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Glossary 

Term or acronym Meaning or definition 

Cardio vascular disease a class of diseases affecting the heart or blood vessels. It 

includes coronary artery disease as well as stroke, heart 

failure, arrhythmia, aortic aneurysms, among others 

Coronary artery disease a group of diseases that includes: stable angina, unstable 

angina, myocardial infarction, and sudden cardiac death. 

It is within the group of cardio vascular diseases of 

which it is the most common type 

Coronary heart disease a health condition that reduces blood flow through the 

coronary arteries to the heart and typically results in 

chest pain or heart damage. It is the outcome of coronary 

artery disease 

Deforestation the action or process of clearing of forests 

Disability adjusted life years one disability adjusted life year can be thought of as one 

lost year of "healthy" life. The sum of disability adjusted 

life years across the population, or the burden of disease, 

can be thought of as a measurement of the gap between 

current health status and an ideal health situation where 

the entire population lives to an advanced age, free of 

disease and disability. Disability-adjusted life years 

measure overall disease burden. It expresses that burden 

as the number of years lost due to ill health, disability or 

early death 

 Food business operator the natural or legal person responsible for ensuring that 

the requirements of food law are met within the food 

business under their control 

Isocaloric having similar caloric values 

Labour cost the total expenditure borne by employers in order to 

employ workers, including social security contributions 

and other non-wage labour costs 
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Markov model a state-transition model used to model randomly 

changing systems where it is assumed that future states 

depend only on the current state not on the events that 

occurred before it 

Mortality rate a measure of the number of deaths in a given population 

per unit of time 

Non-prepacked food foods sold without packaging 

Partially hydrogenated oil: a liquid oil which has only been processed through 

partial hydrogenation and is semi-solid 

Pre-packed food any food that is put into packaging before being put on 

sale and that cannot be altered without opening or 

changing the packaging (as defined article 2 (2) (e) of 

Regulation (EU) No 1169/2011)  

Trans fats also called Trans fatty acids and sometimes abbreviated 

as TFAs, are a particular type of unsaturated fatty acids 

that are present in foods .'Trans' describes the specific 

and rather unusual configuration of the unsaturated bond 

in a fatty acid, while generally fats in foods contain 

unsaturated fatty acids in 'cis' configuration 

Annex I point 4 of  Regulation (EU) No 1169/2011 on 

the provision of food information to consumers defines: ' 

" trans fat"  means fatty acids with at least one non-

conjugated (namely interrupted by at least one 

methylene group) carbon-carbon double bond in the 

trans configuration' 

There are two sources of trans fats: those produced 

industrially (so called industrial trans fats) and those 

naturally produced by ruminant animals (ruminant trans 

fats), which are present in derived food products, such as 

dairy products or meat from cattle, sheep or goats 
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1. INTRODUCTION : POLITICAL AND LEGAL CONTEXT  

Trans fats (also called 'trans fatty acids' and sometimes abbreviated as TFAs) are a 

particular type of unsaturated fatty acids that are present in some foods
1
 as natural trans 

fats in ruminant (dairy and meat) products
2
 or as industrially manufactured trans fats. 

Industrial trans fats, in the form of partial hydrogenated oils, are added to improve 

stability or texture or for other technological reasons, in a variety of products including 

pastries and chocolates. One of the common substitution fats with similar technological 

and cost advantages is palm oil. Trans fats are not synthesised by the human body and 

are not required in the human diet. 

There is scientific consensus that trans fats intake has a negative effect on human health: 

more specifically, consumption of trans fats has a negative impact on blood cholesterol 

levels and increases the risk of coronary heart disease
3
 more than any other macronutrient 

compared on a per-calorie basis; the risk of dying from heart disease is 20-32 % higher 

when consuming 2 % of the daily energy intake from trans fats instead of consuming the 

same energy amount from carbohydrates, saturated fatty acids, cis monounsaturated fatty 

acids and cis polyunsaturated fatty acids.
4
  

The European Food Safety Authority recommends that trans fats intakes should be 'as 

low as is possible within the context of a nutritionally adequate diet'.
5
  The World Health 

Organisation recommends that less than 1 % of dietary energy intake should come from 

consuming trans fats
6
 (which equates to maximum 2,2 g of trans fats per day for a person 

requiring 2000 kilocalories).
7
 Currently, in total 7 Member States have introduced 

legislation regarding intakes of industrial trans fats. In particular, 6 Member States 

(Denmark, Austria, Hungary, Latvia, Lithuania and Slovenia) have set legal limits and 

one (Romania) has recently notified a draft legal measure. The legal limit of maximum 2 

% of industrially produced trans fats in foods introduced in several Member States is in 

line both with the intake recommendations of the European Food Safety Authority and of 

WHO: typical intakes of total fat in European countries are reported to be at a maximum 

of 48 % of the daily energy intake (95th percentile).
8
 Provided that all foods contain trans 

fats at 2 % in a very unlikely, extreme scenario, intake levels would be at 0.96 % of 

energy intake, below the WHO recommendation. Assuming a 2000 kilocalorie diet, 0.96 
                                                           
1
  Annex 5 provides the legal definition in the EU and chemical and scientific background information 

2
  Ruminant trans fats sources typically contribute between 0.3 and 0.8 % of the daily energy intake 

Hulshof KF et al. Eur J Clin Nutr. 1999;53(2):143-57 
3
  Different health indicators such as coronary heart disease, cardio vascular disease and coronary artery 

disease are used throughout this report, Annex 6 explains those different terminologies and the 

background of their use 
4
  Mozaffarian D et al., 2009, Health effects of trans-fatty acids: experimental and observational evidence, 

European Journal of Clinical Nutrition 63(S2): p. S5-S21 
5
  European Food Safety Authority, 2010, Scientific Opinion on Dietary Reference Values for fats, 

including saturated fatty acids, polyunsaturated fatty acids, monounsaturated fatty acids, trans fatty 

acids, and cholesterol, EFSA Journal 2010; 8(3):1461 
6
  WHO/FAO, 2003, Expert Report: Diet, nutrition and prevention of chronic diseases. Report of a Joint 

WHO/FAO Expert Consultation, WHO Technical Report Series 916 
7
  On 15 May 2018, WHO has in addition called for the elimination of trans fats from the food supply 

chain by 2023 
8
 European Food Safety Authority, 2010, Scientific Opinion on Dietary Reference Values for fats, 

including saturated fatty acids, polyunsaturated fatty acids, monounsaturated fatty acids, trans fatty 

acids, and cholesterol, EFSA Journal 2010; 8(3):1461 
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% of daily energy intake equates to a maximum of 2.1 g of industrial trans fats intake per 

day. Empirical evidence from Denmark, where a 2 % legal limit per 100 g fat content 

applies, suggests that (in 2014) the average industrial trans fats intake was 0.009 % of 

energy intake.
9
 This very low level could be considered to be in line with the 

recommendation of the European Food Safety Authority ('as low as possible'). In this 

context it is noteworthy that some small amounts of trans fats are generated during the 

normal processing and production of foods. Ruminant trans fats sources typically 

contribute between 0.3 and 0.8 % of the daily energy intake depending on dietary habits 

across Europe.
10

 Thus, even the combination of ruminant and industrial trans fats 

typically amount to 0.309 to 0.809 % of daily energy intake. 

The issue of trans fats was intensively debated during the negotiations that preceded the 

adoption of Regulation (EU) No 1169/2011 on food information to consumers
11

. This 

Regulation does not include trans fats in the list of mandatory nutrition declaration since 

the co-legislator was not convinced that the introduction of trans fats amounts on food 

labels would consistently enable consumers to identify the healthier choice. In addition, 

the efficiency of such measure was questioned since it would not apply to non-pre-

packed foods, all of which may contain high levels of industrial trans fats. Finally, trans 

fats labelling would not distinguish between ruminant and industrial trans fats. 

Regulation (EU) No 1169/2011 also prohibits operators from declaring the trans fats 

content of foods on nutrition labels on a voluntary basis. It was considered that this 

possibility would be used as a marketing tool by some operators only and could lead to 

consumers' confusion. Therefore, the co-legislator agreed that instead of looking only 

into the labelling aspect, the Commission should assess the impacts of all means to 

enable consumers to make healthier choices, including restrictions on the use of trans 

fats. A report was requested by Article 30(7) of Regulation (EU) No 1169/2011 of the 

European Parliament and the Council on the provision of food information to consumers.  

In its 2015 report
12

, the Commission noted that average trans fats intake in the EU is 

below nationally and internationally recommended levels, however, this conclusion is not 

valid for all population groups. Food products with high industrial trans fats content 

remain available on the EU market, thus, reducing industrial trans fats intakes entails 

public health gains. The report concluded that a legal limit for industrial trans fats would 

be the most effective measure in terms of public health, consumer protection and 

compatibility with the Internal Market but that further investigation is required. 

Numerous calls for a reduction of trans fats intakes in the EU have emerged from the 

agenda of the European Parliament and the Council, individual Member States, and 

stakeholders. Member States' concerns on industrial trans fats had been voiced in the 

                                                           
9
   Martin-Saborido CM et al. (2016) Public health economic evaluation of different European Union-level 

policy options aimed at reducing population dietary trans fat intake. American Journal of Clinical 

Nutrition, 104: 1218-26 
10

   Hulshof KF et al. Eur J Clin Nutr. 1999;53(2):143-57 
11

  Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 October 2011 on 

the provision of food information to consumers, OJ L 304,22.11.2011, p.18 
12

   Report from the Commission to the European Parliament and the Council regarding trans fats in foods 

and in the overall diet of the Union population. COM(2015) 619 final of 3 December 2015 
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context of the High Level Group on nutrition and physical activity
13

 where 22 Member 

States indicated industrial trans fats as one of the priorities with respect to reformulation 

or nutrient policy.
14

 Health EU Ministers exchanged views on trans fats at two informal 

Council meetings: in April 2015 in Riga, a large majority of intervening delegations 

expressed support to the necessity of reducing industrial trans fats levels in food 

products.
15

 In September 2015 in Luxembourg, Member States discussed possible 

solutions to reduce industrial trans fats levels in foods. Some delegations called for legal 

limits to industrial trans fats presence in foods at EU level, while others favoured self-

regulatory approaches based on product reformulation.
16

  

Council Conclusions of 2014 and of 2016 noted with concern
17

 'the high intake of 

étrans fatty acidsé' and
18

 'The prevalence of overweight, obesity and other diet-related 

non-communicable diseases in the European population is too high and is still rising. 

This has a negative impact on life expectancy, reducing Union citizens' quality of life and 

affecting society, for example by threatening the availability of a healthy and sustainable 

workforce and inducing high healthcare costs which may affect the sustainability of the 

healthcare systems. It thus also imposes an economic burden on the Union and its 

Member States. (é) Nutrition plays an important role in this context, alongside other 

lifestyle-related matters: (é). In some Member States, people are still exposed to high 

amounts of trans fatty acids'.
19

 

The European Parliament adopted on 26 October 2016 a resolution calling on the 

Commission to propose legislation setting a limit on industrial trans fats within two years 

and to carry out an impact assessment evaluating impacts on operators and consumers.
20

 

Following the adoption of the Commission report, a considerable number of external 

stakeholders, such as associations representing producers and consumer representatives 

have expressed a keen interest in this issue.
21

 
22

  All stakeholders that intervened in the 

debate on trans fats so far have welcomed the Commission's report and/or supported an 

                                                           
13

  The High Level Group is composed of European government representatives and constitutes a platform 

for information sharing on policy ideas and practices in the area of nutrition and physical activity 

(http://ec.europa.eu/health/nutrition_physical_activity/high_level_group/index_en.htm) 
14

  http://ec.europa.eu/health/nutrition_physical_activity/docs/overview_nationalinitiatives_selectednutrients_en.pdf  
15

  https://eu2015.lv/news/media-releases/1353-health-ministers-in-riga-agree-on-the-need-for-common-

eu-nutrition-and-alcohol-policies 
16

  http://www.eu2015lu.eu/en/actualites/articles-actualite/2015/09/25-info-sante/ 
17

  2014/C 213/01 
18

  9484/16 DENLEG 56 AGRI 295 SAN 219 
19

  Further Council Conclusions call for action on trans fats, such as the  2017 Council Conclusions to 

contribute towards halting the rise in Childhood Overweight and Obesity, where Member States and the 

Commission are invited to take measures to reduce the exposure of children and adolescents to 

marketing of foods high in trans-fatty acids 
20

  2016/2637(RSP) Resolution on trans fats (TFAs) 

 http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P8-TA-2016-

0417+0+DOC+XML+V0//EN 
21

 http://www.beuc.eu/documents/files/Open%20Letter_industrially_produced%20TFAs_freeEU.pdf 
22

  http://www.fooddrinkeurope.eu/uploads/statements_documents/FoodDrinkEurope_statement_on_TFA_ 

 %28November_2015%29.pdf 

http://ec.europa.eu/health/nutrition_physical_activity/high_level_group/index_en.htm
http://ec.europa.eu/health/nutrition_physical_activity/docs/overview_nationalinitiatives_selectednutrients_en.pdf
https://eu2015.lv/news/media-releases/1353-health-ministers-in-riga-agree-on-the-need-for-common-eu-nutrition-and-alcohol-policies
https://eu2015.lv/news/media-releases/1353-health-ministers-in-riga-agree-on-the-need-for-common-eu-nutrition-and-alcohol-policies
http://www.eu2015lu.eu/en/actualites/articles-actualite/2015/09/25-info-sante/
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P8-TA-2016-0417+0+DOC+XML+V0//EN
http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P8-TA-2016-0417+0+DOC+XML+V0//EN
http://www.beuc.eu/documents/files/Open%20Letter_industrially_produced%20TFAs_freeEU.pdf
http://www.fooddrinkeurope.eu/uploads/statements_documents/FoodDrinkEurope_statement_on_TFA_%28November_2015%29.pdf
http://www.fooddrinkeurope.eu/uploads/statements_documents/FoodDrinkEurope_statement_on_TFA_%28November_2015%29.pdf
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EU initiative to set legal limits to industrial trans fats in foods, both on the consumers' 

side
23

 and on the industry's side.
24

 

In this context, of particular note is the joint letter
21

 addressed on 15 October 2015 to the 

European Commission by four major food manufacturers, together with leading 

consumers' and health NGOs and the Standing Committee of European Doctors. Also of 

note are the number of reformulation commitments to lower the content of industrial 

trans fats in foods made in the past years by food manufacturers in the EU Platform for 

Diet, Physical Activity and Health.
25

 The positions of industry stakeholders (also well 

summarised in a statement by Food Drink Europe of 19 November 2015)
26

 indicate that 

the industrial trans fats content of foods can effectively be lowered without 

disproportionate cost
27

, that an EU initiative would benefit consumers and the industry 

by setting a level playing field in the Internal Market, and that particular support might 

be needed for SMEs. 

 

Stakeholders
28

 
29

 also broadly supported national initiatives that set limits to the presence 

of industrial trans fats in foods. 

At the global level, calls for reduction of trans fats intakes led to the REPLACE initiative 

('trans fat free by 2023') of WHO in May 2018.30 WHO recommends to ólegislate or 

enact regulatory actions to eliminate industrially-produced trans fatsô. 

The objective of this impact assessment is to enable an informed decision on how to deal 

with trans fats, taking into account the potential economic, social and environmental 

impacts of different policy options, including implementing the option of a legal limit for 

                                                           
23

  For the views of the European Consumers' Organisation (BEUC) see  

 http://www.beuc.eu/publications/beuc-x-2014-

010_the_consumer_case_for_eu_legal_restrictions_on_the_use_of_artificial_trans.pdf; for the views of 

the European Heart Network see http://www.ehnheart.org/component/downloads/downloads/2212; for 

the views of the European Public health Alliance see http://www.epha.org/a/6458 
24

  For the views of the European Margarine Association (IMACE) see http://imace.org/wp-

content/uploads/2015/12/Trans-fatty-acids-Commission-report-IMACE-Press-release1.pdf; for the 

views of the European Vegetable Oil and Proteinmeal Industry Federation (FEDIOL) see:  

http://www.fediol.be/data/FEDIOL%20press%20communique%20on%20TFA%20report%20-

%20December%202015%20-%20final.pdf 
25

  The Platform brings together European-level organisations ranging from the food industry to consumer 

protection NGOs that are ready to take concrete commitments to tackling current trends in diet and 

physical activity. (http://ec.europa.eu/health/nutrition_physical_activity/platform/index_en.htm). 

