement by the 
economic operator that it is not in one of the situations in which economic operators shall or may be excluded; that it 
meets the relevant selection criteria and that, where applicable, it fulfils the objective rules and criteria that have been set 
out for the purpose of limiting the number of otherwise qualified candidates to be invited to participate. Its objective is 
to reduce the administrative burden arising from the requirement to produce a substantial number of certificates or 
other documents related to exclusion and selection criteria. 

To facilitate the task for economic operators when filling in an ESPD, Member States may issue guidance on the use of 
the ESPD, for instance to explain which provisions of national law are pertinent in relation to Part III, Section A (1), that 
official lists of approved economic operators or equivalent certificates might not be established or issued in a given 
Member State, or to specify which references and information must be given to enable contracting authorities or 
contracting entities to retrieve a given certificate electronically. 

When preparing the procurement documents for a given procurement procedure, contracting authorities and 
contracting entities must indicate in the call for competition, in procurement documents referred to in the call for 
competition or in the invitations to confirm interest which information they will require from the economic operators, 
including an explicit statement as to whether the information set out under Parts II and III (2) should or should not be 
provided in respect of subcontractors on whose capacities the economic operator does not rely (3). They may also make 
the task easier for economic operators by indicating this information directly in an electronic version of the ESPD, for 
instance by using the ESPD service https://webgate.acceptance.ec.europa.eu/growth/tools-databases/ecertis2/resources/ 
espd/index.html (4) that Commission Services will make available, free of charge, for contracting authorities, contracting 
entities, economic operators, providers of electronic services and other interested parties. 

Tenders in open procedures and requests for participation in restricted procedures, competitive procedures with 
negotiations, competitive dialogues or innovation partnerships, must be accompanied by the ESPD, which economic 
operators have completed in order to deliver the required information (5). Except in relation to certain contracts based 
on framework agreements, the tenderer to whom it is intended to award the contract will have to provide up to date 
certificates and supporting documents. 

Member States may regulate or leave it to contracting authorities and contracting entities to decide whether to use the 
ESPD also as part of procurement procedures not or not fully subject to the detailed procedural rules of Directives 
2014/24/EU or 2014/25/EU, for instance for procurement below the relevant thresholds or procurements subject to the 
particular rules applicable to social and other specific services (the ‘light regime’) (6). Similarly, Member States may 
regulate or leave it to contracting authorities and contracting entities to decide whether to use the ESPD also in 
connection with the award of concessions contracts, whether or not subject to the provisions of Directive 
2014/23/EU (7). 
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(1) For instance that economic operators having been convicted under Articles x, y and z of the national penal code must state so when 
filling in the information concerning convictions for participation in a criminal organisation or money laundering … 

(2) Information concerning exclusion grounds. 
(3) Cf. the third subparagraph of Article 71(5) of Directive 2014/24/EU and the third subparagraph of Article 88(5) of Directive 

2014/25/EU 
(4) This is the link to the preliminary version under development. When available, the link to the full production version will be inserted or 

made available otherwise. 
(5) The situation is more complex in respect of negotiated procedures without prior publication, provided for under Article 32 of 

Directive 2014/24/EU and Article 50 of Directive 2014/25/EU as these provisions apply to very different realities. 
Requesting an ESPD would constitute an unnecessary administrative burden or be otherwise inappropriate 1) where only one, 
predetermined participant is possible (for the two Directives, respectively Article 32, paragraph 2(b), paragraph 3(b), paragraph 3 (d) 
and paragraph 5 of Directive 2014/24/EU and Article 50, letters (c), (e), (f) and (i) of Directive 2014/25/EU and 2) because of the 
urgency involved (respectively Article 32(2)(c) of Directive 2014/24/EU and Article 50, letters (d) and (h) of Directive 2014/25/EU 
or because of the particular characteristics of the transaction for supplies quoted and purchased on a commodity market 
(Article 32(3)(c) of Directive 2014/24/EU and Article 50, letter (g) of Directive 2014/25/EU. 
On the other hand, the ESPD would play its role in full and should be requested in the remaining cases, which are characterised by the 
possible participation of more than one participants and the absence of urgency or particular characteristics linked to the transaction; 
such is the case in respect of Article 32, paragraph 2(a), paragraph 3(a) and paragraph 4 of Directive 2014/24/EU and Article 50, 
letters (a), (b) and (j) of Directive 2014/25/EU. 

(6) Articles 74 to 77 and 91 to 94 of, respectively, Directives 2014/24/EU and 2014/25/EU. 
(7) Directive 2014/23/EU of the European Parliament and of the Council of 26 February 2014 on the award of concession contracts, 

OJ L 94, 28.3.2014, p. 1. 

https://webgate.acceptance.ec.europa.eu/growth/tools-databases/ecertis2/resources/espd/index.html
https://webgate.acceptance.ec.europa.eu/growth/tools-databases/ecertis2/resources/espd/index.html


The contracting authority or contracting entity may ask any tenderer at any moment during the procedure to submit all 
or part of the required certificates and supporting documents where this is necessary to ensure the proper conduct of 
the procedure. 

Economic operators may be excluded from the procurement procedure or be subject to prosecution under national law 
in cases of serious misrepresentation in filling in the ESPD or, generally, in supplying the information required for the 
verification of the absence of grounds for exclusion or the fulfilment of the selection criteria, or where such information 
is withheld or the economic operators are unable to submit the supporting documents. 

Economic operators may reuse the information that has been provided in an ESPD which has already been used in a 
previous procurement procedure as long as the information remains correct and continues to be pertinent. The easiest 
way to do so is by inserting the information in the new ESPD through use of the appropriate functionalities that are 
provided to that effect in the above-mentioned electronic ESPD-service. Of course, reuse of information through other 
forms of copy-paste of information, for instance information stored in the economic operator's IT-equipment (PCs, 
tablets, servers …), will also be possible. 

According to the second subparagraph of Article 59(2) of Directive 2014/24/EU, the ESPD shall be provided exclusively 
in electronic form; however, this may be postponed until 18 April 2018 at the latest (8). This means that both fully 
electronic and paper-based versions of the ESPD may co-exist until 18 April 2018 at the latest. The just-mentioned 
ESPD-service will allow economic operators to fill in their ESPD electronically in all cases, thus enabling them to draw 
the full advantages of the facilities offered (not least of reusing information). For use in procurement procedures in 
which use of electronic means of communication has been postponed (also possible until 18 April 2018 at the latest), 
the ESPD service allows economic operators to print their electronically filled-in ESPD as a paper document which can 
then be transmitted to the contracting authority or contracting entity by other means of communication than electronic 
ones (9). 

As mentioned earlier, the ESPD consists of a formal statement by the economic operator that the relevant grounds for 
exclusion do not apply, that the relevant selection criteria are fulfilled and that it will provide the relevant information as 
required by the contracting authority or contracting entity. 

Where procurements are divided into lots and selection criteria (10) vary from lot to lot, an ESPD should be filled in for 
each lot (or group of lots with the same selection criteria). 

The ESPD further identifies the public authority or third party responsible for establishing the supporting documents (11) 
and contains a formal statement to the effect that the economic operator will be able, upon request and without delay, 
to provide those supporting documents. 

Contracting authorities or contracting entities may choose or may be required (12) by Member States to limit the 
information required on selection criteria to a single question whether, yes or no, economic operators meet all the 
required selection criteria. While this may be followed up by requests for further information and/or documentation, 
care should be taken to avoid imposing excessive administrative burdens on economic operators through systematic 
requests of certificates or other forms of documentary evidence of all participants in a given procurement procedure or 
practices consisting in identifying in a discriminatory manner the economic operators to be requested such 
documentation. 

The obligations for the contracting authorities and contracting entities to obtain the documentation concerned directly 
by accessing a national database in any Member State that is available free of charge also applies where the information 
initially requested on selection criteria has been limited to a yes or no answer. If such electronic documentation is 
requested, economic operators will therefore provide the contracting authority or contracting entity with the 
information needed to obtain the documentation concerned when the selection criteria are being checked rather than 
directly in the ESPD. 
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(8) Cf. Article 90(3) of Directive 2014/24/EU. 
(9) They will also be able to generate their ESPD as a pdf-file which can be electronically transmitted as an attachment. To be able 

subsequently to reuse the information, economic operators should save the filled-in ESPD in an appropriate electronic format (such as 
.xml). 

(10) This might be the case for the minimum required turnover, which in such cases must be determined in function of the maximum 
estimated value of the single lots. 

(11) Unless the contracting authorities or contracting entities have indicated that general information (‘yes’/‘no’) on meeting the requirements 
will be sufficient in the first instance. See below for more explanations on this option. 

(12) Such requirements may be general or limited to certain situations only, e.g. only in open procedures or, for two stage procedures, only 
when all candidates meeting the minimum requirements will be invited to participate. 



Where an extract from the relevant register, for example judicial records, is available electronically to the contracting 
authority or contracting entity, the economic operator can state where the information can be found (i.e. the name of 
the repository, internet address, identification of the file or record etc.) so that the contracting authority or contracting 
entity may retrieve this information. By indicating this information, the economic operator agrees that the 
contracting authority or contracting entity may retrieve the relevant documentation subject to the national 
rules implementing Directive 95/46/EC (13) on the processing of personal data, and in particular of special 
categories of data such as on offences, criminal convictions or security measures. 

In accordance with Article 64 of Directive 2014/24/EU of the European Parliament and of the Council, economic 
operators which are registered on official lists of approved economic operators or possess a relevant certification by 
bodies established under public or private law may, in respect of the information required under Parts III to V, submit to 
the contracting authority or contracting entity the certificate of registration issued by the competent authority or the 
certificate issued by the competent certification body. 

An economic operator participating on its own and which does not rely on the capacities of other entities in order to 
meet the selection criteria, must fill out one ESPD. 

An economic operator participating on its own but relying on the capacities of one or more other entities must ensure 
that the contracting authority or contracting entity receives its own ESPD together with a separate ESPD setting out the 
relevant information (14) for each of the entities it relies on. 

Finally, where groups of economic operators, including temporary associations, participate together in the procurement 
procedure, a separate ESPD setting out the information required under Parts II to V must be given for each of the 
participating economic operators. 

In all cases where more than one person is member of the administrative, management or supervisory body of an 
economic operator or has powers of representation, decision or control therein, each may have to sign the same ESPD, 
depending on national rules, including those governing data protection. 

Concerning the signature(s) of the ESPD, please note that a signature on the ESPD might not be necessary where the 
ESPD is transmitted as part of a set of documents, whose authenticity and integrity is ensured through the required 
signature(s) of the means of transmission (15). 

For procurement procedures in which a call for competition has been published in the Official Journal of the European 
Union, the information required under Part I will be automatically retrieved, provided that the above-mentioned 
electronic ESPD-service is used to generate and fill in the ESPD.  