Commitments can be consulted online: 

http://ec.europa.eu/health/ph_determinants/life_style/nutrition/platform/database/dsp_search.cfm?CFID

=221283&CFTOKEN=24033781&jsessionid=090cc3d272167d16db18227f4573197e292bTR 
26

  http://www.fooddrinkeurope.eu/S=0/news/statement/fooddrinkeurope-statement-on-trans-fats/ 
27

  This was confirmed in Denmark, the first Member State introducing a legal limit for industrial trans  

fats in foods (Ministry of Food, Agriculture and Fisheries of Denmark and the Danish Technical 

University, National Food Institute, 2014, Danish data on trans fatty acids in foods, 

https://www.foedevarestyrelsen.dk/Publikationer/Alle%20publikationer/2014004.pdf) 
28

  https://epha.org/wp-content/uploads/2017/09/Declaration-of-support_trans-fats-

bill_Romania_EHN_EPHA_12.9.2017.pdf  

http://doc.cpme.eu:591/adopted/2018/CPME_AD_Board_14042018_017_FINAL_EN_CPME.Policy.o

n.Trans.Fats.pdf 
29

  https://eu-brusszel.mfa.gov.hu/assets/41/85/91/b3477161e14b1ae5d25a7f3d6f2a9d93b7833546.pdf 
30

  http://www.who.int/nutrition/topics/replace-transfat/ 

https://epha.org/wp-content/uploads/2017/09/Declaration-of-support_trans-fats-bill_Romania_EHN_EPHA_12.9.2017.pdf
https://epha.org/wp-content/uploads/2017/09/Declaration-of-support_trans-fats-bill_Romania_EHN_EPHA_12.9.2017.pdf
http://doc.cpme.eu:591/adopted/2018/CPME_AD_Board_14042018_017_FINAL_EN_CPME.Policy.on.Trans.Fats.pdf
http://doc.cpme.eu:591/adopted/2018/CPME_AD_Board_14042018_017_FINAL_EN_CPME.Policy.on.Trans.Fats.pdf
http://www.who.int/nutrition/topics/replace-transfat/
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industrial trans fats. In this context, the factual situation, as regards the issue of excessive 

trans fats intakes in the EU and its underlying causes and the policy implications of 

available alternative approaches to setting a legal limit, i.e. mandatory labelling of trans 

fats and voluntary approaches to food reformulation, are examined. Besides the public 

health dimension and ensuring a sound basis for consumer choice, the impact assessment 

also examines the consequences of the policy options available for the businesses, 

including SMEs and the Single Market. 

In addition to the report adopted by the Commission in 2015 on trans fats
31

, the impact 

assessment takes into account various studies on trans fats at the European level 
32

 
33

 
34

 

and internationally
35

, investigating the impacts of trans fats and the potential effects of 

alternative policy options to limit their use.  These build on analyses by the Joint 

Research Centre of the Commission (JRC)
36

, scientific opinions of the European Food 

Safety Authority
5 37

, international reports by the World Health Organization
6
 

38
 and 

academic studies. In 2017, the European Commission commissioned an external study by 

the contractor ICF to support this IA.
39

 

 

2. PROBLEM DEFINITION  

2.1. What is the problem?  

Trans fats are an important risk factor for the development of coronary heart disease
5 37

, 

the single leading cause of mortality in the EU.
40

 Cardio vascular disease comprises a 

range of diseases that affect the heart, including heart failure (which can be caused by 

coronary heart disease, among other factors), arrhythmia (abnormal heart beat) and heart 

valve problems, and imposes substantial health burdens in the EU. It is estimated that 49 

million people live with cardio vascular disease and that the condition imposes costs of 

                                                           
31

  Report from the Commission to the European Parliament and the Council regarding trans fats in foods 

and in the overall diet of the Union population. COM(2015) 619 final of 3 December 2015 
32

  Saborido C M et al, 2016, Public health economic evaluation of different European Unionï  

 level policy options aimed at reducing population dietary trans fat intake, American Journal of Clinical 

Nutrition, 2016;104:1218ï26 

http://ajcn.nutrition.org/content/early/2016/09/28/ajcn.116.136911.full.pdf 
33

  Mouratidou T et al. (2013) Trans Fatty Acides in Diets: Health and Legislative Implications. A 

workshop report. JRC Scientific and Policy Report. 
34

  WHO (2015) Eliminating trans fats in Europe. A policy brief. World Health Organisation, Europe 

Office 
35

  Legal measures limiting the content of industrial trans fats in foods exist also outside the EU, details are 

provided in Annex 8 
36

  Mouratidou T et al., 2014, Trans Fatty acids in Europe: where do we stand? JRC Science and Policy 

Reports http://publications.jrc.ec.europa.eu/repository/bitstream/JRC91353/lbna26795enn.pdf 
37

  European Food Safety Authority, 2004, Opinion related to the presence of trans fatty acids in foods and 

the effect on human health of the consumption of trans fatty acids. The EFSA Journal, 81, 1-49 
38

  http://www.euro.who.int/__data/assets/pdf_file/0010/288442/Eliminating-trans-fats-in-Europe-A-

policy-brief.pdf?ua=1 
39

  ICF: Study to support the impact assessment of the initiative to limit industrial trans fats in the EU 

 Final report, document prepared for the European Commission. February 2018 
40

  Eurostat, Causes of death data, 2012 

http://publications.jrc.ec.europa.eu/repository/bitstream/JRC91353/lbna26795enn.pdf
http://www.euro.who.int/__data/assets/pdf_file/0010/288442/Eliminating-trans-fats-in-Europe-A-policy-brief.pdf?ua=1
http://www.euro.who.int/__data/assets/pdf_file/0010/288442/Eliminating-trans-fats-in-Europe-A-policy-brief.pdf?ua=1
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more than ú200 billion each year in the EU.
41

 The European Food Safety Authority and 

the World Health Organization recommend that their consumption is limited or 

minimised.
5 6 42

 Industrial trans fats intakes are particularly high among consumers with 

lower income, who are also the most at risk of coronary heart disease
43

 and intakes 

continue to contribute to the absolute health and economic disease burdens of cardio 

vascular disease. 

The precise contribution of trans fats intake to health risks and associated economic 

problems are difficult to assess for the entire EU due to limited data available for trans 

fats intakes in the entire EU. There is empirical evidence that the introduction of a legal 

limit for industrial trans fats reduced deaths caused by cardiovascular disease.
44

 
45

 Over 3 

years following the introduction of the legal limit, mortality attributable to cardiovascular 

disease decreased on average by about 14.2 deaths per 100,000 people per year relative 

to a synthetic control group, meaning that the Danish limit on industrial trans fats saves 

around 700 people a year in Denmark.
46

 Further evidence of the effectiveness of legal 

measures is available from outside the EU: in Argentina, near elimination of industrially 

produced trans fats from food is estimated to be associated with an annual 1,3 to 6,3 % 

reduction in coronary heart disease events
47

. In New York, people living in counties in 

New York State with restrictions on industrial trans fats in food had a 7,8 % greater 

decrease in hospital admissions for heart attacks between 2007 and 2013 than people in 

counties without restrictions
48

. 

How widespread are trans fats in the EU? 

There is limited availability of comparable/EU-level data on the intakes of trans fats in 

the different population groups or on the presence of trans fats in foods in the different 

Member States. Evidence from a number of countries indicates that the intake of trans 

fats in the EU has decreased considerably over recent years
49

 but that the situation is not 

homogeneous for all products consumed by all population groups in all EU Member 

States. Studies summarised by the JRC in its 2014 report concluded that
50

: 

                                                           
41

  European Heart Network CVD statistics 2017 
42

  Details are provided in Annex 6 
43

  Psaltopoulou T et al., 2017, Socioeconomic status and risk factors for cardiovascular disease: Impact 

of dietary mediators, Hellenic Society of Cardiology (2017) 58, 32e42 
44

  Restrepo B.J. et al. Denmarkôs policy on artificial trans fat and cardiovascular disease Am J Prev Med 

2016;50(1):69ï76 
45

  More empirical evidence about the effectiveness of  legally restricting trans fats from the US: Brandt 

EJ, et al. Hospital Admissions for Myocardial Infarction and Stroke Before and After the Trans-Fatty 

Acid Restrictions in New York. JAMA Cardiol. Published online April 12, 2017. 

https://jamanetwork.com/journals/jamacardiology/article-abstract/2618359/ 
46

  http://videnskab.dk/krop-sundhed/dansk-forbud-mod-transfedt-redder-liv -om-dagen 
47

  Rubinstein, Adolfo, et al. "Eliminating artificial trans fatty acids in Argentina: estimated effects on the 

burden of coronary heart disease and costs." Bulletin of the World Health Organization 93 (2015): 614-

622. 
48

  Brandt, EJ, Myerson, R, Perraillon, MC, and Polonsky, TS. Hospital admissions for myocardial 

infarction and stroke before and after the trans-fatty acid restrictions in New York. JAMA Cardiol. 

2017; 2: 627ï634 
49

  EFSA (2010),  Mouratidou T et al (2014) 
50

  Mouratidou T et al. (2014) and COM (2015) 619 

https://jamanetwork.com/journals/jamacardiology/article-abstract/2618359
http://videnskab.dk/krop-sundhed/dansk-forbud-mod-transfedt-redder-liv-om-dagen
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¶ Average daily trans fats intakes for the overall EU population are below 1 % of 

daily energy intake
51

. Yet some population groups have (or are at risk of having) 

higher intakes.  

 

Examples of such sub-populations are low-income citizens (British male and 

female participants of the Low Income Diet and Nutrition Survey
52

 where all age 

groups had intake levels above 1 % of energy intake, ranging from 1.2 to 1.4 % of 

energy intake) or male or female university students aged 18 to 30 years (data 

from Croatia, intake levels ranging from 1.1 to 1.2 % of energy intake
53

). Also, 

according to surveys collected by the JRC, Swedish boys aged 8 and 11 years 

exceeded the WHO recommendation (1 % of energy intake), as well as Spanish 

males and females aged 18 to 30 years (1.05 % of energy intake) and French 

females over 55 years of age (1 % of energy intake) and between 3 to 10 years 

(1.02 % of energy intake).
54

 As calculated by the JRC, up to 25 % of surveyed 

individuals aged 20-30 years have trans fats intakes above 1 % of daily energy 

intake. Annex 9 provides more details. Latest information collected during the 

OPC confirm this assessment.
55

 

 

¶ Most of the analysed food products contain trans fats at amounts below 2 % of 

the total fat content of the food and 77 % of these contain trans fats at amounts 

below 0.5 % of the total fat content of the food. However, there are still products 

in the European food market with high levels of industrial trans fats (e.g. biscuits 

or popcorn with industrial trans fats values in the order of 40-50 % of the total fat 

content of the food). While most of the analysed products are pre-packed 

products, there are also several reported cases of non pre-packed foods with trans 

fats levels above 2% of the total fat content in food. Examples of products found 

to contain trans fats in considerable amounts in Member States, generally of 

industrial origin, are frying fat also for industrial use, stick margarines, margarine 

used to produce pastry products, bakery products, biscuits, wafers, confectionary 

products including those with cocoa coatings such as covered puffed rice, soups 

and sauces.
56

 Further recent studies about trans fats content in food in the EU 

were published after the finalisation of the JRC
36

 work:  

o A study
57

 focused on the market for pastries, confectionery, and potato 

products in Poland in the period 2009-2010 and reported a great diversity 

                                                           
51

  1 % of daily energy intake is the maximum intake level recommended by WHO 
52

  Nelson M et al., 2007, Low income diet and nutrition survey, National Centre for Social Research 

(NatCen), Nutritional Sciences Research Division at Kingôs College London, Department of 

Epidemiology and Public Health at the Royal Free and University College London Medical School 
53

  Satalic Z et al., 2007, Diet quality in Croatian university students: Energy, macronutrient and 

micronutrient intakes according to gender, Int J of Food Sciences and Nutrition, 58(5): p. 398-410 
54

  Intake recommendations for substances that provide energy are frequently expressed in relation to the 

total energy consumed as this enables to adjust amounts for different energy intakes in a population. 
55

  The German consumer association Verbraucherzentrale Bundesverband informed during the OPC that 

while in Germany a self-regulatory approach is followed, According to a statement by the Federal 

Institute for Risk Assessment (from 2013), the mean intake is currently 0.66 energy percent. But: 10 

percent of consumers eat in a way  so that they are above the recommendation 
56

  Commission Staff Working Document "Results of the Commission's consultations on 'TFA in 

foodstuffs in Europe" 
57

  ŧbikowska A et al., 2015, Consumption Safety of Pastries, Confectioneries, and Potato Products as 

Related to Fat Content, Journal of the American College of Nutrition, 2015;34(6):507-14 
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of trans fats content (0.1 % to 24.8 % of total fat content). Wafers were 

characterized by the highest average content of trans fats in the group of 

pastries (1.94 % of total fat content); 

o A research in Germany
58

 in 2017 quoting data from the Federal Office for 

Consumer Protection and Food Safety noted that in the period 2014 to 

2017 the mean trans fats content in certain sampled fried bakery products 

was higher than 10 % of total fat content, sometimes even more than 30 

%; 

o Tests carried out by the Czech consumer association
59

 
60

found that more 

than half of the tested margarines, 60% of wafers and 20 % of chocolate 

waffles tested were above the 2 % limit. 

 

¶ Quantitative comprehensive data of industrial trans fats use for particular food 

sectors, or particular regions or sorted by company size in the EU is not available. 

However, available data
61

 has shown significant presence of trans fats in different 

food categories, such as convenience products, cereal products, confectionary, 

crisps, savoury, biscuits, fast food products, fats and oils, without however a 

distinction between prepacked and non-prepacked, locally produced produce or 

not. Given that larger companies were more likely to participate in reformulation 

campaigns than SMEs, the residual share of products still high in trans fats is 

considered to be higher among SMEs. 

Consultation with Member States
62

 confirmed the findings in the JRC report
63

. In some 

Member States high intake levels prompted activities to reduce intake levels of trans fats, 

contributing to enhanced reformulation activities and reduced levels. 

A study
64

 noted that, in different Member States, industrial trans fats levels in some foods 

were still above 2 % of their total fat content and that, in some EU countries, industrial 

trans fats levels in pre-packed biscuits, cakes and wafers have not dropped meaningfully 

since the mid-2000s. The authors of this study continued analysing the evolution of the 

market in six countries in South East Europe covered by the previous study (including 

two EU Member States) and noted that availability of popular foods with high amounts 

of industrial trans fats increased from a high level in 2012 to an even higher level in 

2014.
65

 Another study
66

 specifically focused on the Portuguese market showed that, in 

                                                           
58

  http://www.foodwatch.org/de/informieren/zucker-fett-co/aktuelle-nachrichten/schaedliche-transfette-in-

donuts-berliner-co/ 
59

  Jedlé nejedlé tuky, D Test, November 2013 <www.dtest.cz> 
60

  Test hoŚickĨch trubiļek a plnŊnĨch oplatek, D Test, January 2014 <www.dtest.cz> 
61

  Further details are provided in Annex 9 
62

 Commission staff working document: Results of the Commission's consultations on 'trans fatty acids in 

foodstuffs in Europe'. 3.12.2015, SWD(2015) 268 
63

 Mouratidou T et al. (2014) and COM (2015) 619 
64

  Stender S et al., 2014, Tracing artificial trans fat in popular foods in Europe: a market basket 

investigation, BMJ Open. 2014;4:e005218 
65

  Stender S et al., 2016 Artificial trans fat in popular foods in 2012 and in 2014: a market basket 

investigation in six European countries, BMJ Open 2016;6:e010673 
66

  Costa N et al., 2016, Trans fatty acids in the Portuguese food market, Food Control 64, 128-134 

http://www.foodwatch.org/de/informieren/zucker-fett-co/aktuelle-nachrichten/schaedliche-transfette-in-donuts-berliner-co/
http://www.foodwatch.org/de/informieren/zucker-fett-co/aktuelle-nachrichten/schaedliche-transfette-in-donuts-berliner-co/
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2013, total trans fats content in different foods ranged from 0.06 % to 30.2 % of the total 

fat content of the food (average 1.9 %), with the highest average values in the 'biscuits, 

wafers and cookies' group (3.4 % of the total fat content of the food). 50 samples out of 

268 (19 %) contained trans fats at amounts higher than 2 % of the total fat content of the 

food. Replies during the OPC revealed that 78 % and 77 %, respectively, of respondents 

agreed with the problem description above with regard to intake levels and content in 

foods, while 9 % and 8 disagreed, all but one disagreeing respondent stated that intake 

level and contents in food were actually higher that described above.
67

 An unpublished 

study in Hungary
68

 confirmed a steadily increasing trend of trans fats content in foods 

from 2009/2010 until 2012, which was reverted only in 2013 when the decision ona 

national legal limit of trans fats was notified to the Commission (further details are 

provided in section 5.1). 