If there is no call for competition in the OJEU, then the contracting authority or contracting entity must fill 
in the information allowing the procurement procedure to be unequivocally identified. All other information 
in all sections of the ESPD is to be filled in by the economic operator  

The ESPD includes the following Parts and Sections: 

—  Part I. Information concerning the procurement procedure and the contracting authority or contracting 
entity. 

—  Part II. Information concerning the economic operator. 
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(13) Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on the protection of individuals with regard to 
the processing of personal data and on the free movement of such data, OJ L 281, 23.11.1995, p. 31. 

(14) See Part II, Section C 
(15) For instance: if the tender and the accompanying ESPD in an open procedure are transmitted by an e-mail which is provided with an 

electronic signature of the required type, then additional signature(s) on the ESPD might not be necessary. The use of an e-Signature on 
the ESPD might also not be necessary, when the ESPD is integrated in an e-Procurement platform and e-authentication is required in 
order to use that platform. 



—  Part III. Exclusion criteria: 

—  A: Grounds relating to criminal convictions (their application is mandatory pursuant to Article 57(1) of 
Directive 2014/24/EU. Their application is also mandatory for contracting authorities pursuant to the second 
subparagraph of Article 80(1) of Directive 2014/25/EU, whereas contracting entities other than contracting 
authorities may decide to apply these exclusion criteria). 

—  B: Grounds relating to the payment of taxes or social security contributions (their application is 
mandatory pursuant to Article 57(2) of Directive 2014/24/EU in case of a final and binding decision. Under the 
same conditions, their application is also mandatory for contracting authorities pursuant to the second 
subparagraph of Article 80(1) of Directive 2014/25/EU, whereas contracting entities other than contracting 
authorities may decide to apply these exclusion grounds. Please note that national legislation of certain Member 
States may render exclusion obligatory also where the decision is not final and binding.). 

—  C: Grounds relating to insolvency, conflicts of interests or professional misconduct (See Article 57(4) of 
Directive 2014/24/EU) (cases in which economic operators may be excluded; application of these exclusion 
grounds may be rendered obligatory for contracting authorities by their Member States. Pursuant to Article 80(1) 
of Directive 2014/25/EU all contracting entities, whether or not they are contracting authorities, may decide to 
apply these exclusion grounds or be required by their Member State to do so). 

—  D: Other exclusion grounds that may be foreseen in the national legislation of the contracting 
authority's or contracting entity's Member State. 

—  Part IV. Selection criteria (16): 

—  α: Global indication for all selection criteria 

—  A: Suitability. 

—  B: Economic and financial standing. 

—  C: Technical and professional ability. 

—  D: Quality assurance schemes and environmental management standards (17) (18). 

—  Part V. Reduction of the number of qualified candidates (19). 

—  Part VI. Concluding statements.  
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(16) Pursuant to Article 80(2) of Directive 2014/25/EU, contracting entities, whether or not they are contracting authorities, may decide to 
apply the selection criteria provided for in Article 58 of Directive 2014/24/EU (Part IV, Sections A, B and C). 

(17) Use of the ESPD by contracting entities in respect of requirements connected with quality assurance schemes and environmental 
management standards (Part IV, Section D) is not explicitly provided for under Directive 2014/25/EU, but should nevertheless be 
allowed for practical reasons, as Articles 62 and 81 of, respectively, Directives 2014/24/EU and 2014/25/EU are substantially the same. 

(18) Pursuant to Articles 77(2) and 78(1) of Directive 2014/25/EU, contracting entities shall select participants on the basis of objective rules 
and criteria. As described above, these criteria may in some case be those provided for in Directive 2014/24/EU or involve substantially 
identical provisions (see footnote 16). However, the objective rules and criteria may also be specific to a given contracting entity or a 
specific procurement procedure. Such cases can, however, not be covered in a standard form. 

(19) Use of the ESPD by contracting entities in respect of the reduction of the number of qualified candidates (Part V) is not explicitly 
provided for under Directive 2014/25/EU, but should nevertheless be allowed for practical reasons, as both Articles 65 and 78(2) of, 
respectively, Directives 2014/24/EU and 2014/25/EU require that any such reduction of numbers shall be carried out in accordance 
with objective and non-discriminatory criteria or rules. 



ANNEX 2 

STANDARD FORM FOR THE EUROPEAN SINGLE PROCUREMENT DOCUMENT (ESPD) 

Part I: Information concerning the procurement procedure and the contracting authority or contracting entity 
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Part II: Information concerning the economic operator 
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Part III: Exclusion grounds 
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Part IV: Selection criteria 
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Part V: Reduction of the number of qualified candidates 

Part VI: Concluding statements 
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COMMISSION IMPLEMENTING REGULATION (EU) 2016/8 

of 5 January 2016 

specifying the technical characteristics of the 2017 ad hoc module on self-employment 

(Text with EEA relevance) 

THE EUROPEAN COMMISSION, 

Having regard to the Treaty on the Functioning of the European Union, 

Having regard to Council Regulation (EC) No 577/98 of 9 March 1998 on the organisation of a labour force sample 
survey in the Community (1), and in particular Article 7a(5) thereof, 

Whereas: 

(1)  For the purpose of monitoring progress towards the common objectives set out in the Europe 2020 strategy the 
Commission should receive from the Member States a comprehensive set of data on self-employment that allows 
comparisons to be made between Member States. 

(2)  Commission Regulation (EU) No 318/2013 (2) establishes an ad hoc module on self-employment. 

(3) Commission Delegated Regulation (EU) No 1397/2014 (3) specifies and gives a description of the areas of spe­
cialised information (‘ad hoc sub-modules’) which should be included in the 2017 ad hoc module on 
self-employment. 