Sources of trans fats 

Ruminant trans fats in dairy products or meat from cattle, sheep or goat
69

 are present in 

relatively constant, low proportions of the fat part of those foods, at levels most 

commonly around 3 % (ranging from 2 to 9 %) of the total fat content.
70

  

The primary dietary source of industrial trans fats is partly hydrogenated oils which 

contain various amounts of trans fats (up to more than 50 % of the total fat content). The 

partial hydrogenation process turns oils into semi-solid and solid fats. Industrial trans fats 

in the form of partly hydrogenated oils have been used or introduced into manufacturing 

processes of foods in order to achieve at comparative low prices a particular 

technological function, such as a solid fat texture at room temperature (e.g. in vegetable 

fat cocoa coatings).
71

 Other than partly hydrogenated oils, industrial trans fats can also be 

the result of refining of unsaturated oils or of heating and frying of oils at too high 

temperatures (> 220°C).
72

 

Reduction of intake levels of industrial trans fats is technologically feasible. However, 

the fat composition of ruminant fats with regard to their trans fats content is not 

modifiable to a significant degree, therefore their intake cannot totally be avoided when 

consuming ruminant derived foods that are important in the EU diet of the EU population 

as they contribute essential nutrients. Also, ruminant trans fats sources generally 

contribute in a limited way to high total trans fats intake.
73

 National public health policies 

generally address the problem of intake of ruminant trans fat intake already by initiatives 

                                                           
67

  Details are provided in Annex 2 
68

 Unpublished, Technical Report, Budapest, November 2017, National Institute of Pharmacy and 

Nutrition, Department of Nutrition Epidemiology: Assessment of the impact of the TFA Regulation on 

the availability and population intake of industrial TFA in Hungary. This work was done in the 

framework of the Biannual Collaborative Agreement between the World Health Organization Regional 

Office for Europe and the Ministry of Human Capacities 
69

  Annex 5 provides further technical details 
70

  Mouratidou T et al., (2014); Stender S., 2015, Editorial, American Journal of Clinical Nutrition 

2015;102:1301ï2; Kuhnt K. et al, 2011, Trans fatty acid isomers and the trans-9/trans-11 index in fat 

containing foods, European Journal of Lipid Science and Technology, 113, 1281ï1292 
71

  Previous to the introduction of trans fat rich oils, more expensive alternative semi-solid fats such as 

animal fats,,butter or cocoa butter were used 
72

  European Food Safety Authority (2010) 
73

  Annex 7 provides further details 
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to reduce saturated fat intake.
74

 Although different actions were taken in several Member 

States and intakes have decreased over the past years, industrial trans fats are still present 

at levels of concern in certain foods and intakes are still excessive in certain cases. The 

evidence collected by ICF also suggests that gains obtained in recent years through 

voluntary industry initiatives may have reached their limits. The issue is of particular 

relevance in certain Member States and for particular population groups. This results in 

the following problems: 

¶ Protection of consumers' health 

Different levels of protection of consumers' health currently exist in the EU, depending 

on the presence of foods with high industrial trans fats content in the Member State's 

market (presence influenced by the existence or not of national regulatory or not-

regulatory initiatives) and on consumers' consumption patterns. Consumption patterns are 

influenced by socio-economic factors (e.g. consumers with lower income are more likely 

to consume products with high industrial trans fats content that are generally sold at a 

lower price
75

 so that this situation contributes to the perpetuation of health inequalities in 

the EU.76  In light of the global trend to reduce intakes of trans fats and the WHO's recent 

REPLACE initiative ('trans fat free by 2023') recommending to ólegislate or enact 

regulatory actions to eliminate industrially-produced trans fatsô, a number of countries 

worldwide have acted and others are expected to act. Therefore, not taking any action at 

EU level could entail a reputational risk for the EU of not adequately addressing a 

serious health concern of global dimension. 

¶ Functioning of the Internal Market and international trade  

Only some Member States have taken action on industrial trans fats, which is 

problematic for the effective functioning of the Internal Market: food business operators 

active in countries where no limit on industrial trans fats exists have no related 

reformulation costs and are therefore at a competitive advantage vis-à-vis operators 

active in countries where legal limits exist or operators abide by self-regulatory 

commitments. The current lack of a consistent approach at EU level means that there is 

not a level playing field between operators that have reformulated their products in order 

to reduce or fully remove ingredients containing industrial trans fats, due to self-

regulation, voluntary agreements with national governments or legal measures, and those 

that have not. Generally, manufacturers face higher cost if they produce different 

varieties of a food with different ingredients to meet diverging national legal limits, 

rather than benefitting from economies of scale regarding one recipe for a food product. 

Producers that have not taken any steps to reduce industrial trans fats may save costs as 

                                                           
74

  Ruminant fats contain approximately 3 % trans fats and between 40 to 60 % of saturated fats, generally 

the proportions of those fats are fixed. Both types of fats increase the risk of dying from heart disease. 

The risk associated with trans fats is higher as compared to saturated fats. However, in order to address 

excessive intakes of saturated fats national nutrition policies aim to reduce the population intake of 

ruminant fats in the diet (for example with recommendation to prefer low fat versions of dairy products) 

and address then automatically also the problem of ruminant trans fats 
75

  European Commission inception impact assessment 2016. Initiative to limit industrial trans fats intakes 

in the EU. 11/10/2016 
76

  Allen K et al., 2015, Potential of trans fats policies to reduce socioeconomic inequalities in mortality 

from coronary heart disease in England: cost effectiveness modelling study, BMJ 2015;351:h4583 
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they do not invest in reformulation and through use of lower priced ingredients. This may 

provide a competitive advantage in the market. 

This is particularly relevant for operators active in different Member States. At the same 

time, operators active in countries where no limit on industrial trans fats exists are 

negatively affected by the legal uncertainty over whether new initiatives to reduce 

industrial trans fats intakes will be adopted at national level and might have difficulties in 

planning R&D investments. The above described situation also hampers international 

trade: operators from third countries exporting their foods to the EU are subject to 

different conditions depending on where their foods are marketed. Similar considerations 

also apply to EU exporters to third countries. In countries without legal measures but 

with industry complying with voluntary agreements, industry may face unfair 

competition with producers in third countries. This issue in relation to external trade 

stems from import of products with high industrial trans fats contents into the EU. 

Eastern European countries may be at heightened risk for such imports due to their 

geographical position and the price sensitivity of consumers. Empirical evidence 

supports this description
77

. Of note, all national legal measures apply to all foods sold in 

the country, including both foods produced nationally and foods imported from other 

Member States or from third countries.  

Types of stakeholders affected  

1. EU consumers are directly exposed to trans in foods and would be affected by any 

EU initiative on the matter through reductions in their trans fats intakes. Consumers 

will benefit from reduced risk of contracting coronary artery disease when industrial 

trans fats intakes are reduced, but they may experience an increase in the price and 

potentially a change in the quality and attributes of certain food products. 

Consumers in Member States where foods containing high levels of industrial trans 

fats are still on the market and consumers with high trans fats intakes are particularly 

affected. 

2. Healthcare providers and healthcare systems are affected by the impact the presence 

of industrial trans fats has on the incidence of coronary heart disease and associated 

costs of healthcare. 

3. Food businesses, including SMEs, would be impacted by action to limit industrial 

trans fats in food and additional costs. More specifically: 

¶ Manufacturers of pre-packed foods placed on the market in the EU or exported 

outside the EU operating chiefly in the following sectors: manufacture of 

margarine and similar edible fats, bread, fresh pastry goods and cakes, rusk and 

biscuits, preserved pastry goods and cakes, cocoa, chocolate and sugar 

confectionery, condiments and seasonings, preserving of potatoes; 

                                                           
77

  Unpublished letter of the European Margarine Association from October 2017 to the Commission about 

imports of products with high industrial trans fats content (up to 20-30%) from Eastern neighbouring 

countries. 
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¶ Mass caterers providing non pre-packed foods to consumers (e.g. fries) which 

(might) contain industrial trans fats, restaurants and businesses offering mobile 

food service (different sizes of business: multinational, national, SMEs); 

¶ Manufacturers of ingredients placed on the market in the EU or exported outside 

the EU which contain industrial trans fats or are trans fats-free and can, in the 

latter case, be used as replacement of industrial trans fats-containing ingredients 

(e.g. frying oils) (mainly large operators);  

¶ Retailers distributing foods which (might) contain industrial trans fats: they will 

be indirectly affected (different sizes of business). 

¶ Third-country-based food business operators exporting into the EU would be 

affected by any EU initiative on the matter. 

 

All food business operators have a role in determining the level of industrial trans 

fats in their products. Many of the large players have reduced industrial trans fats 

levels through reformulation. In this context, major producers and associations of 

the food industry have supported the implementation of a recommendation of a legal 

limit of industrial trans fats.
78

 
79

 

Manufacturers of oils and fats have a critical role to play as suppliers of ingredients 

that may contain industrial trans fats to food manufacturers, particularly to SMEs. A 

number of manufacturers have already acted on this issue, while others have not (in 

particular smaller and less organised businesses).  

4. Public authorities of EU Member States are directly affected by the problem and by 

EU action as they will be responsible for implementing, publicising, administering 

and enforcing the new rules, incurring costs as a result.  

5. Populations around the globe are affected, especially given concern about the 

potential impact on palm oil consumption and its effects on climate change and 

biodiversity.  

2.2. What are the problem drivers? 

The drivers of industrial trans fats intake are partly a matter of efficiency of industrial 

recipe and process and related lower costs, partly one of different national approaches 

and partly related to consumer behaviour. 

Industrial recipe and process 

High trans fats intake results from consumption of food products containing high levels 

of industrial trans fats. Industrial trans fats are used in the manufacturing process 

and in the recipe of certain foods for technological reasons. Especially, partly 

                                                           
78

  http://www.beuc.eu/documents/files/Open%20Letter_industrially_produced%20TFAs_freeEU.pdf 
79

  http://www.fooddrinkeurope.eu/uploads/statements_documents/FoodDrinkEurope_statement_on_ 

 TFA_%28November_2015%29.pdf 

http://www.beuc.eu/documents/files/Open%20Letter_industrially_produced%20TFAs_freeEU.pdf
http://www.fooddrinkeurope.eu/uploads/statements_documents/FoodDrinkEurope_statement_on_TFA_%28November_2015%29.pdf
http://www.fooddrinkeurope.eu/uploads/statements_documents/FoodDrinkEurope_statement_on_TFA_%28November_2015%29.pdf
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hydrogenated oils are solid at room temperature and relative stable, either to rancidity 

over storage time or when heated repeatedly as frying oils.
80

 

In addition, they may be chosen due to their competitive price. Alternative ingredients 

need to be found when replacing ingredients with high trans fats levels, and sometimes 

developed, so that the product presents similar characteristics of texture, taste, etc. after 

reformulation. 

Reformulation can entail substitution or development of a new product, and sometimes 

changes to the manufacturing equipment to accommodate new ingredients. This poses 

various challenges to industry, and chiefly to smaller businesses, which may be 

dependent on suppliers to provide alternative ingredients. 

In order to overcome cost-related barriers to replace ingredients with a high industrial 

trans fats content with alternatives, a stimulus to change by the market or regulators, may 

be needed, such as market pressure, legal obligations or other action by public 

authorities. The level of corporate social responsibility as well as responsiveness of food 

business operators vary depending on the Member State. 

Different national approaches 

National authorities have the power to limit industrial trans fats levels in foods through 

initiatives at national level if they find it necessary to protect public health. However, 

evidence
81

 shows that national authorities have different approaches to industrial trans 

fats, with some acting and others not.  

Among the Member States that have introduced legislation, a limit of 2 % of industrial 

trans fats of fat was the preferred choice. However, additionally, 4 Member States have 

complemented this with different limits established for lower fat products
82

. Due to those 

differences, all foods that contain between 3 and 20 % of fat with industrial trans fats 

levels between 2 and 4 % of fat would comply in 4 Member States but not comply in 3 

Member States and all foods that contain less than 3 % of fat with industrial trans fats 

levels between 4 and 10 % of fat would comply in 2 Member States but not in 5 Member 

States. Those differences are in practice significant, as the majority of food products are 

below 20 % of fat and many are below 3 % of fat per 100 g of food. Tall existing 

Member States measures have in common the general 2 % limit for all foods with more 

than 20 % of fat content, while this food category represents generally a minor share of 

the total food offer. In Member States where voluntary measures have been taken, 

reductions were achieved, however, not always in line with legal limits mentioned above. 

There is evidence collected by ICF about the effectiveness of both legal as well as 

voluntary measures in Europe. For example, in Denmark, a legal limit led to virtually 

eliminating industrial trans fats from the Danish food supply
83

. Data collected in Austria 
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before and after the introduction of the legal measure indicate that from bakery products 

controlled over time, once before the introduction of the legal measure and twice 

afterwards, 18 out of 30 samples were not compliant while 3 years after the measure 

came into force 1 out of 68 samples was not compliant and two years later all samples 

were compliant
84

. Data collected in Hungary before and after the introduction of the legal 

limit point to a reduction of industrial trans fats intakes per person foods in the order of 

40 % to 75 %
85

.  

While it could be assumed that more Member States would take action in the absence of 

EU intervention, there are no precise indications for all Member States, taking into 

account that incentives for food business operators to act can vary significantly and 

national authorities have different approaches to industrial trans fats. If parallel action is 

not undertaken at national level in all EU Member States, operators would remain subject 

to different conditions for the manufacturing and placing on the market of foods that 

could contain industrial trans fats and obstacles to the functioning of the Internal Market 

would persist. At the same time, products with high industrial trans fats levels would 

remain on the market in some parts of the EU and intakes of trans fats would remain 

excessive for certain consumer groups. This would negatively affect the protection of 

consumers' health and would contribute to the perpetuation of health inequalities in the 

EU.  

 

Even if action was undertaken at national level in all EU Member States, it is very likely 

that differences would exist in the timing of the interventions (i.e. not all national actions 

would be launched at the same time) and in their content (i.e. it is possible that different 

measures would set different legal limits or cover different products). This explains the 

clear added value of an EU-based, EU-wide action: the possibility to ensure a level 

playing field in the Internal Market and the same high level of protection of consumers' 

health by the means of an initiative that would apply simultaneously in the entire EU and 

would minimise the risk of national regulatory interventions (further) fragmenting the 

Internal Market.  

Consumer behaviour 

Low consumer awareness of the risks associated with the consumption of trans fats may 

also contribute to industrial trans fats intake. The evidence in the EU points to low levels 

of consumer information and consumer awareness on trans fats
86

, including which 

ingredient that is declared on the label or which non prepacked foods may contain trans 
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fats. Many foods are potential sources that are difficult to avoid totally as this would lead 

to very restricted dietary choices.  

Not all consumers can relate the information on the use of partly hydrogenated oils 

required by Regulation (EU) No 1169/2011 to the presence of industrial trans fats in 

foods and not all consumers can use that information to effectively compare different 

products taking into account their overall nutritional composition.
87

 

Finally, other considerations may influence consumer behaviour (e.g. cost, taste, habits) 

stronger than the intention to reduce trans fats intake.  

2.3. How would the problem evolve  

Whether the decline in industrial trans fats levels in food product and industrial trans fats 

intake observed in the past years will continue at the same speed and achieve a near 

elimination of industrial trans fats in the EU is not certain. Contrary, there is some 

evidence of new products that contain high levels of industrial trans fats being introduced 

to the market in recent years.
88

 Consumer health would continue to be at risk in a number 

of Member States, particularly in the Eastern and Southern part of the EU. The 

perspectives provided by stakeholders in the consultation conducted by ICF in the 

context of the study to support this IA suggested that the problem would remain in the 

absence of EU action but also that many Member States would act unilaterally in the 

absence of EU action. Based on previous experiences, national legal measures introduced 

for public health protection, would likely differ to a certain degree in scope and content 

and could contribute to fragmenting further the Single Market for food products.  

3. WHY SHOULD THE EU ACT?  

3.1. Legal basis  

EU action could be taken within the framework of Article 114 TFEU, in order to ensure 

the functioning of the Internal Market, whilst ensuring a high level of protection for 

health and consumers. The adoption of a legal measure to set limits to trans fats presence 

in food can be considered through the implementation of existing legislation, more 

specifically, on the basis of Regulation (EC) No 1925/2006 on the addition of vitamins 

and minerals and of certain other substances to foods. That Regulation aims at providing 

a high level of consumer protection whilst ensuring the effective functioning of the 

internal market. The Regulation empowers the Commission to take measures restricting 

the addition of certain substances to foods or the use of such substances in the 

manufacture of foods in view of harmful effects on health which have been identified in 

relation to a particular substance. For the specific case of the presence of trans fats in 

food, harmful effects have been identified based on scientific advice provided by EFSA, 

as explained under point 1. 
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3.2. Subsidiarity: Necessity of EU action  

The existing situation on industrial trans fats negatively affects the protection of 

consumers' health and contributes to the perpetuation of health inequalities. Excessive 

intakes of industrial trans fats are associated with avoidable suffering and pose burden on 

public health care systems.
89

 

Industrial trans fats are still present at levels of concern in certain foods in many Member 

States and particularly in Member States where no national action has been undertaken 

so far (voluntary or regulatory) to reduce such levels. While average daily trans fats 

intakes for the overall EU population are below 1 % of daily energy intake, some 

population groups have (or are at risk of having) higher intakes, including low-income 

groups and younger population groups (18 to 30 years).
36

 As calculated by the JRC, up to 

25 % of surveyed individuals aged 20-30 years have trans fats intakes above 1 % of daily 

energy intake.
36

 But even if population average intake levels are around or slightly below 

1 % of daily energy intake, this level can be considered as excessive, taking into account 

the recommendation from the European Food Safety Authority that intakes should be as 

low as possible. Empirical evidence supports this view, as reducing intake levels of 

industrial trans fats from below 1 % or daily energy intake to minimal levels in Denmark, 

mortality attributable to cardiovascular disease decreased on average by about 14.2 

deaths per 100,000 people per year relative to a synthetic control group.
90

  

According to the ICF research, levels of industrial trans fats are not necessarily declining 

in the coming years. While data gathered for the ICF study confirm a trend towards 

industrial trans fats reduction in food products, it shows also that the limits of the current 

approach with no action taken at EU level have been reached. Levels of industrial trans 

fats appear to remain high in certain countries, predominantly Eastern and Southern 

Europe, and certain sub-groups of food businesses, particularly SMEs. Levels were still 

above 2 % of their total fat content and  in some Eastern and South-Eastern EU countries, 

industrial trans fats levels in pre-packed biscuits, cakes and wafers have not dropped 

meaningfully since the mid-2000s
91

. The authors of this study continued analysing the 

evolution of the market in six countries in South-East Europe covered by the previous 

study (including two EU Member States) and noted that availability of popular foods 

with high amounts of industrial trans fats increased from a high level in 2012 to an even 

higher level in 2014
92

. Another study
93

 specifically focused on the Portuguese market 

showed that, in 2013, total trans fats content in different foods ranged from 0.06 % to 

30.2 % of the total fat content of the food (average 1.9 %), with the highest average 

values in the ñbiscuits, wafers and cookiesò group (3.4 % of the total fat content of the 

food). 50 samples out of 268 (19 %) contained trans fats at amounts higher than 2 % of 

the total fat content of the food. Several consultations and triangulation of data have 

confirmed these findings.  
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Even under the assumption that a decline in industrial trans fats intake would take place 

over time without EU level action, evidence suggests that from a society benefit/cost 

point of view, taking EU level legal action is a highly efficient measure
94

. Therefore, 

opportunity cost for not acting at EU level are high, and they could be reduced the faster 

action is taken and measures are implemented, with resulting benefits for human health 

and cost to society. 

3.3. Subsidiarity: Added value of EU action  

The existing situation on industrial trans fats hampers the effective functioning of the 

Internal Market. 

Whilst action has been taken by some countries
95

, and others may be expected to act in 

the absence of an EU initiative
96

, rapid and universal action on industrial trans fats by 

Member States is currently not envisaged. Products with high industrial trans fats content 

would therefore remain on the EU market and industrial trans fats would continue to 

contribute to health impacts and health inequalities. 

In addition, legal measures and voluntary initiatives taken by Member States so far 

differ, as different national views in relation to acceptable levels exist.
97

 Additional 

measures at Member State level could lead to further differences in approach, adding 

complexity and cost for food business operators. 

Furthermore, as a basis for the Internal Market in foods, the EU has a detailed and rather 

comprehensive system of general and specific food laws, ensuring that products can be 

freely traded, but also that consumers can be confident that products offered are safe. To 

address potential health concerns, food safety measures ensure a high level of health 

protection of consumers. Excessive industrial trans fats in foods pose risks from a food 

safety angle. In case a food constituent is linked to serious health concerns, confirmed by 

an opinion by EFSA, their presence should be either prohibited or limited, both for 

products produced in the EU and for imported products. Recent EFSA opinions
98

 
99

 in 

relation to the presence of industrial trans fats in food ingredients recommended that the 

Commission considers revising the specifications for the ingredients, óincluding 

maximum limits for trans fatty acidsô. 

Added value at EU level thus derives from the possibility to ensure a level playing field 

in the Internal Market and the same high level of protection of consumers' health.. In this 
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context, it is of note that
100

 in the consultation that preceded the adoption of the 

Commission's report, several Member States proactively signalled their preference for an 

EU level initiative on industrial trans fats. 

4. OBJECTIVES : WHAT IS TO BE ACHIEVE D?  

4.1. General objectives  

To address the problems that industrial trans fats intake is an important risk factor for the 

development of coronary heart disease and contributes to the perpetuation of health 

inequalities within the EU, the identified general objectives of EU action on industrial 

trans fats to be achieved are: 

¶ To ensure a high level of health protection for EU consumers;  

¶ This will also contribute to reducing health inequalities, one the objectives of 

Europe 2020
101

; 

To address the problem of obstacles to the functioning of the Internal Market (unfair 

competition, legal uncertainty), the identified general objective is: 

¶ To contribute to the effective functioning of the Internal Market for foods that 

could contain industrial trans fats. 

4.2. Specific objectives  

The following specific objectives of EU action on industrial trans fats to be achieved are:  

¶ To reduce intake of industrial trans fats in the entire EU for all population groups; 

¶ To ensure that the same rules/conditions apply in the EU to the manufacturing 

and placing on the market of foods that could contain industrial trans fats, so as to  

ensure legal certainty of EU food business operators within and outside the EU
102

  

Data collected during the Impact Assessment support the view, that trans fats are 

particularly a problem in Eastern and South-Eastern Europe, a region that generally also 

suffers from relatively high rated of heart disease and lower life expectancy than Western 
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Europe. The results of a study
103

 suggest that industrial trans fats levels in pre-packaged 

biscuits, cakes and wafers in some Eastern and South-Eastern European countries have 

not dropped meaningfully since the mid-2000s. This suggests that in certain parts of the 

EU little progress has been made, while in some Western EU countries reductions were 

achieved. The European consumer association BEUC highlighted in their position paper 

on trans fats in 2014
104

, that regional inequalities between Western versus Eastern EU 

countries persist, citing results from product testing, which showed consumers in Eastern 

EU countries are more exposed to industrial trans fats than their Western neighbours. A 

test on margarines and wafers carried out by the Czech consumer association
105

 
106

 in 

2013 and 2014 confirmed that reformulation efforts have not been equal in Eastern and 

Western EU countries. According to a published study
107

, the same product categories 

would contain minimal amounts of industrial trans fats, while in Eastern Europe, 

substantial contents of trans fats were found. Figure 1 summarises the problems, drivers 

and objectives associated with industrial trans fats in the EU. 

Figure 1 Illustrative summary of the problems, drivers and objectives associated with 

industrial trans fats in the EU 
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5. WHAT ARE THE AVAILABL E POLICY OPTIONS ?  

5.1. What is the baseline from which options are assessed?  

In the baseline scenario, option 0, no initiative would be taken on trans fats at EU level. 

The qualitative and quantitative analysis
108

 was informed by the baseline scenario of a 

study completed by the JRC and the qualitative evidence collected in the external study 

by ICF.  

The JRC study highlighted that the assumed baseline of 10 years in their modelling 

exercise was chosen as a rather conservative approach to show that measures which are 

cost effective under this very conservative assumption would prove even more cost 

effective under any further, less conservative baseline scenario
109

. 

The assessment methodology was designed to accommodate uncertainty about the future 

trend in industrial trans fats intake in the absence of EU action (the baseline scenario). 

The purpose was to reinforce the analysis by referring to three possible future trends 

(baselines), taking into account uncertainty rather than focusing on one scenario only. 

It is suggested that industrial trans fats levels in food have been declining over time 

under the influence of various factors, while there is also some evidence that the decline 

has levelled off, according to the ICF study. In its recent public health economic 

evaluation
32

, the JRC extrapolated from available evidence and based its modelling on 

the assumption that industrial trans fats would be completely removed from the EU food 

supply chain in 10 years. While data gathered for the study by ICF confirm this trend, it 

shows also that most changes that could be triggered in the absence of EU policy action 

have already taken place, either as a result of voluntary initiatives or national legislation. 

Nevertheless, levels of industrial trans fats in foods appear to remain high in certain 

countries and certain sub-groups of food businesses, particularly SMEs.  

A continuous downward trend in the years to come is not certain.
110

 Industry in some 

Member States has not acted voluntarily on industrial trans fats, and the evidence from 

certain Member States collected by ICF suggests that a voluntary approach may not 

deliver any progress there. Data on the industrial trans fats content of foods manufactured 

and sold in some Member States
111

 suggests that, in spite of reductions in certain 

categories of products, levels of industrial trans fats in other food products remain high. 
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The evidence on voluntary industry initiatives collected by ICF strongly suggests that 

potential action by those sectors willing to act and sufficiently well organised at national 

and EU level to carry out coordinated reductions in industrial trans fats havs already been 

carried out. Other sectors and countries that have not acted voluntarily are highly 

unlikely to do so in the near future. Further evidence collected in six countries (including 

the EU Member States Croatia and Slovenia) has found that the number of packages of 

food products (considering the group of biscuits, cakes, wafers) that contained more than 

2% of total fat as industrial trans fats had doubled between 2012 and 2014
112

, indicating 

that food industry operators had expanded their offer of products with high industrial 

trans fats content, contradicting the notion of a general downward trend. Further evidence 

for actual increases of industrial trans fats exposure, particularly in Eastern Europe, is 

provided in a recent, unpublished study in Hungary, the outcome of a collaborative 

agreement between the World Health Organization Regional Office for Europe which 

supported the process and technical product, and the Ministry of Human Capacities of 

Hungary
113

. Hungary introduced its national legal limit in February 2014 with a 

transition period of 1 year. In the years proceeding to the enforcement of the national 

legislation, a steady increase in the percentage of products above the legal limit could be 

observed: 2009/2010 16% of products surveyed, 2011 27 %, 2012 29 %, respectively.  

Figure 2: Compliance with the Hungarian national legal limit by year (%) 
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Substantial improvements were only seen from the period where the national legal limit 

had been decided and notified to the EU, in 2013 with 11% of the sampled products 

above the legal limit, with following steady declines, 2014 7%, 2015 6 % and 2016 2%, 

showing the effectiveness of a legal limit to revert an increasing trend of products with 

high industrial trans fats levels on the market. This development is illustrated in Figure 2 

Likewise, mean trans fats content in products was seen to steadily increase on the 

Hungarian market until a national legal limit was decided, as shown in Table 1. 

Table 1: Mean trans fats content (g/100 g food) in the food samples by year in Hungary 

Year N Mean SD Minimum  Maximum  

2009/2010  396 0.55 1.46 0 15.36 

2011  125 0.76 1.67 0 11.84 

2012  210 0.70 1.41 0 10 

2013  169 0.53 2.02 0 14.43 

2014  306 0.26 0.42 0 3.46 

2015  266 0.29 0.99 0 10.19 

2016  114 0.20 0.41 0.004 3.53 

 

Possible reasons for increased levels of industrial trans fats in foods are, for instance, 

availability of food ingredients with high industrial trans fats levels at low prices, a high 

price sensitivity of consumers, low responsiveness of food business operators to respond 

to calls for voluntary reformulation and a perceived low reputational risk for food 

business operators linked to the offer of products with high levels of industrial trans fats. 

For the Hungarian example described above, it was not possible to determine whether 

products with high industrial trans fats levels were imported as information was only 

available about the distributor and not about the manufacturer. 

Of note, the national legal measures prohibit the sale of non-complying foods on the 

national territory, while non complying foods may still be legally produced for export. 

A number of published evidence, including research articles, were available for citation 

to provide evidence, apart from data on trans fats levels collected by JRC, showing and 

confirming higher levels of industrial trans fats, particularly also in Eastern European 

countries
114

 
115

 
116

 
117

 
118

. Despite this fact, the validity of assuming a baseline scenario of 
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no change has been confirmed by ICF. ICF conducted an online consultation to maximise 

their ability to validate the data collected during desk research and expert interviews and 

triangulate the findings from the impact assessment with a wide range of stakeholders. 

This enabled ascertaining the validity of key elements of the analysis. The first part of the 

consultation posed general questions on current and predicted industrial trans fats use 

under different policy options. Overall the results from the ICF consultation have 

confirmed the appropriateness of the assumptions and estimates, while they have helped 

to qualify the baseline scenario. According to the ICF research, levels of industrial trans 

fats are not necessarily declining in the coming years. While data gathered for the ICF 

study confirm a trend towards industrial trans fats reduction in food products, it shows 

also that most changes that could be triggered in the absence of EU policy have already 

taken place, either as a result of voluntary initiatives or national legislation.  

This suggests that obstacles stand in the way of further changes and of further diffusion 

of initiatives, either private or public, to that part of the EU food industry that has not yet 

reduced industrial trans fats levels in its products. Whether these obstacles would be 

removed in the absence of EU activity is not clear from the evidence that has been 

gathered by ICF. A continuous downward trend in the years to come is therefore not 

certain. 

This uncertainty in the baseline is mitigated by the analytical approach; three variants of 

the baseline scenario have been adopted to capture that uncertainty, about how trans fat 

intakes may develop in the future. The policy options are compared against each variant. 

This approach helps to ensure that the conclusions about the absolute and relative 

impacts of options are robust in the context of all foreseen reference scenarios, thereby 

accommodating the uncertainty about future evolution of the problem in the absence of 

further EU action (cf Figure 2): 

¶ A continuous decrease leading to the complete elimination of industrial trans 

fats from the food chain over a period of 10 years (B1 ï ô10 year 

eliminationô); 

¶ A continuous decrease leading to the complete elimination of industrial trans 

fats  from the food chain over a period of 15 years (B2 ï ô15 year 

eliminationô); 

¶ Industrial trans fats intake remains constant at current levels (B3 ï óno 

changeô). 

The three variants of the baseline represent the spectrum of expected possible trajectories 

ï industrial trans fats intake remaining constant at current levels, a linear decline in 

industrial trans fats intake to zero over 15 years and an accelerated linear decline to zero 

over 10 years.  
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From an impact appraisal perspective, the first variant (B1) is conservative: An option 

that is cost-effective under the first variant (B1) would be even more cost-effective under 

the other variants.  