(4)  The Commission should specify the technical characteristics, the filters, the codes and the deadline for the 
transmission of data under the ad hoc sub-module on self-employment. 

(5)  The measures provided for in this Regulation are in accordance with the opinion of the European Statistical 
System Committee, 

HAS ADOPTED THIS REGULATION: 

Article 1 

The technical characteristics of the 2017 ad hoc module on self-employment, the filters, the codes to be used and the 
deadline by which the results shall be sent to the Commission are laid down in the Annex to this Regulation. 

Article 2 

This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the 
European Union. 
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(1) OJ L 77, 14.3.1998, p. 3. 
(2) Commission Regulation (EU) No 318/2013 of 8 April 2013 adopting the programme of ad hoc modules, covering the years 2016 

to 2018, for the labour force sample survey provided for by Council Regulation (EC) No 577/98 (OJ L 99, 9.4.2013, p. 11). 
(3) Commission Delegated Regulation (EU) No 1397/2014 of 22 October 2014 amending Regulation (EU) No 318/2013 adopting the 

programme of ad hoc modules, covering the years 2016 to 2018, for the labour force sample survey provided for by Council Regulation 
(EC) No 577/98 (OJ L 370, 30.12.2014, p. 42). 



This Regulation shall be binding in its entirety and directly applicable in all Member States. 

Done at Brussels, 5 January 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  
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ANNEX 

This Annex sets out the technical characteristics, filters and codes to be used in the ad hoc module on self-employment 
scheduled to be carried out in 2017. It also sets the dates for submission of data to the Commission. 

Deadline for transmission of the results to the Commission: 31 March 2018. 

Filters and codes to be used for sending data: as set out in Annex III to Commission Regulation (EC) No 377/2008 (1). 

Columns reserved for optional weighting factors, to be used in cases of subsampling or non-response: columns 222-225 
containing whole numbers and columns 226-227 containing decimal places. 

(1) Sub-module ‘Economically dependent self-employment’ 

Name/Column Code Description Filter 

MAINCLNT  Economic dependency STAPRO = 1,2 

211  Number and importance of clients in the last 12 months   

1 No client in the last 12 months  

2 Only one client in the last 12 months 

3 2-9 clients in the last 12 months, but one was dominant 

4 2-9 clients in the last 12 months, and none was dominant 

5 More than 9 clients in the last 12 months, but one was dom­
inant 

6 More than 9 clients in the last 12 months, and none was dom­
inant 

9 Not applicable (not included in the filter) 

Blank No answer/Don't know 

WORKORG  Organisational dependency STAPRO = 1,2 AND 
MAINCLNT ≠ 1 

212  Influence over deciding working hours   

1 The respondent decides  

2 The client/s of the respondent decide(s) 

3 Any other party decides 

9 Not applicable (not included in the filter) 

Blank No answer/Don't know  
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(1) Commission Regulation (EC) No 377/2008 of 25 April 2008 implementing Council Regulation (EC) No 577/98 on the organisation of a 
labour force sample survey in the Community as regards the codification to be used for data transmission from 2009 onwards, the use of 
a subsample for the collection of data on structural variables and the definition of the reference quarters (OJ L 114, 26.4.2008, p. 57). 



(2) Sub-module ‘Working conditions for self-employed people’ 

Name/Column Code Description Filter 

REASSE  Main reason for becoming self-employed STAPRO = 1,2 

213  Main reason for becoming self-employed when starting to work as 
self-employed in the current job   

1 Could not find a job as an employee  

2 The respondent's former employer requested the respondent to 
become self-employed 

3 It is the usual practice in the respondent's field 

4 A suitable opportunity presented itself 

5 Continued the family business 

6 Did not want to or plan to become self-employed, but started 
working as self-employed for another reason than listed pre­
viously 

7 Wanted to be self-employed because of flexible working hours 

8 Wanted to be self-employed for other reason 

9 Not applicable (not included in the filter) 

Blank No answer/Don't know 

SEDIFFIC  Main difficulty as self-employed STAPRO = 1,2 

214  Self-perceived main difficulty in working as self-employed during the 
last 12 months   

0 Lack of influence on setting the price of own work  

1 Lack of access to financing for the business 

2 Delayed payments or non-payments 

3 Inappropriate levels of administrative burden 

4 Lack of income in case of sickness 

5 Periods of financial hardship 

6 Periods of having no customer, no assignments or project to 
work on 

7 Other difficulty 

8 Had no difficulties 

9 Not applicable (not included in the filter) 

Blank No answer/Don't know 

REASNOEM  Main reason for not having employees STAPRO = 2 

215  Self-perceived main reason for not having any employees   

0 Respondent primarily wants to employ him/herself  

1 There is not enough work 
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Name/Column Code Description Filter  

2 Difficult to find suitable staff 

3 Legal framework is too complicated 

4 High social contributions 

5 Not possible in the respondent's occupation 

6 Respondent prefers to work with sub-contractors or associates 

7 The respondent's client/s want(s) the respondent to do the work 

8 Other reason 

9 Not applicable (not included in the filter) 

Blank No answer/Don't know 

BPARTNER  Working with business partners STAPRO = 1,2 

216  Working with a co-owner and/or in a network of other self-employed   

1 Works together with a co-owner  

2 Works together with other self-employed in a network 

3 Both 

4 Neither 

9 Not applicable (not included in the filter) 

Blank No answer/Don't know 

PLANEMPL  Planned hiring of employees or subcontractors STAPRO = 1,2 

217  Plans to employ or sub-contract in the next 12 months   

1 Plans to employ only permanent employees  

2 Plans to employ only temporary employees 

3 Plans to employ both permanent and temporary employees 

4 Plans to only hire subcontractors 

5 Plans to hire subcontractors and employ employees 

6 Does not plan to hire employees or subcontractors 

9 Not applicable (not included in the filter) 

Blank No answer/Don't know  

(3) Sub-module ‘The self-employed and employees’ 