Figure 3 Dynamic baseline: illustrative representation of how benefits of industrial trans 

fats control arise compared to the variants of the baseline scenario
119

(source: ICF) 

 

iTFA : industrial trans fats 

5.2. Description of the policy options  

Overall, three options were considered, option 1 and 3 were subdivided into two sub 

options each to consider different instruments. Logic models and theories of change for 

each option are presented in Annex 11, Figure 4 describes potential dietary sources of 

trans fats and indicates where the different options affect those sources. 
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  This illustrative chart shows a linear progression in industrial trans fats consumption in either of the 

three scenarios, the actual shape of the curve in both baseline and with-policy options may be non-

linear 
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Figure 4 Overview of potential dietary sources of trans fats and where the different 

options affect the (% trans fats are given as % of fat content) 

FBO: food business operator 
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Option 1 ï Establishment of a limit for the industrial trans fats content in foods 

In this option, the EU would establish a limit for the presence of industrial trans fats in 

foods, both pre-packed and non-pre-packed. 

Different limits could be considered, one possibility would be to set the limit of industrial 

trans fats at 2% of the total fat content of the food, in line with the approach followed in 

seven Member States that have already taken legislative action on the matter.
120

 This 

limit could be set through different instruments: 

Option 1a: Voluntary agreement with the relevant food business operators to set a 

limit for industrial trans fats content in foods 

In option 1a, a limit for industrial trans fats content in foods would be established by a 

voluntary agreement at European level between relevant food business operators. The 

agreement as a form of self-regulation would be under the auspices of the Commission, 

and involve EU-level representative organisations from the industry, themselves 

representing both national federations of companies and large companies operating 

across many countries of the EU.  

Since some industry sectors are not organised and represented at EU level, this would not 

be fully inclusive. Voluntary agreements would primarily focus on foods sold to the 

consumer (and not include ingredients that are sold as inputs to final products).  

The agreement is assumed to include an annual reporting requirement for participants. 

Industry associations would collect and report the information on behalf of their 

members. This information could be commercially sensitive, and business associations 

would need to operate as a ñsafe spaceò
121

, collecting and anonymizing the information 

from its members so that it may then be publicised. Such arrangements would build upon 

the examples of voluntary agreements to reduce industrial trans fats content in food 

which have been implemented in Germany and in the Netherlands. 

It is assumed that the agreement would set a target of achieving levels of industrial trans 

fats in food products below 2% of fat within a period of 3 years. The evidence collected 

by ICF suggests that such a timespan would enable producers to factor reformulation into 

their regular cycle of product review and reformulation (whereas legislation might 

impose a shorter transition period for businesses). 

Reporting obligations (and so the associated costs) would continue to apply even after 

the participating sectors had reduced industrial trans fats content to below the threshold. 

A review mechanism and ósunset clauseô by which reporting requirements lapsed a 

specified period after objectives had been met would mitigate ongoing costs incurred 

even after industrial trans fats had been reduced to levels below 2% of fat. There would 

be a credible incentive for Member States that legislation would be introduced in the 

absence of progress.  
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  Annex 8 provides details on the Member States 
121 Etienne J (2015) Making sense of inter-organizational ósafe spacesô in business regulation, CARR 

Discussion Paper n°79, London School of Economics and Political Science. 
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A part of the food business operators that participated in the consultations favour a 

voluntary approach with regard to a legal limit, as more flexibility to act would be given. 

Generally, neither consumers nor NGOs favour this approach as it does not guarantee a 

high level of health protection. Public authorities think this option is somewhat 

appropriate as it could deliver some results, while most Member States support a 

harmonised, legal European approach (option 1b) ensuring the Internal Market and fair 

competition between food business operators in all EU Member States. 

Option 1b: Legally-binding measure to set a limit for industrial trans fats content in 

foods 

In Option 1b, EU legislation would set a limit industrial trans fats content of 2% of the 

total fat content of final food products sold to the consumer, following the example of 2% 

limits to final food products in some Member States' legislation.
122

 
123

 The 2% limit 

assuming it applies to all products consumed in a very conservative scenario means in 

practical terms an intake of between 0.6 and 0.7 % of energy intake from industrial trans 

fats for a large number of average consumers (between 33 and 60 %) in the EU. A 2 % 

limit applies to the content in the particular food or product and it would still enable 

minimal use of partly hydrogenated oils as raw ingredients containing industrial trans fats 

by the industry, e.g. for the manufacture of additives. Such additives could continue to be 

used, provided that the total industrial trans fats content of the final food sold to the 

consumer meets the 2% limit on fat basis. 

In order to implement option 1b, it is assumed that the majority of food ingredients in the 

EU will comply with the legal limit, so that food manufacturers are sure to comply with 

the legal limit and that most food manufacturers that buy ingredients will ask for a 

industrial trans fats specification of not more than 2% of their supplier. In specific cases, 

ingredients with higher industrial trans fats levels could be used, as explained above. The 

enforcement of option 1b includes testing of final food products in the market for their 

industrial trans fats level. The JRC has proposed assessment methods for industrial trans 

fats and developed a standardised calculation method to estimate the industrial trans fats 

level in a food that contains industrial and ruminant trans fats. 

Alternatively, a more differentiated approach could be chosen, with higher limits (above 

2% of total fat) for products with low fat content, and 2% of total fat for food categories 

with high fat content. Such differentiated limits have been adopted in some Member 

States.
124

 Consistently with the modelling study by the JRC, a transition period of 2 years 

is assumed.  

A large part of the food business operators that contributed during the various 

consultations favour this option that is achievable and provides a level playing field and 

avoids any further fragmenting of the EU Internal Market. Also, most public authorities 
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  Denmark (2003), Romania (2017) and Slovenia (2017) 
123

  A 2% limit enables residual use of raw ingredients or additives containing industrial trans fats and take 

into account the unintentional generation of trans fats during processing 
124

  Austrian/Hungarian legislation established a maximum content of trans fats at 10% of the total fat 

content where the total fat content is less than 3% of the product, and at 4% where the total fat content 

is between 3% and 20% of the product; further details on the levels are provided in Annex 8 
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and Member States, as well as consumers, and NGOs favour this approach as it 

guarantees a high level of health protection, is in line with certain national legal measures 

already in force in the EU, as it is ensuring the Internal Market and fair competition 

between food business operators in all EU Member States. 

Limits below 2 % of fat content were not considered in detail in this IA. During the 

normal refining steps (deodorisation) of oils that contain high levels of polyunsaturated 

fats industrial trans fats can be formed, even if the oil is not undergoing partial 

hydrogenation. Oils with a high content of polyunsaturated fats, providing essential 

nutrients, are generally recommended as a part of a healthy diet. Also, in food service 

establishments, during normal frying processes trans fats are formed to a certain degree. 

It would not be proportionate to ask small food business operators active in food service 

to frequently control the level of trans fats produced in the frying oils to ensure that a low 

threshold limit is not exceeded. The 2 % limit on fat basis has been found to be in line 

with the need to accommodate trans fats levels generated during normal oil and food 

processing. However, empirical evidence shows, that with this threshold, very low 

average intake levels of industrial trans fats, in the order of 0.009 %, were achieved with 

the legal limit of 2 % per 100 g fat content. Therefore, the 2 % limit was assumed to 

achieve a high level of health protection while being technologically feasible for food 

business operators. 

Option 2 ï Introduction of the obligation to indicate the trans fats content of foods 

in the nutrition declaration  

Option 2 involves the introduction of an obligation to indicate the trans fats content as 

part of the (mandatory) nutrition declaration for pre-packed foods. This would provide 

incentives to the industry to reformulate and reduce trans fats from food products and 

enable consumers to make informed food choices.
125

 

The labelling obligation would be required for all foods that carry a nutrition declaration, 

with resulting costs even for foods free of trans fats, while non pre-packed foods e.g. in 

restaurants,  are out of scope. Where applicable, the nutrition declaration would describe 

total trans fats content, both ruminant and industrial trans fats. 

A two-year transition period, would allow a majority of businesses to process label 

changes into their normal cycle of label updating.
126

 

A large part of the food business operators that contributed during the various 

consultations do not favour this option due to the high administrative burden and linked 

costs. Generally, food business operators active in the vegetable oils sector have been 

more favourable in principle, given that this measure also covers ruminant trans fats, 

while food business operators providing ruminant fat sources are not favourable to this 

option as they are unable to reformulate the basic fat composition of ruminant fats and 
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  EC (2015) Report from the Commission to the European Parliament and the Council regarding trans 

fats in foods and in the overall diet of the Union population COM(2015) 619 final   
126

  Longer transition periods have been allowed for implementation of the Food Information Regulation, 

however, that legislation involved greater changes than those implied by this Option, therefore a shorter 

transition period has been assumed 
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fear negative impacts on the overall diet of consumers as a potential consequence. 

Consumers often point to their desire for transparency in relation to the foods they eat 

and prefer to be provided with comprehensive information, so they supported this option. 

Public authorities generally 'do not favour' this measure or only 'favour it somewhat' 

according to the results of the OPC; also NGOs do not largely support this option, one of 

the reason here being that labelling covers only part of the food offer, pre-packed foods, 

and therefore only part of the trans fats problem. 

Option 3 ï Prohibition of the use of partly hydrogenated oils in foods 

In this option, the EU would follow a similar approach as adopted in the US and would 

prohibit the use of partly hydrogenated oils in foods, as primary dietary source of 

industrial trans fats. This could be achieved through a voluntary agreement with the 

relevant food business operators (sub-option 3a), or a legally-binding measure (sub-

option 3b).  

Option 3a ï Voluntary measure to eliminate the use of partly hydrogenated oils  

In Option 3a, partly hydrogenated oils would be removed from foods through a voluntary 

agreement negotiated and managed at European level. Food business operators would 

commit to the ban individually or through their representative associations.  

The arrangements for the voluntary agreement would be similar to that for option 1a. 

There is currently no definition of partly hydrogenated oils in EU law or in the Codex 

Alimentarius. For the implementation of Option 3a, a definition of partly hydrogenated 

oils would need to be established at EU level, linked to a measurable indicator, which 

could then be relied on for monitoring purposes. The US Food & Drug Administration
127 

 

defined partly hydrogenated oils in terms of their 'Iodine Value', which is measurable. 

Consumers and public authorities consider this option as somewhat appropriate, while 

industry and NGOs generally are not supportive about what they see as less effective 

voluntary action. 

Option 3b ï Legal measure to prohibit the use of partly hydrogenated oils  

This option would mirror action taken in the USA.  In June 2015 the US Food and Drug 

Administration concluded that partly hydrogenated oils are not ñgenerally recognized as 

safeò for use in human food, and introduced a prohibition on their use, with a compliance 

period of three years. This allows food companies to either reformulate products without 

partly hydrogenated oils and/or petition the FDA to permit specific uses of partly 

hydrogenated oils. A similar measure has been introduced in Canada.
128
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 Food & Drug Administrationôs determination on partly hydrogenated oils being not Generally 

Recognized as Safe https://www.federalregister.gov/documents/2015/06/17/2015-14883/final-

determination-regarding-partially-hydrogenated-oils  
128

  Government of Canada (2017) Notice of Proposal - Prohibiting the Use of Partially Hydrogenated Oils 

in Foods.    

https://www.federalregister.gov/documents/2015/06/17/2015-14883/final-determination-regarding-partially-hydrogenated-oils
https://www.federalregister.gov/documents/2015/06/17/2015-14883/final-determination-regarding-partially-hydrogenated-oils
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This option would introduce via EU law a prohibition on the use of partly hydrogenated 

oils as food ingredients. Provision could be made for limited derogations applicable to 

certain categories of products and for technical uses of partly hydrogenated oils in 

limited quantities. Partly hydrogenated oils are the primary dietary source of industrial 

trans fats in the diet. Although all refined edible oils and oils heated up under high 

temperatures during cooking processes contain some industrial trans fats as an 

unintentional by-product of their manufacturing- or the cooking process, industrial trans 

fats are an integral component of partly hydrogenated oils and are purposely produced in 

these oils to affect the properties of the oil and the characteristics of the food to which 

they are added. 

As for Option 3a, the matter of the definition and a suitable test for enforcement purposes 

would need to be agreed. Neither at EU level, nor at international level (Codex 

Alimentarius) a definition of ópartly hydrogenated oilô exists so far. The definition of 

'partly hydrogenated oilô would need to be decided, and a suitable test would need to be 

agreed for monitoring and enforcement purposes. In the US, the definition of partial 

hydrogenation is linked to the extent to which a fat or oil reacts with iodine, referred to as 

the ñIodine Value (also referred to as IV)ò. In this context, partially hydrogenated oils 

and fats are defined as those vegetable oils and fats with an Iodine Value (IV) above 4
129

. 

The iodine value does not measure directly the level of trans fats and hence does not 

always imply a reliable trans fats result and can also vary depending on other technical 

parameters applied during the hydrogenation process, irrespective of the trans fats 

content. The Iodine Value can also vary depending on the refining process used or 

depending on the presence of other substances in some vegetable oils and fats (called 

ñunsaponified componentsò). However, when comparing option 3b to option 1b it is 

noted, that according to the definition chosen in the US for partly hydrogenated oils, in 

many cases oils above levels of 2 % trans fats per fat basis would be covered. 

It is expected that difficulties may arise for enforcement of option 3b and the linked 

Iodine Value measurement based definition in final food products, where in most 

relevant cases, vegetable oils/fats are only one ingredient. The US approach is based on 

the ban of an ingredient, which means they must not be brought into circulation, which 

may be controlled. End product controls using the Iodine Value as an analytical measure 

are not applicable to finished, multicomponent products. 

For cases where suspicion about compliance with the legal ban of using partly 

hydrogenated oils is raised, a document check or a check of the ingredients used for 

manufacture of a product or checks at the manufacturing plant for the oils used is 

necessary. This is thought to be particularly demanding for imported products, but also 

for control authorities in a Member State controlling compliance of products 

manufactured in another Member State. 

Option 3b completely bans any use of partly hydrogenated oils. It means that a 

production process is banned, where industrial trans fats are produced in high amounts. 

The definition of partly hydrogenated oils applied in the US equals roughly oils that 
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 The iodine value is used by the refining sector as a technical measurement of the level of unsaturation in 

vegetable oils and fats. 
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contain industrial trans fats levels of 2% on fat bases. Most oils that contain 

approximately more than 2 % trans fats would be considered by the definition applied in 

the US as being partly hydrogenated oils and would therefore not be allowed any more in 

the food chain. This is contrary to option 1b, where residual use of industrial trans fats 

for the manufacture of ingredients for food business operators would be permitted, as 

long as the legal limit of maximum 2 % of industrial trans fats per 100 g of fats in the 

food product sold to the final consumer is complied with. 

A large part of the food business operators and NGOs that contributed during the various 

consultations does not favour this option that would ban a production technology rather 

than limiting the problematic substance itself, industrial trans fats. Furthermore, in the 

EU such a measure has no precedent. Public authorities perceived this option to be 

somewhat appropriate, while consumers are very supportive of option 3b as it ensures a 

high level of health protection. 

Combinations of options 

In addition to the above options, the following combinations of some of the options were 

considered: 

¶ Combining mandatory labelling with legislation (2 + 1b or 2 + 3b) 

¶ Combining mandatory labelling with voluntary agreements (2 + 1a or 2 + 3a) 

 

5.3. Options discarded at an early stage 

Fiscal measures, for instance introducing taxes, are proposed as effective measures for 

addressing nutrients of public health concern that are over consumed in a population. 

Examples are sugar taxes addressing sugars levels in sweetened beverages. However, 

industrial trans fats are seen from a food safety perspective, where fiscal measures are 

less appropriate. Furthermore, the Commission report of 2015 identified already the 

introduction of a legal limit as the most effective measure and announced the present IA 

to assess further its impact. 

Sub-options of Option 1b with specific requirements for low fats have not been 

considered. Four of the seven Member States with national legal limits apply different 

limits for lower fat products. In view of an EU level legal limit, a legal limit of 2 % on fat 

basis is in line with EFSA and WHO recommendation, seems achievable in practice and 

is generally accepted by both consumer organisations as well as health NGOs on the one 

hand, and industry on the other hand. Granting additionally higher levels for low fat 

products, that are forming the major part of the diet in terms of quantity, could 

potentially lead to intake levels above 1 % of energy intake. For example, 100 g of a food 

with a fat content of 3 % and a maximum level of 10 % industrial tans fats of the fat 

content, would lead to products with 0.3g of industrial tans fats per 100 g of the final 

food product. For a person consuming a 2000 kcal diet per day, the standard used in EU 

food law and Codex Alimentarius guidelines, the WHO recommendation of less than 1 % 

of energy intake corresponds to less than 2.2 g TFA per day. Consuming more than 730 g 

of foods that are at this threshold would lead to industrial tans fats intakes exceeding the 
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WHO recommendation. Generally, adults consume more than 730 g of food per day. The 

sub-options were not in detail discussed in the IA report. However, during discussions 

and consultations of a draft measure well justified proposals could be considered. 

 

6. WHAT ARE THE IMPACTS OF THE POLICY OPTION S?  

Annex 12 explains how options were screened against possible relevant impacts and how 

relevant impacts were identified. The main impacts of the policy options described in 

section 5 which were identified during the screening phase and therefore analysed in 

detail are: social impacts (health benefits, quantified in terms of health care costs - direct 

and indirect - and disability adjusted life years; effects on health inequalities), economic 

impacts (direct costs for businesses and public authorities which consist of administrative 

burdens for business, compliance costs for business, including the role of innovation and 

technological development and administrative burdens for public authorities; consumer 

impacts ï prices, choice and product quality; Single Market impacts; effects on 

international trade; impacts on SMEs) and environmental impacts, particularly in relation 

to deforestation and implications for climate change and biodiversity. The potential 

indirect effects of the above on competitiveness, growth and social cohesion were also 

considered in the analysis. 

6.1. Social impacts 

The impacts of the options on human health are quantified in terms of direct and indirect 

health care costs and disability adjusted life years.  

These impacts are influenced by the level of industrial trans fats intake currently 

observed in the population, which varies as a result of the different policy options. 

Furthermore, dietary habits of certain population subgroups, consumption levels of 

ruminant trans fats and the type of fat used to replace of industrial trans fats in 

reformulated products will also contribute to potential health impacts. In this analysis all 

factors are assumed constant.
130

 

6.1.1. Impacts on health 

The health impact assessment used a number of assumptions that, together with the 

underlying evidence for those assumptions, are described in detail in Annex 13. 

Food policies have the potential to reduce non-communicable disease mortality and 

morbidity, with associated cost savings quantified in Table 1 and associated health gains 

expressed in disability adjusted life years averted, quantified in Table 3 for the different 

policy options assuming three variants of the baseline scenario. 
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Impact on health care costs (direct and indirect) 

Both direct and indirect health-related cost estimates are expressed in 2016 prices (in ú). 

The model of the contractor ICF considers two types of costs, both were based on the 

European Cardiovascular Disease Statistics 2012
131

: 

¶ Direct healthcare costs: costs related to the use of health resources (i.e., 

primary care costs, outpatient costs, emergency costs, and medication used 

during the hospitalization).  

¶ Indirect costs of ill health: costs related to the disease, namely loss of 

productivity and informal care.  

In the case of no EU action (Option 0) all health-related costs for the EU over the course 

of a lifetime (85 y) have a present value
132

 of ú10,764,979 million under the 10 year 

elimination variant (B1). Under the 15 year elimination variant (B2) and óno changeô 

variant (B3) the present value of total health-related costs would be ú33,753 million 

higher and ú245,009 million higher respectively. 

Table 2 shows the cost savings resulting from each policy option as compared to the 

baseline scenario variants. The figures are calculated by subtracting the costs associated 

with the disease burden expected under the given policy with that of the relevant baseline 

variant. 

Options 1b and 3b deliver the highest health-related cost savings; the implementation of 

legal measures (1b or 3b) would lead to savings with a present value of ú58,611 million 

under variant B1 and ú94,008 million under variant B2.  In variant B3 disease-related 

costs savings are much greater than under the other two variants.  In B3 there is no 

reduction of industrial trans fats intake without an action at EU level.  

Table 2 Cost savings associated with lower disease burden for each policy option 

compared to the baseline, under each of the baseline scenario variants (M EUR) 

Policy option Savings from lower disease burden 

 B1 ï 10 year 

elimination  

B2 - 15 year 

elimination  

B3 - No change 

Option 1a    6,197  11,078    42,798 

Option 1b 58,611  94,008  304,366 

Option 2 10,329  15,353 141,484 

Option 3a   6,197  11,078    42,798 

Option 3b 58,611  94,008  304,366 
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  Martin-Saborido CM et al. (2016) Public health economic evaluation of different European Union-level  

policy options aimed at reducing population dietary trans fat intake. American Journal of Clinical 

Nutrition, 104: 1218-26 
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  Discounting renders benefits and costs that occur in different time periods comparable by expressing 

their values in present terms. In practice, it is accomplished by multiplying the future values by a 

discount factor 
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Note: Figures represent the reduction of health-related costs over 85 years, in present 

value terms, in million Euro 

A sensitivity analysis 
133

 has been conducted to show the impacts of alternative 

specifications of the starting point ï i.e. the initial population industrial trans fats intake 

when the model starts (point 0).  This shows that the results are robust, all options deliver 

cost savings in all cases, and options 1b and 3b provide the largest benefits.  

Impact on disability-adjusted life years 

The disability-adjusted life years measure overall disease burden as the number of years 

lost due to ill health, disability or early death. Resulting disability-adjusted life years are 

then calculated on the basis of the modelled number of coronary artery disease events 

and deaths.  

In the case of no EU action (option 0) the disability adjusted life years for the entire EU 

population amount to 1,076 million over the course of a lifetime (85 years) under the best 

case scenario. Under variants B2 and B3 the total EU coronary artery disease burden in 

disability adjusted life years would be 1,079 million and 1,142 million respectively.  

Table 3 illustrates the number of disability adjusted life years avoided thanks to the 

implementation each option as compared to the baseline scenario variants. They are 

calculated by subtracting the estimated disability adjusted life years in the baseline from 

the disability adjusted life years in the given policy. 

Options 1b and 3b lead to the highest reduction in morbidity and mortality (as measured 

in terms of disability adjusted life years). The implementation of legal measures (1b or 

3b) would reduce the disease burden by 4 million disability adjusted life years for the EU 

population under variant B1 and by 6 million disability adjusted life years for the EU 

population under B2. In the B3 case the reduction in disease burden is much greater. 

Options 1b and 3b have the greatest positive impact. 

Table 3 Health gains in disability adjusted life years averted (EU28, Millions) for each 

policy option compared to the baseline, under each of the baseline scenario variants 

Policy option Health benefits in disability adjusted life years averted  

 B1 ï 10 year 

elimination  

B2 - 15 year 

elimination  

B3 - No change 

Option 1a  0.4  0.7  10  

Option 1b 4  6  66  

Option 2 0.7  1  34  

Option 3a 0.4  0.7  10  

Option 3b 4  6  66  
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A sensitivity analysis
134

 shows that results are robust, all options reduce the disease 

burden as compared to the baseline.  

Options 1b and 3b have identical expected health benefits. The underlying assumptions 

explain this similarity. With regard to option 1b, evidence from Denmark suggests that 

the introduction of legislation limiting the industrial trans fats content of foods was very 

effective in reducing the population intake. Since the introduction of the measure in 

2002, the average intake of industrial trans fats decreased in all age groups of the Danish 

population. The most recent data suggest that in 2014 the average industrial trans fats 

intake in Denmark was 0.009 % of the energy intake. Based on this evidence, the health 

model assumes that for options 1b the industrial trans fats intake decreases to 0.009 % of 

energy intake after two years (assumption of 2 year implementation period) and then 

evolves as assumed in each of the three baseline scenarios. With regard to option 3b, 

introduction of a ban on the use of partly hydrogenated oils as a food ingredient through 

EU legislation, with a transition period of 2 years, the model assumes that industrial trans 

fats intake will vary as in option 1b, for instance, that the removal of partly hydrogenated 

oils from the food supply will successfully eliminate the presence of food with high 

industrial trans fats content from the market and lead to trans fats intake decreases to 

0.009 % of energy intake. Residual small industrial trans fats intake from deodorised oils 

and trans fats generated during the heating of oils during cooking will remain. 

Replacement of industrial trans fats with other ingredients as fat sources could potentially 

have unintended consequences for health. There is a range of approaches to reformulate 

foods and reduce industrial trans fats content for example replacing partly hydrogenated 

oils with alternative oils and fats and/or mixing of various non-hydrogenated oils. The 

ótoolkitô of oils and fats is vast and includes for example food technological approaches 

to ódesignô fats of desired composition and properties, in particular by applying fat 

interesterification and fractionation processes Some stakeholders highlighted during the 

OPC the need to ascertain that the full health profile of the reformulated product has to 

be considered; for example there are concerns that reformulation may lead to increased 

saturated fat content. However, several studies have shown that for a number of food 

products, industrial trans fats have not simply been replaced by saturated fats, but the 

reformulated products have increased the content of cis-unsaturated fats, thus leading to 

an overall healthier profile of the product. Even if industrial trans fats were replaced 

completely with saturated fat, a net health benefit would result. 

The recently launched REPLACE package of WHO
135

 asks for encouragement of 

manufacturers to replace industrial trans fats with the most healthy available alternative 

fat. Many Member States already work on voluntary reformulation campaigns with 

industry to replace saturated fat intake. The EU is supporting such efforts, both via 

research projects or by support to exchange best practice models of reformulation.  

One of the potential replacement fats for partly hydrogenated oils is palm oil and 

potential health implications of such a replacement need to be considered. Palm oil 

contains various fatty acids that could be considered in relation to their health profile. 

Around 49 % stem from saturated fat, 37 % from monounsaturated fat and 9 % from 
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polyunsaturated fat. Saturated fat intakes are increasing the risk for developing heart 

disease and their intake should be limited. However, even if industrial trans fats are 

completely replaced by saturated fat, a net health gain is achieved. Replacing trans fats 

with either mono- or polyunsaturated fats yield higher health gains. Palm oil is 

particularly rich in palmitic acid, approximately 44 % of the fat. This may be seen as 

problematic as palmitic acid has been reported to be linked to bigger effects on 

increasing the undesirable LDL blood cholesterol levels and therefore with higher risks 

in relation to heart disease than other saturates fatty acids. EFSA has stated with regards 

to individual saturated fatty acids, that the 4 major saturated fatty acids (lauric, myristic, 

palmitic, stearic acid) may have different effects; however, that data is not sufficient for 

setting intake recommendations for individual saturated fats. 

6.1.2. Impacts on health inequalities 

Inequalities in health remain an important issue in the EU and across the globe. While the 

model of the JRC does not produce quantitative estimates of the potential effects of 

options on health inequalities, evidence collected by ICF from the implementation of 

trans fats policies and other dietary policies across the world suggest that the legal limit 

would be the most effective in reducing health inequalities, followed by the voluntary 

reformulation. The labelling policy is likely to have a minimal effect upon reducing 

health inequalities, and could in some populations actually worsen health inequalities.  

Consumers with lower income are more likely to consume products with high industrial 

trans fats content, products that are generally sold at a lower price. As such the current 

situation can contribute to health inequalities. Another population group at risk off high 

industrial trans fats intakes are younger population groups. Examples were young males 

in Germany and Austria, identified as population groups at risk if high industrial trans 

fats intakes as they consume a high proportion of processed foods and fried fast foods 

that was found to contain more likely to contain high industrial trans fats levels. For 

instance, in Austria, young apprentices were identified as a group at-risk population to 

exceed recommended intake levels of industrial trans fats due to their high consumption 

of fast foods. Before Austria introduced their national legal measure, in a study covering 

2989 young apprentices
136

, 75 % were consuming levels below the national 

recommended level (1 % of energy intake), 25 % were above this intake level. In 

Germany, a report by the Federal Institute for Risk Assessment stated in 2013
137

 that 

young adults were found to consume approximately 2,5 times the amounts of industrial 

trans fats as compared to older adults. While most consumers achieve trans fats intakes 

below 1 % of energy intake, the average intake is 0,66 % of energy intake. However, 

even with this low average level, 10 % of the population is above the recommended level 

of % of the energy intake. Particularly voluntary reductions of ready meals, here deep 

frozen pizzas, have contributed to reducing high intakes of an identified at-risk 

population of young adult males. 

Detailed considerations and expected impacts for all policy options are provided in 

Annex 15. 
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 Österreichischer Ernährungsbericht 2008, Herausgegeben vom Institut für Ernährungswissenschaften 

der Universität Wien im Auftrag des Bundesministeriums für Gesundheit 
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 Bundesinstitut für Risikobewertung: Stellungnahme 028/2013 vom 6. Juni 2013 
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6.2. Economic impacts 

Each of the policy options considered has the potential to have a number of economic 

impacts, most importantly benefits and costs: administrative costs are incurred by 

businesses in understanding the rules, determining responses and providing information, 

and by the public authorities in implementing and enforcing the rules, monitoring and 

reporting. Compliance costs are incurred by businesses in meeting the legal obligations 

or voluntary commitments.  These may include the costs of reformulating products, 

purchasing alternative ingredients, and product labelling. Further economic impacts  

were considered as well. 

Economic impacts have been assessed by ICF with a cost model developed in MS Excel 

in parallel to the JRC model. The analysis provides a quantitative assessment of 

administrative and compliance costs for business, and administrative costs for public 

authorities. Quantitative estimates of the costs borne by SMEs were also made 

Additional evidence collected from the consultations, informed a more qualitative 

assessment of related impacts on consumers, the Internal Market, competitiveness and 

international trade. Evidence and data on price impacts, competitiveness, the Internal 

Market and international trade was not available to enable a quantitative analysis. 

Available data and empirical evidence, while valid in specific cases in a certain context 

informed the evaluation, however, it was not possible to extrapolate such data for a 

quantitative assessment with a sufficient degree of confidence in the robustness of the 

results. 

In order to assess costs for food business operators, the market structure needs to be 

analysed. For all businesses in relevant food industry subsectors that are potentially 

affected by the measures, Annex 16 provides an detailed analysis on the number of 

businesses affected and how the different measures that create costs are concerned. Based 

on EUROSTAT data, policy option 1a affects according to the ICF estimates 117,918 

businesses, option 1b 1,019,240 businesses, option 2260,397 businesses, option 3a 

124,403 businesses and option 3b 1,081,514 businesses. With regard to the different 

sectors, around 85 % are in food service (such as restaurants or caterers) and 15 % in the 

food manufacturing sector. The food sector, in terms of number of businesses, is 

dominated by SMEs. In food manufacturing, approximately 99.1 % of businesses are 

SMEs, of food service approximately 99.9 %, respectively. 

6.2.1. Impacts on direct costs for businesses and public authorities  

Table 4 presents estimates of the total costs to business and the public authorities of 

implementing the five options, as compared to the baseline scenario. The detailed costs 

that are summarised in this table and the underlying assumptions and methods for 
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establishing them are described in Annexes 16 to 18. The figures present the sum of the 

present value of costs over 10 years, using a discount rate of 4%.
138

   

Costs are assumed to be zero after 10 years for each option.  Many are one-off costs such 

as reformulation or relabelling costs.  It is assumed that monitoring and enforcement will 

cease to generate costs after 10 years (by which time industrial trans fats will have 

disappeared from the food chain). By that time, monitoring of foods for the presence of 

industrial trans fats would likely become part of the routine operations carried out by 

National Competent Authorities regarding food composition. The development of cost-

effective alternative ingredients should be followed by a decrease in costs for the 

substitute ingredients over time  

The present values are calculated by summing the different estimated costs incurred each 

year over the 10 year period, and calculating the present value of these using the 4% 

discount rate.  These costs are then summed up over the 10 year period to give a total 

present value. 