Name/Column Code Description Filter 

JBSATISF  Job satisfaction WSTATOR = 1,2 

218  The level of job satisfaction in the main job   

1 Satisfied to a large extent  

2 Satisfied to some extent 
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Name/Column Code Description Filter  

3 Satisfied to a small extent 

4 Not satisfied at all 

9 Not applicable (not included in the filter) 

Blank No answer/Don't know 

AUTONOMY  Job autonomy WSTATOR = 1,2 

219  The level of influence over content and order of tasks in the main job   

1 Able to influence both contents and order of tasks  

2 Able to influence contents but not order of tasks 

3 Able to influence order but not contents of tasks 

4 Not able to influence contents, nor order of tasks 

9 Not applicable (not included in the filter) 

Blank No answer/Don't know 

PREFSTAP  Preferred professional status for the main job WSTATOR = 1,2 

220  Preference to work as an employee if currently self-employed, or prefer­
ence to work as self-employed if currently working as an employee   

1 Does not want to change professional status  

2 Is self-employed but wishes to work as an employee 

3 Is working as an employee or family worker but wishes to be 
self-employed 

9 Not applicable (not included in the filter) 

Blank No answer/Don't know 

OBSTACSE  Main reason for not becoming self-employed in the main 
job 

PREFSTAP = 3 

221  The main reason why current employees or family workers who wish 
they were self-employed have not switched to their preferred professional 

status   

1 Financial insecurity  

2 Difficulties with getting financing for the business 

3 Too much stress, responsibilities, or risk 

4 Less coverage from social protection 

5 Other reason 

9 Not applicable (not included in the filter) 

Blank No answer/Don't know   
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COMMISSION IMPLEMENTING REGULATION (EU) 2016/9 

of 5 January 2016 

on joint submission of data and data-sharing in accordance with Regulation (EC) No 1907/2006 of 
the European Parliament and of the Council concerning the Registration, Evaluation, Authorisation 

and Restriction of Chemicals (REACH) 

(Text with EEA relevance) 

THE EUROPEAN COMMISSION, 

Having regard to the Treaty on the Functioning of the European Union, 

Having regard to Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 
concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European 
Chemicals Agency, amending Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and 
Commission Regulation (EC) No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives 
91/155/EEC, 93/67/EEC, 93/105/EC and 2000/21/EC (1), and in particular Article 132 thereof, 

Whereas: 

(1)  For the purposes of registration of substances, Titles II and III of Regulation (EC) No 1907/2006 include 
provisions that require manufacturers and importers to share data and to jointly submit information to the 
Agency. 

(2)  The experience acquired by authorities through the 2010 and 2013 registration deadlines set out in Article 23 of 
Regulation (EC) No 1907/2006 for phase-in substances, together with information received from stakeholders 
directly and via the REACH registration workshop that took place in Brussels on 10-11 December 2013, indicate 
that the provisions of Regulation (EC) No 1907/2006 on data-sharing and joint submission have not been used 
to their full potential, their implementation falling short of expectations. This has been especially prejudicial to 
small and medium size enterprises. 

(3)  In order for the system of data-sharing, established by Regulation (EC) No 1907/2006, to operate effectively, it is 
necessary to promote good management practices and to ensure the efficient functioning of agreements 
pertaining to sharing such data. Rules should therefore be established for an efficient implementation of that 
Regulation as regards data sharing. 

(4)  Costs relating to sharing and jointly submitting information, in accordance with Articles 11(1), 19(1), 27(3) 
and 30(1) of Regulation (EC) No 1907/2006, should be determined in a fair, transparent and non-discriminatory 
manner. 

(5)  It is necessary to clarify that in accordance with Articles 27(3) and 30(1) of Regulation (EC) No 1907/2006, both 
administrative costs and costs related to information requirements should only be shared where those costs are 
relevant to the information that a party is obliged to submit for registration under that Regulation. Costs relating 
to information requirements include any cost that was required for performing an existing study or is required 
for performing a new study, whether relating to preparing the necessary specifications, contracting with a 
laboratory or monitoring its performance. Costs of fulfilling a REACH information requirement not involving 
testing studies should also be included. 

(6)  To ensure that data is shared in a transparent and effective manner, all agreements to share data for the purposes 
of Regulation (EC) No 1907/2006 should be structured in a way that all relevant costs are clearly described and 
identifiable. However, where parties to data-sharing agreements that already exist on the date of entry into force 
of this Regulation are satisfied with the functioning of such agreements, it should be possible to waive the 
obligation to itemise costs when all parties consent. 
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(1) OJ L 396, 30.12.2006, p. 1. 



(7)  In order to ascertain that the costs of sharing data are justified and are adequately distributed between the parties 
to a data-sharing agreement, annual records of costs incurred and compensation received should be kept by those 
parties. In accordance with Articles 27(3) and 30(1) of Regulation (EC) No 1907/2006, parties to existing data- 
sharing agreements should make every effort to establish proof of costs incurred before the entry into force of 
this Regulation. 

(8) To ensure consistency with Article 25(3) of Regulation (EC) No 1907/2006 and to ensure that there is documen­
tation of the cost of any study that may be subject to a data-sharing agreement, those annual records should be 
kept for a minimum of 12 years following the submission of a study in the framework of a registration under 
that Regulation 

(9)  A data-sharing agreement should include a model for sharing all relevant costs. A reimbursement mechanism 
should be envisaged in each cost-sharing model to allow for potential adjustment of the share of costs that each 
registrant pays when other registrants join that agreement at a later stage. 

(10)  In order to ensure that no unnecessary administrative burden is placed on parties to data-sharing agreements that 
already exist on the date of entry into force of this Regulation, those parties should be allowed to waive the 
obligation to include a reimbursement mechanism if all parties to the agreement consent. In the case of such 
agreements, potential registrants who intend to join the existing agreement should be allowed to request the 
inclusion of a reimbursement mechanism. 

(11)  In the interest of providing legal certainty, it should be clarified that in accordance with Article 50(4) of 
Regulation (EC) No 1907/2006, the costs associated with a substance evaluation decision may also apply to 
registrants who have already ceased their activities pursuant to paragraph 2 or 3 of Article 50 of that Regulation. 

(12)  The principle of ‘one substance, one registration’, which underpins the operation of Titles II and III of Regulation 
(EC) No 1907/2006, should be reinforced by emphasising the role of the Agency in ensuring that all submissions 
of information regarding the same substance are part of the same registration under that Regulation. 

(13)  Where tests on vertebrate animals are not required for the purposes of a party's registration under Regulation 
(EC) No 1907/2006, it should be clarified that that party is not obliged to share data with other registrants of the 
same substance and may choose to submit separately the information referred to in Article 10(a) in accordance 
with Article 11(3) or 19(2) of that Regulation. 

(14)  In order to ensure consistency with the principle of ‘one substance, one registration’, the Agency should ensure 
that a separate submission of the information referred to in Article 10(a), justified under Article 11(3) or 19(2) of 
Regulation (EC) No 1907/2006, is still part of the existing registration for that substance. 

(15)  In order to promote the development and use of alternative methods for the assessment of hazards of substances 
and to minimise animal testing, this Regulation encourages the sharing of relevant (animal and non-animal) 
studies that are conducted on a substance which is structurally similar to the substance being registered (grouping 
or read-across). 

(16)  The measures provided for in this Regulation are in accordance with the opinion of the Committee established 
under Article 133 of Regulation (EC) No 1907/2006, 

HAS ADOPTED THIS REGULATION: 

Article 1 

Subject matter 

This Regulation lays down specific duties and obligations for parties to agreements where the sharing of information 
and associated costs are required under Regulation (EC) No 1907/2006. 

6.1.2016 L 3/42 Official Journal of the European Union EN     



Article 2 

Transparency 

1. Where multiple registrants of the same substance or participants in a Substance Information Exchange Forum 
(SIEF) are obliged to share information in accordance with their duties under Regulation (EC) No 1907/2006, they shall 
make every effort to reach an agreement on the sharing of the information. This data-sharing agreement, which involves 
only persons or entities subject to that Regulation, shall be clear and comprehensible to all parties and shall include the 
following sections: 

(a)  the itemisation of the data to be shared, including the cost of each data item, a description indicating the 
information requirements in Regulation (EC) No 1907/2006 to which each cost corresponds and a justification of 
how the data to be shared satisfies the information requirement; 

(b)  the itemisation and justification of any cost of creating and managing the data-sharing agreement and the joint 
submission of information between registrants of the same substance as required by Regulation (EC) No 1907/2006 
(hereinafter referred to as ‘administrative costs’) applicable for that data-sharing agreement; 

(c)  a cost-sharing model, which shall include a reimbursement mechanism. 

2. Where a data-sharing agreement already exists on the date of entry into force of this Regulation, parties to that 
agreement may, by unanimous consent, waive their obligation to itemise the data as described in points (a) and (b) of 
paragraph 1. 

A potential registrant of a substance for which a data-sharing agreement has already been reached by previous 
registrants, who requests a study or set of studies to be shared in accordance with Articles 27 and 30 of Regulation (EC) 
No 1907/2006 shall not be bound by an existing waiver, unless he provides his signed consent to it to the previous 
registrants, and shall have the right to request itemisation as described in points (a) and (b) of paragraph 1. 

Where such a request is made, the previous registrants shall: 

(a)  itemise all relevant costs incurred after the date of entry into force of this Regulation as described in points (a) and 
(b) of paragraph 1; 

(b)  provide proof of the cost of any study, completed before the date of entry into force of this Regulation, that is 
requested in accordance with Article 30(1) of Regulation (EC) No 1907/2006; 

(c)  make every effort to provide itemisation of all other relevant costs, including administrative costs and study costs 
not covered in point (b), incurred before the date of entry into force of this Regulation as described in points (a) and 
(b) of paragraph 1. 

The itemisation of costs shall be provided to the potential registrant without undue delay. 

3. Where registrants of the same substance have shared information and submitted it jointly in accordance with 
Regulation (EC) No 1907/2006, they shall document yearly any further costs incurred in relation to the operation of 
their data-sharing agreement. 

The annual documentation shall contain the sections indicated in paragraph 1 and include, for the purposes of the 
reimbursement mechanism, a record of any compensation received from new registrants. 

In the absence of detailed documentation of costs incurred or compensation received before the entry into force of this 
Regulation, parties to an agreement shall make every effort to collate proof, or to make the best approximation, of such 
costs and compensation for each year since the commencement of that agreement. 