Table 4  Present value of total costs of implementing options over 10 years (M EUR) 

Policy option Business 

administrative 

costs 

Business 

compliance 

costs 

Public 

administrative 

costs 

Total costs 

Option 1a  3.2   43.5   3.2   49.8  

Option 1b  17.8   251.5   27.7   297.0  

Option 2  6.7   9,568.8   250.6   9,826.2  

Option 3a  3.3   51.6   3.4   58.6  

Option 3b  18.7   297.4   29.9   346.0  

 

Option 2 is estimated to be linked by far to the largest costs, especially as a result of the 

costs of relabelling of food products, whether or not they currently contain or are likely 

to contain trans fats.   

Options 1b and 3b are estimated to have significantly larger costs than 1a and 3a, because 

a greater level of business action is anticipated in response to legislation than voluntary 

initiatives.   

The estimated costs represent a small proportion of the annual value of EU output of the 

business sectors affected (Table 5). 

  

                                                           
138

 The discount rate of 4 % was chosen in line with the Better Regulation toolbox advice 

https://ec.europa.eu/info/sites/info/files/file_import/better-regulation-toolbox-61_en_0.pdf 

https://ec.europa.eu/info/sites/info/files/file_import/better-regulation-toolbox-61_en_0.pdf
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Table 5 Estimated costs as a proportion of the value of output of affected food business 

subsectors (%) 

Policy 

option 

Business 

administrative 

costs  

Business 

compliance 

costs 

Public 

administrative 

costs 

Total 

costs 

Business 

costs 

Option 1a 0.0001% 0.0011% 0.0001% 0.0012% 0.0011% 

Option 1b 0.0004% 0.0062% 0.0007% 0.0073% 0.0066% 

Option 2* 0.0002% 0.2349% 0.0062% 0.2412% 0.2350% 

Option 3a 0.0001% 0.0013% 0.0001% 0.0014% 0.0013% 

Option 3b 0.0005% 0.0073% 0.0007% 0.0085% 0.0078% 

Note: Figures are expressed as a % of output of the main sub-sectors affected by action 

for industrial trans fats.
139

  *Costs of option 2 include costs for all pre-packaged food 

producers. 

While the cost estimates are based on broad averages and assumptions, it is likely that the 

costs for the majority of food businesses will be minor, but that a small proportion of 

businesses will face greater challenges and costs.  Examples of businesses that may face 

greater challenges and costs are those suppliers of oils, fats and margarines that have not 

yet reformulated their products, as well as a number of smaller bakeries across the EU 

that are currently users of partly hydrogenated oils.   

6.2.2. Impacts on consumers 

The main impacts on consumers (besides health-related impacts discussed in section 6.1.) 

are expected to be: 

¶ Possible increases in the price of food products; and 

¶ Possible changes in the attributes of food products, including their taste and 

texture. 

Consumer prices 

Increases in costs to food businesses could (partly) be absorbed within the food chain, 

(resulting in lower business profits), but would be expected to be reflected, at least partly, 

in increases in the price of food products to the consumer.  

The expected impact of each option on consumer prices is summarised in Table 6, details 

about the underlying assumptions to establish the expected impact on consumer prices 

are provided in Annex 19. Only qualitative data are available as it was not possible to 

quantify the increase of consumer prices.  

Potential price increases on items consumed primarily by low-income citizens could lead 

to less available budget for food purchase (fruit and vegetables) and therefore have the 

unintended impact of leading to less healthy diets. However, the price increases for most 
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  Based on Eurostat data on production value in annual detailed enterprise statistics for industry (NACE 

Rev. 2, B-E) [sbs_na_ind_r2] 
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food items is assumed to be moderate. Furthermore, most substantial price increases are 

expected to occur in foods with cocoa, vegetable fat coatings. Those foods are generally 

recommended to be consumed in smaller quantities and price increases could also lead to 

smaller consumption quantities or to less frequent consumption. The total net impact on 

health is uncertain. 

Table 6 Expected impact of each option on consumer prices 

Policy 

option 

Expected 

impact 
Comments 

Option 1a Very small 

increase 

Low cost option, unlikely to impact on food prices 

Option 1b Very small 

increase 

Overall costs expected to be very low relative to value of output. 

Prices of some products may increase slightly, particularly those 

for which reformulation and cost of ingredients present 

challenges 

Option 2* Small 

increase 

Estimates suggest this will be the highest cost option.  Will 

impact on a wider range of packaged food businesses, potentially 

having a small effect on price.  However, food service prices will 

not be affected as they may potentially be under other options.  

Option 3a Very small 

increase 

As for option 1a 

Option 3b Very small 

increase 

As for option 1b 

 

Product attributes 

One of the challenges in reducing industrial trans fats is the difficulty of finding 

alternative ingredients and formulations that allow products to offer a similar experience 

to consumers in terms of their taste, texture, appearance and shelf-life.  If these 

challenges cannot be adequately addressed, there is a danger that the satisfaction that 

consumers derive from affected food products will be adversely affected. Also, consumer 

choice could be affected when products would be taken from the market as reformulation 

is not possible. 

Overall, evidence presented in the ICF study suggests that these issues do present 

challenges for some sectors of the food industry, but that these challenges are not 

insurmountable, also considering that products were produced before the wide 

introduction of trans fats in the middle of the 20th century. Some evidence collected by 

the external contractor ICF is provided in Annex 20. Options 1b and 3b ï by mandating 

changes in product content ï can be expected to have greatest potential impacts (Table 

7). In a view of evidence where reformulation may prove difficult and result in the 

possible disappearance of some food items and/or a loss of product variety, tit would be 

premature to conclude that product choice available for the consumer may be lost. As an 

example, the introduction of an industrial trans fats legislative limit in Denmark resulted 

in a reduction of industrial trans fats shortly after (in one year) its introduction without 

any obvious side effects for the population. Also in Austria and Hungary, no reduction of 
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product choice available for the consumer was observed. There remain some 

uncertainties as the proposed measures would cover the entire EU.  

Table 7 Expected impact of each option on product attributes 

Policy 

option 

Expected 

impact 
Comments 

Option 1a Negligible Action will be voluntary ï products facing technical 

challenges can be excluded 

Option 1b Small, 

negative 

Some challenges in reformulating certain products to maintain 

same attributes.  Changes will be mandatory, suggesting that 

some enforced changes may be required. However, no 

evidence of significant negative impacts from those countries 

that have taken action to date. Derogations to a 2% limit for 

products with low fat content may further contribute to 

limiting negative impact on product attributes 

Option 2* Negligible As for option 1a 

Option 3a Negligible As for option 1a  

Option 3b Small, 

negative 

Some challenges in reformulating certain products to maintain 

same attributes.  Changes will be mandatory, suggesting that 

some enforced changes may be required. 

 

6.2.3. Internal Market impacts  

Differences in product standards between Member States can distort the free movement 

of goods within the EU.  National rules may impose higher costs on national operators, 

affecting competition in the market as a whole.  They may also restrict access to 

domestic markets for producers in countries which do not adhere to the same standards.  

In the absence of legal action at EU level, future national actions are likely, leading to 

further differences in standards across the EU. Further evidence with regard to Internal 

Market impacts is provided in Annex 21. 

Significant differences between the options can be expected, with Options 1b and 3b 

having a significant harmonising effect.  The voluntary options 1a and 3a would seek to 

raise standards across the EU, without affecting the legal framework.  There is a risk that 

varying rates of progress and uptake of voluntary agreements could have a complicating 

effect and lead to further differences between countries and sub-sectors.  Option 2, 

relating to labelling, would have no effect in harmonising product standards, but would 

aim to encourage consumers to make more informed choices.  Options 3a and 3b, by 

focusing on eliminating partly hydrogenated oils rather than placing limits on industrial 

trans fats, would introduce differences compared to existing legislation in the mentioned 

seven Member States. This would potentially create confusion in the market and 

requiring some further action to harmonise standards at national level. Annex 21 

provides a summary table and qualitative assessment of expected impact of each option 

on the Internal Market. 
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6.2.4. Competitiveness and trade impacts 

A number of  non-EU countries have introduced legal limits on industrial trans fats in 

food or banned the use of partly hydrogenated oils in food products (Canada, US).  The 

majority of countries globally have yet to introduce legislation on industrial trans fats. 

EU policy on industrial trans fats has the potential to impact on international trade in 

food products: 

¶ Elimination of industrial trans fats from the EU food chain will help to 

position EU producers to sell to markets such as Canada and the US, as far as 

they are accessible,  which have taken action to limit partly hydrogenated oils/ 

industrial trans fats; 

¶ Limiting industrial trans fats use, by increasing costs for food businesses, 

could potentially hamper competitiveness in price sensitive export markets; 

¶ Legal limits on industrial trans fats /partly hydrogenated oils applied to 

products sold in the EU would apply to foreign imports as well as domestic 

production, potentially reducing imports from countries that have not acted to 

reduce industrial trans fats; 

¶ Voluntary measures could potentially increase costs for EU producers, while 

exposing them to competition from low cost, high foreign trans fats imports; 

¶ Labelling measures would apply equally to imports and domestic products 

sold in the EU. 

The net effect of these potential impacts is difficult to predict, and will vary between the 

different options. 

Little evidence was found from the literature review of the ICF study to suggest that 

impacts on trade and competitiveness are likely to be significant, and in general the 

stakeholders interviewed by ICF did not express this as a concern. This is likely to be 

because: 

¶ Extra-EU trade represents only a small proportion of the market for most of 

the industrial trans fats relevant food industry subsectors; 

¶ Most companies active in international markets have already taken action to 

eliminate industrial trans fats from their products; and 

¶ Any additional costs involved in eliminating industrial trans fats are a small 

proportion of industry output (as estimated above), such that the presence or 

absence of limits is unlikely to be a major factor influencing competitiveness.     

Where consultees in the ICF study commented on trade issues, a general view was that 

action to eliminate industrial trans fats from food is taking place internationally, and that 

taking action on industrial trans fats will tend to enhance rather than reduce 

competitiveness.  Pressure to reduce trans fats levels in foods and related legal measures 

is expected to increase worldwide in view of the plan to eliminate industrial trans fats 
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from global food supply published by WHO on 14 May 2018.
140

 Overall, the expected 

impact of all the options is small, further details are provided in Annex 22. 

6.2.5. Impacts on SMEs 

The EUôs food and drink industry is a highly diversified sector with many companies of 

different sizes. It includes more than 280,000 SMEs which generate almost 50% of the 

sectorôs turnover and value added and provide two thirds its employments.
141

  SMEs are 

particularly prevalent in particular subsectors ï such as bakeries and food service ï which 

face greater challenges in reducing industrial trans fats. 

Little specific evidence was found in the ICF study through the literature review or 

stakeholder interviews or the OPC
142

 regarding the particular impact on SMEs resulting 

from action to address the industrial trans fats issue.  However, interviewees expressed a 

general view that SMEs may be impacted by the different policy options on the grounds 

that: 

¶ SMEs are in general less likely than their larger counterparts to have taken action 

to eliminate industrial trans fats from their products; and 

¶ SMEs generally have less staff time and fewer resources to devote to product 

development, and therefore may face greater challenges to reformulate their 

products 

On the other hand, evidence collected by ICF also suggests that many SMEs will benefit 

from action by their suppliers to reformulate ingredients and this will provide simple 

routes to compliance with limits on industrial trans fats.  For example, many small 

bakeries will simply use alternative fats and oils developed by larger firms that supply 

ingredients to the baked goods sector. Substitute frying oils have been developed for use 

by food service businesses.
143

 Micro-businesses, which are prevalent in the food service 

sector, are likely to make use of these supply chain solutions and may, as a result, incur 

smaller costs than businesses from the food manufacturing sector. It should be noted, 

however, that the size of business is not necessarily correlated to the nature and size of 

the costs borne. Also, evidence from Canada was found by ICF that SMEs were able to 

follow reformulation activities of large multi-national companies.  There was a tendency 

for SMEs to copy these reformulated products rather than investing in own research and 

development. As a result, the measures were not as costly to SMEs as may be assumed.  

With regard to a considerable part of the SME food business operators in the EU, the 

hospitality industry, empirical evidence collected by ICF points to the fact that a legal 

limit on industrial trans fats has a rather limited impact or non-existent impact. The: 

industrial trans fats contained in meals prepared by hospitality businesses are only the 

result of the content of such trans fats in supplies bought from the processing industry. If 
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  Eliminating trans fats is now listed as a target in WHOôs strategic plan, which directs the global bodyôs 

work over the next five years. http://www.who.int/news-room/detail/14-05-2018-who-plan-to-

eliminate-industrially-produced-trans-fatty-acids-from-global-food-supply 
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  FoodDrinkEurope (2016) Data and Trends ï European Food and Drink Industry 2016.  
142

  Details of the results of the OPC are provided in Annex 2 
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  This is supported by the views from respondents to the validation consultation, who mentioned the  

experience from food service SMEs in Austria and Denmark. 

http://www.who.int/news-room/detail/14-05-2018-who-plan-to-eliminate-industrially-produced-trans-fatty-acids-from-global-food-supply
http://www.who.int/news-room/detail/14-05-2018-who-plan-to-eliminate-industrially-produced-trans-fatty-acids-from-global-food-supply
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the supplies are already below the limits, food prepared by hospitality businesses will 

always be below the limits. 

Some further evidence on the potential impacts on SMEs is provided in Annex 23. 

Overall, the evidence collected in the ICF study suggests that: 

¶ SMEs will bear a significant proportion of the costs identified above, 

particularly because of their prevalence in the affected sub-sectors, and the 

tendency for SMEs to have been less active to date in reformulating their 

products; 

¶ Many SMEs will be able to eliminate industrial trans fats by accepting 

alternative ingredients developed by their suppliers, and will therefore not 

face significant costs; 

¶ Those SMEs forced to reformulate their products will face additional costs 

and may experience greater challenges than larger companies because of their 

limited resources for R&D.  For many small businesses, reformulation may be 

relatively simple, and require a few hoursô work to test an alternative recipe.  

The greater impacts will be on those SMEs facing more complex and costlier 

reformulation. 

¶ The impact of the measures is likely to be greater for SMEs operating in the 

food manufacturing sector rather than SMEs operating in the food service 

sector. 

The alternative options will have different impacts on SMEs: 

¶ The legal options (Options 1b and 3b) will require all SMEs currently with 

non-compliant products to take action, potentially imposing significant costs 

on some; 

¶ The mandatory labelling Option (Option 2) will place similar obligations on 

SMEs and larger companies.  SMEs should be familiar with labelling 

obligations so should not face particular technical barriers.  However, some 

SMEs may face greater difficulties in absorbing the additional costs involved; 

¶ SMEs which face challenges in reducing industrial trans fats may choose to 

opt out of a voluntary agreement (Options 1a and 3a).  These options are 

therefore likely to have least impact on SMEs; 

Table 8 provides a summary table and qualitative assessment of expected impact of each 

option on SMEs. A specific SME test is provided in section 7.8, informing about the 

average cost per SME for the different options. Transition periods will help to mitigate 

the above mentioned costs. Empirical evidence from a Hungarian SME active in the 

chocolate confectionary sector   demonstrates that adaptation to legal limits (Option 1b) 

is possible, however, sufficient transition periods, in the specific case between 1.5 to 2 

years, are crucial as longer transition periods mitigate cost burden of the necessary 

adaptations.
144

 
145

 Furthermore, larger food business operators that have removed trans 
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  https://eu-brusszel.mfa.gov.hu/eng/news/tfa-reduction-a-low-hanging-fruit-to-reap-for-securing-better-

health 

https://eu-brusszel.mfa.gov.hu/eng/news/tfa-reduction-a-low-hanging-fruit-to-reap-for-securing-better-health
https://eu-brusszel.mfa.gov.hu/eng/news/tfa-reduction-a-low-hanging-fruit-to-reap-for-securing-better-health
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fats from their portfolio, as well as food business associations have committed to guide 

companies, particularly SMEs, that have not taken action through the process of 

removing trans fats from all foods in order to meet a legal limit
21 22

. 