Such annual documentation shall be kept by the registrants for a minimum of 12 years following the latest submission 
of a study and shall be made available free of charge upon request from any party to the data-sharing agreement 
concerned within reasonable time and in full consideration of the requirements related to applicable registration 
deadlines. 
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Article 3 

One substance, one registration 

1. Without prejudice to Articles 11(3) and 19(2) of Regulation (EC) No 1907/2006, the Agency shall ensure that all 
registrants of the same substance are part of the same registration under that Regulation. 

2. Where the Agency permits a potential registrant of a substance that has already been registered to refer to 
requested information in accordance with Articles 27(6) and 30(3) of Regulation (EC) No 1907/2006, the Agency shall 
ensure that any subsequent submission of information by that potential registrant is part of the existing joint submission 
for that substance. 

3. Where a potential registrant has complied with his obligations under Articles 26 or 29 of Regulation (EC) 
No 1907/2006 and has ascertained that he is not required to share tests on vertebrate animals for the purposes of his 
registration, he may decide to invoke Articles 11(3) or 19(2) in order to submit separately all or part of the relevant 
information in Article 10(a) of that Regulation. 

In such cases, the potential registrant shall inform any previous registrants of that substance of his decision. He shall 
also inform the Agency which shall ensure that this separate submission, made in accordance with Article 11(3) 
or 19(2) of Regulation (EC) No 1907/2006, remains part of the existing registration for that substance in accordance 
with paragraph 1. 

Article 4 

Fairness and non-discrimination 

1. Pursuant to Articles 27(3) and 30(1) of Regulation (EC) No 1907/2006, any registrant of a substance shall only be 
required to share the costs of information that such registrant is obliged to submit to the Agency to satisfy his 
registration requirements under that Regulation. This condition applies also to administrative costs. 

2. The cost-sharing model referred to in Article 2(1)(c) shall apply to all registrants of that substance, including the 
possibility of future registrants joining the data-sharing agreement at a later stage. 

The cost-sharing model shall include for all registrants of a particular substance provisions for sharing any costs 
resulting from a potential substance evaluation decision. 

The following factors shall also be considered in agreeing on a particular cost-sharing model: the number of potential 
registrants estimated to register for that substance; and the possibility of future additional information requirements for 
that substance, other than those resulting from a potential substance evaluation decision. 

In the event that a cost-sharing model includes the possibility to cover the costs of future additional information 
requirements for that substance, other than those resulting from a potential substance evaluation decision, this 
possibility shall be justified and indicated separately from other costs in the data-sharing agreement. 

Compiling information for the purposes of establishing substance sameness should not be the subject of any cost 
sharing between previous registrants and potential registrants. 

3. Pursuant to Articles 27 and 30 of Regulation (EC) No 1907/2006, if the participants to a data-sharing agreement 
cannot agree to such a cost-sharing model, each participant shall pay an equal share of the costs required for their parti­
cipation. Reimbursement of part of such costs paid shall still occur as if a reimbursement mechanism has been agreed 
subject to the first subparagraph of paragraph 4. 

4. The reimbursement mechanism referred to in Article 2(1)(c) shall be envisaged in every cost-sharing model and 
shall include a method of proportional redistribution to each participant of their share of costs paid where a potential 
registrant joins that agreement in the future. 
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The reimbursement mechanism shall also take account of the following factors: the possibility of future additional 
registration requirements for that substance, other than those resulting from a potential substance evaluation decision; 
and the economic viability of certain reimbursements where the costs of reimbursement are higher than the amount to 
be reimbursed. 

5. Where a data-sharing agreement already exists on the date of entry into force of this Regulation, parties to that 
agreement may, by unanimous consent, waive their obligation to include a reimbursement mechanism in their cost- 
sharing model. 

A potential registrant who intends to participate in an existing data-sharing agreement shall not be bound by an existing 
waiver unless he provides his signed consent to it to the previous registrants and shall have the right to obtain the 
inclusion of a reimbursement mechanism in the cost-sharing model in accordance with this Regulation. 

6. Any registrant who has ceased his activities pursuant to paragraph 2 or 3 of Article 50 of Regulation (EC) 
No 1907/2006 may still be required to share costs resulting from a substance evaluation decision in accordance with 
Article 50(4) of that Regulation. 

Article 5 

Dispute Resolution 

1. When settling a data-sharing dispute pursuant to Articles 27(5) and 30(3) of Regulation (EC) No 1907/2006, the 
Agency shall take account of the parties' compliance with the obligations set out in Articles 2, 3 and 4 of this 
Regulation. 

2. This Regulation operates without prejudice to the full and complete application of the Union competition law. 

Article 6 

Entry into force 

This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the 
European Union. 

This Regulation shall be binding in its entirety and directly applicable in all Member States. 

Done at Brussels, 5 January 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  
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COMMISSION IMPLEMENTING REGULATION (EU) 2016/10 

of 5 January 2016 

establishing the standard import values for determining the entry price of certain fruit and 
vegetables 

THE EUROPEAN COMMISSION, 

Having regard to the Treaty on the Functioning of the European Union, 

Having regard to Regulation (EU) No 1308/2013 of the European Parliament and of the Council of 17 December 2013 
establishing a common organisation of the markets in agricultural products and repealing Council Regulations (EEC) 
No 922/72, (EEC) No 234/79, (EC) No 1037/2001 and (EC) No 1234/2007 (1), 

Having regard to Commission Implementing Regulation (EU) No 543/2011 of 7 June 2011 laying down detailed rules 
for the application of Council Regulation (EC) No 1234/2007 in respect of the fruit and vegetables and processed fruit 
and vegetables sectors (2), and in particular Article 136(1) thereof, 

Whereas: 

(1)  Implementing Regulation (EU) No 543/2011 lays down, pursuant to the outcome of the Uruguay Round 
multilateral trade negotiations, the criteria whereby the Commission fixes the standard values for imports from 
third countries, in respect of the products and periods stipulated in Annex XVI, Part A thereto. 

(2)  The standard import value is calculated each working day, in accordance with Article 136(1) of Implementing 
Regulation (EU) No 543/2011, taking into account variable daily data. Therefore this Regulation should enter 
into force on the day of its publication in the Official Journal of the European Union, 

HAS ADOPTED THIS REGULATION: 

Article 1 

The standard import values referred to in Article 136 of Implementing Regulation (EU) No 543/2011 are fixed in the 
Annex to this Regulation. 

Article 2 

This Regulation shall enter into force on the day of its publication in the Official Journal of the European Union. 

This Regulation shall be binding in its entirety and directly applicable in all Member States. 

Done at Brussels, 5 January 2016. 

For the Commission, 

On behalf of the President, 
Jerzy PLEWA 

Director-General for Agriculture and Rural Development  
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ANNEX 

Standard import values for determining the entry price of certain fruit and vegetables 

(EUR/100 kg) 

CN code Third country code (1) Standard import value 

0702 00 00 IL  236,2 

MA  77,5 

TR  111,7 

ZZ  141,8 

0707 00 05 MA  88,9 

TR  156,8 

ZZ  122,9 

0709 93 10 MA  43,8 

TR  144,8 

ZZ  94,3 

0805 10 20 EG  53,0 

MA  64,8 

TR  70,6 

ZA  74,1 

ZZ  65,6 

0805 20 10 IL  171,2 

MA  67,7 

ZZ  119,5 

0805 20 30, 0805 20 50, 
0805 20 70, 0805 20 90 

IL  118,6 

MA  86,7 

TR  66,6 

ZZ  90,6 

0805 50 10 TR  96,5 

ZZ  96,5 

0808 10 80 CL  83,4 

US  150,1 

ZZ  116,8 

0808 30 90 TR  130,5 

ZZ  130,5 

(1)  Nomenclature of countries laid down by Commission Regulation (EU) No 1106/2012 of 27 November 2012 implementing 
Regulation (EC) No 471/2009 of the European Parliament and of the Council on Community statistics relating to external trade 
with non-member countries, as regards the update of the nomenclature of countries and territories (OJ L 328, 28.11.2012, p. 7). 
Code ‘ZZ’ stands for ‘of other origin’.  
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DIRECTIVES 

COMMISSION IMPLEMENTING DIRECTIVE (EU) 2016/11 

of 5 January 2016 

amending Annex II to Council Directive 2002/57/EC on the marketing of seed of oil and fibre 
plants 

(Text with EEA relevance) 

THE EUROPEAN COMMISSION, 

Having regard to the Treaty on the Functioning of the European Union, 

Having regard to Council Directive 2002/57/EC of 13 June 2002 on the marketing of seed of oil and fibre plants (1), 
and in particular Article 24 thereof, 

Whereas: 

(1)  Point (2)(b) of Section I of Annex II to Directive 2002/57/EC lays down the minimum varietal purity of seed of 
hybrids of swede rape. 

(2)  The current purity standard of 90 % which is applicable for hybrid varieties of both spring swede rape and 
winter swede rape does no longer reflect the special technical features nor the limitations in seed production of 
spring swede rape. 

(3)  The conditions for seed production provided for in Directive 2002/57/EC are based on internationally accepted 
standards of the Seed Schemes established by the OECD (Organisation for Economic Cooperation and 
Development). 

(4)  The varietal purity standard for the seed of spring swede rape should be adapted to the standard set by the 
OECD. 

(5)  Annex II to Directive 2002/57/EC should therefore be amended accordingly. 

(6)  The measures provided for in this Directive are in accordance with the opinion of the Standing Committee on 
Plants, Animals, Food and Feed, 

HAS ADOPTED THIS DIRECTIVE: 

Article 1 

Amendment to Annex II to Directive 2002/57/EC 

In Section I of Annex II to Directive 2002/57/EC, point (2)(b) is replaced by the following: 

‘(b)  The minimum varietal purity of the seed shall be: 

—  basic seed, female component: 99,0 %, 

—  basic seed, male component: 99,9 %, 
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—  certified seed of winter swede rape varieties: 90,0 %, 

—  certified seed of spring swede rape varieties: 85,0 %.’. 

Article 2 

Transposition 

1. Member States shall adopt and publish, by 31 December 2016 at the latest, the laws, regulations and adminis­
trative provisions necessary to comply with this Directive. They shall forthwith communicate to the Commission the 
text of those provisions. 

They shall apply those provisions from 1 January 2017. 

When Member States adopt those provisions, they shall contain a reference to this Directive or be accompanied by such 
a reference on the occasion of their official publication. Member States shall determine how such reference is to be 
made. 

2. Member States shall communicate to the Commission the text of the main provisions of national law which they 
adopt in the field covered by this Directive. 

Article 3 

Entry into force 

This Directive shall enter into force on the twentieth day following that of its publication in the Official Journal of the 
European Union. 

Article 4 

Addressees 

This Directive is addressed to the Member States. 

Done at Brussels, 5 January 2016. 

For the Commission 

The President 
Jean-Claude JUNCKER  
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