Table 8 Expected impact of each option on SMEs 

Policy 

option 
Expected impact Comments 

Option 1a Small SMEs facing significant costs may opt out of the 

voluntary agreement 

Option 1b Potentially significant, 

negative 

All SMEs producing foods above legal limit will be 

forced to take action 

SMEs may face relatively greater costs and 

challenges compared to larger firms 

Many SMEs will adopt solutions developed by 

suppliers, limiting costs  

Option 2* Potentially significant, 

negative 

SMEs will face similar costs to larger companies 

Costs of this option are relatively large 

Some SMEs may face difficulties in absorbing 

increased costs 

Option 3a Small SMEs facing significant costs are likely to opt out of 

the voluntary agreement 

Option 3b Potentially significant, 

negative 

All SMEs producing foods containing partly 

hydrogenated oils will be forced to take action 

SMEs may face relatively greater costs and 

challenges compared to larger firms 

Many SMEs will adopt solutions developed by 

suppliers, limiting costs  

 

6.3. Environmental impacts 

Measures to reduce the use of industrial trans fats have potential impacts on the 

environment, by altering the use of ingredients and production processes.  The primary 

concern raised in studies to date, and mentioned by interviewees of the ICF study, relates 

to the substitution of palm oil, a trans fats free, semi-solid fat, for partly hydrogenated 

oils, and the potential of increased palm oil production to cause deforestation.  

The extent of such impacts depends on: 

¶ The degree to which palm oil ï as opposed to other possible ingredients ï is used 

as a substitute for partly hydrogenated oils, and hence the extent to which limits 

on industrial trans fats production result in increased demand for palm oil;   
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  https://eu-brusszel.mfa.gov.hu/assets/41/85/91/b3477161e14b1ae5d25a7f3d6f2a9d93b7833546.pdf 

https://eu-brusszel.mfa.gov.hu/assets/41/85/91/b3477161e14b1ae5d25a7f3d6f2a9d93b7833546.pdf
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¶ The degree to which any increase in palm oil demand results in environmental 

damage, which depends on the sustainability or otherwise of the production 

systems; 

¶ The relative environmental impacts of palm oil compared to the oils that are 

partly hydrogenated (typically soy) and alternatives. 

Some qualitative evidence in relation to substitutes for partly hydrogenated oils and their 

environmental impacts collected by the external contractor is provided in Annex 24. 

Possible impacts of alternative options 

Overall, the situation is complex and the resulting environmental impacts are difficult to 

predict. It is clear that: 

¶ Palm oil is an attractive substitute for partly hydrogenated oils, particularly in 

the baked goods sector, on account of its physical properties and cost-

effectiveness; 

¶ It is therefore likely that limits on industrial trans fats will lead to increases in 

use of palm oil in products currently using partly hydrogenated oils. Overall 

consumption of palm oil in the EU will not necessarily increase, as it is 

forecasted to decline in the food sector as a whole, although global demand is 

growing; 

¶ Increased use of palm oil is of concern since it has contributed to 

deforestation, with adverse impacts on biodiversity and climate; 

¶ The EU is a leading player in the development of markets for sustainable palm 

oil. There is currently an excess supply of sustainably certified palm oil and 

any increase at EU level resulting from limits on partly hydrogenated oils 

could be met from sustainable sources, if consumers were willing to pay a 

price premium; 

¶ As a result, action on industrial trans fats need not necessarily have an adverse 

environmental impact. However, there are no guarantees that any palm oil 

used to replace partly hydrogenated oils would be sustainably sourced; 

adverse impacts on biodiversity and climate are therefore a risk; 

¶ However, the use of other vegetable oils such as soy also contributes to 

deforestation, and it is likely that current use of partly hydrogenated oils in 

food in the EU already impacts adversely on biodiversity and climate. The net 

effect of any change towards palm oil is difficult to assess. One advantage of 

palm oil is that it produces a high yield of oil per hectare compared to 

alternatives; 

¶ Any potential negative impacts on the environment can be mitigated by 

further action by the EU food industry to ensure that palm and other oils are 

sustainably sourced. 
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It is therefore unclear whether or not any net impact on the environment as a result of 

action to reduce industrial trans fats will be positive or negative. However, it is clear that 

the magnitude of any environmental impact will be greater for those options leading to 

greater change in industrial trans fats. On this basis, options 1b and 3b can be expected to 

lead to greater environmental changes than Options 1a, 2 and 3a. Annex 24 provides a 

summary table and qualitative assessment
146

 of expected impact of each option on the 

environment. 

6.4. Impacts of combined options 

Any additional benefit of adding labelling requirements to a legal limit on industrial trans 

fats or a ban on partly hydrogenated oils is expected to be limited as population industrial 

trans fats intake will already be reduced to very low levels under Options 1b and 3b.  

Combining a voluntary agreement with labelling may be expected to have a higher 

impact in reducing the population industrial trans fats intake and will lead to greater cost 

savings and disability-adjusted life years reduction than adopting only one of the two 

options. However, according to estimates by ICF, details are provided in Annex 25, these 

benefits are significantly less than those delivered by Options 1b and 3b. 

Because all of the combinations of options include Option 2, which has high costs of 

relabelling, product testing and awareness raising, each combination of options also has 

high costs. Therefore, even though combining voluntary agreements with mandatory 

labelling is estimated to lead to additional benefits (while remaining at levels 

significantly below Options 1b and 3b), the costs are high compared to Options 1b and 

3b, as a result of the high relabelling and promotional costs of Option 2. Details are 

provided in Annex 25. 

 

7. HOW DO THE OPTIONS COMPARE?  

This section considers how the options compare in the expected performance against the 

stated general and specific objectives and how the options compare in effectiveness, 

efficiency, coherence and with reference to the proportionality principle. 

Of note, with regard to the validity and reliability of modelling results, a number of 

uncertainties need to be highlighted in order to avoid a false impression of scientific 

accuracy. Overall, there are limitations of the ICF modelling exercise due to the 

assumptions needed, data scarcity linked to intakes and future projections, paucity of 

evidence related to other trans fats health effects, possibilities to model more complex 

dietary changes making strong simplification necessary. The main purpose of the model 

was to support with modelling the relative comparison of the viable policy options 

against a reference of no policy; this outcome of a legal limit performing better under this 

specific framing of a public health economic evaluation in terms of health benefits and 
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  It was not possible to gather quantitative evidence for environmental impacts due to the complexity of 

the issue 
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cost-effectiveness has been shown to be robust. Nevertheless, the relative findings are 

based on past experience. There is inevitably uncertainty how the future trans fats intakes 

might develop under the alternative policy scenarios. Annex 4 provides additional 

explanations about uncertainties. 

7.1. General objective 1: Ensuring a high level of health protection for EU 

and Specific objective 1: Reduce intake of industrial trans fats in the 

entire EU for all population groups 

7.1.1. Direct health impacts 

The direct health impacts for EU citizens are positive under all options relative to all 

variants of the baseline scenario.  The benefits of prompt action are strongly amplified if, 

in the baseline scenario, industrial trans fats intake does not decline.  If, without further 

EU intervention, industrial trans fats would be phased out 10 years through industry 

actions then adopting options 1b or 3b could save around 4 million disability-adjusted 

life years that would otherwise be lost to coronary artery disease. If, however, industrial 

trans fats levels were to otherwise persist at current levels then legislating to remove 

them would conserve 66 million disability-adjusted life years. 

The legal options (option 1b, 3b) deliver larger benefits than the voluntary agreements 

(option 1a, 3a) and labelling option (option 2).  There is also a much higher degree of 

confidence that the legislation will deliver positive results ï there is significant 

uncertainty about whether food business operators that are still placing products high in 

industrial trans fats on the market will participate in voluntary agreements, and how far 

consumers will respond to a modification of the nutrient declaration that adds reference 

to productsô trans fats content. In that context, the figures for options 1a, 3a and 2 in the 

Table 56 and Figure 13 in Annex 26, 1. may be regarded as upper estimates of potential 

impact.
147

 

Health benefits are expected to follow close behind the action taken by food business 

operators to reduce industrial trans fats. Experience from countries that have acted 

suggests that signalling that action is going to be taken can result in benefits starting 

before the legislation comes into force as some producers  take proactive action in 

advance of the deadline. 

The health impacts of derogations providing for authorised use of industrial trans fats for 

technical applications in low fat products under option 1b or partly hydrogenated oils 

under option 3b are uncertain.  

7.1.2. Direct and indirect economic impacts of changes in health status 

All options deliver savings in direct and indirect economic costs of industrial trans fats-

related disease. These comprise changes in: 
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¶ Healthcare expenditure: This is a benefit that accrues principally to healthcare 

service providers and hence governments (where healthcare is publicly 

funded) or health insurers. Some of the benefits would accrue indirectly to 

citizens, whether as taxpayers or purchasers of health insurance.  

¶ The wider economic impact of the changes to health status and coronary 

artery disease incidence triggered by EU industrial trans fats policies, focusing 

specifically on changes in productivity and in changes in demand for informal 

care.   Productivity changes will accrue initially to employers and then to the 

economy as a whole.  Changes in demand for informal care will impact 

directly on carers and may have a wider impact on economic output (e.g. 

where someone is able to continue in work because the incapacity of a family 

member due to coronary artery disease is avoided).  

The analysis, using the model of the JRC, has calculated the present value of benefits 

over an 85 year horizon.
148

  In baseline variants B1 and B2 industrial trans fats would be 

phased out after 10 and 15 years respectively so industrial trans fats would not be causing 

new and additional health impacts after those dates. In variant B3 industrial trans fats 

intake continues to cause negative health impacts in the baseline scenario in perpetuity so 

the options that reduce intake avoid a long stream of health impacts.  The monetary 

benefits under B3 are therefore substantially larger than under the other two variants 

(Annex 26, Table 57).
149

  

The analysis shows that the uncertainty in the baseline is not grounds for inaction ï the 

slower the phase-out of industrial trans fats in the baseline, the greater the health impacts 

of effective EU action increase. The model is constructed to work at EU level, with 

reference to the EU population and EU-level cost factors taken from third party sources.   

The legal options (1b, 3b) deliver larger benefits (cost savings) than either the voluntary 

agreements (1a, 3a) or the labelling option (2).  The assumptions in the model (whereby 

the residual industrial trans fats intake under a partly hydrogenated oils ban is the same 

as the intake under a 2% limit) mean that 1b and 3b are equivalent in the healthcare 

savings delivered and deliver much larger savings than the alternatives. If option 1b was 

applied to ingredients as well as final products it would have the effect of implementing a 

partly hydrogenated oils ban of the kind specified in option 3b. It seems likely that this 

would deliver additional health benefits, but the information required to estimate those 

effects are not available. 

As with the human health benefits, there is a much higher level of confidence that the 

legal options will deliver the scale of benefits indicated ï there are significant 

uncertainties attached to the estimate of benefits of the voluntary agreements and 

labelling, and the values indicated are likely to be upper limits.  This assumes compliance 
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by food business operators with the legislation, which should be complemented by 

effective communication, by monitoring and enforcement by regulators. 

Combined options are also considered: 

¶ Combining mandatory labelling with legislation is not expected to yield 

significant additional health benefits over and above those delivered by Option 1b 

or 3b. There are theoretical direct and induced effects arising from consumers 

having a preference for industrial trans fats content closer to zero than the 2% 

legislated threshold, however the labelling option may also lead to adverse effects 

and heightened social inequalities. 

¶ Combining mandatory labelling with a voluntary agreement is expected to yield 

additional benefits in terms of further avoided health-related costs, through 

synergistic effects, estimated at EUR 19,248 million for the combined option as 

compared to EUR 11,078 million for Option 1a and 3a and EUR 15,353 million 

for Option 2. 

The performance of options against the specific objective 1 mirrors that for General 

Objective 1 described above, as well as for General Objective 3 on health inequalities.  

The performance of each option is summarised in Table 58 presented in Annex 26. 

7.2. General objective 2: Contribute to the effective functioning of the 

Internal Market for foods that could contain industrial trans fats and 

Specific objective 2: Ensure that the same rules/conditions apply in the 

EU to the manufacturing and placing on the market of foods that could 

contain industrial trans fats, so as to ensure legal certainty of EU food 

business operators within and outside the EU 

The legal options (Options 1b and 3b) impose a uniform approach across all entities that 

place food on the market across the EU.  

Option 2 would provide a consistent level of visibility for consumers of industrial trans 

fats content in products but not provide consistent protection against the health impacts 

of high industrial trans fats products for those not aware of the risks. As it does not set 

limits for industrial trans fats content, it would also not fully address legislatively-driven 

cost differentials between producers in national markets where limits on trans fats 

content apply and producers from other countries.  

With full participation and if fully effective the voluntary agreements (option 1a, 3a) 

approximate to the effects of legislation in their consequences for the Internal Market, 

but the evidence collected by ICF suggests that participation will be at best partial. 

Options 3a and 3b, which aim to eliminate partly hydrogenated oils rather than place 

limits on industrial trans fats, would introduce differences compared to existing 

legislation in the seven Member States, potentially creating some confusion in the market 

and requiring some further action to harmonise standards at national level. 
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There are also potential indirect effects of non-legislative action in so far as, in the 

absence of EU legislation, there are some indications that certain Member States may 

adopt national legislation that varies in specification from those already in place and adds 

to the emerging legal complexity in this aspect of the market. Table 9 summarises the 

optionsô performance against this general objective. 

Table 9 Appraisal of optionsô performance under general objective 3: Contribute to the 

effective functioning of the Internal Market for foods that could contain industrial trans 

fats 

Policy option 
Expected 

impact 
Comment 

Option 1a (+)/(-) Small impact, unclear whether positive or negative. 

Existing differences in legal standards will remain. 

Voluntary standards will be extended towards the legal 

limits existing in seven countries.  However, variable 

uptake could lead to varying rates of progress and 

compliance in different Member States. 

Option 1b ++ Significant, positive impact. Harmonisation of 

standards ought to remove industrial trans fats 

regulation as a factor contributing to differential 

operating conditions for firms in the Internal Market 

and avoid the legal complexity arising from 

differences in Member State law on this issue. 

Option 2* 0 No change. No effect on product compositional 

standards, though the uniform requirement for 

transparency on industrial trans fats content provides 

information to facilitate informed consumer choice. 

Consumers not protected from high industrial trans 

fats products. Firms producing in countries that have 

imposed industrial trans fats limits may continue to 

face additional ingredient costs as compared to 

equivalent producers in other Member States. 

Option 3a (+)/(-) Small impact, unclear whether positive or negative. 

Existing differences in legal standards will remain. 

Voluntary standards will aim to extend efforts to 

reduce industrial trans fats across the EU.  However, 

variable uptake could lead to varying rates of progress 

and compliance in different Member States.  In 

addition, focusing voluntary action on eliminating 

partly hydrogenated oils, when legislation in five 

countries places limits on industrial trans fats, could 

cause confusion.  

Option 3b +(+) Significant, positive of impact via harmonisation of 

standards.  EU legislation would differ from that in 

five Member States (given focus on partly 

hydrogenated oils ban rather than industrial trans fats 

limit), potentially creating some confusion and 
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Policy option 
Expected 

impact 
Comment 

requiring harmonisation of existing national rules. 

Option 1a/3a + 2 

 

(+)/(-) 

Combining labelling with voluntary agreements is not 

expected to deliver Internal Market effects different to 

voluntary agreements. 

Option 1b/3b + 2 
++ No additional impact over and above the legal options 

is anticipated by adding a labelling requirement. 

Note: scale of - - to + + indicates a range of strongly negative (- -) to strongly positive 

(+ +) impacts, with ó0ô being neutral. 

The results for the specific objective 2 mirror those for General Objective 3 described in 

the table above.  The options vary in the number of food business operators directly 

affected. These differences are determined by the sectors engaged (e.g. non-packaged 

goods are excluded from Option 2) and the level of participation expected.  An important 

qualifying comment is that most of those subject to legislation will not need to act to 

reformulate products because their products do either not or not anymore contain 

industrial trans fats.  There is uncertainty about the number of firms that will engage in 

the voluntary agreements.  

Option 1b provides full and immediate legal certainty. Option 3b provides general legal 

certainty but creates challenges for those Member States that have already legislated and 

adopted the 2% limit model rather than a partly hydrogenated oils ban. These countries 

would need to adjust their domestic legislation to fit the EU model. 

The other options provide less certainty in that there is the potential for unilateral 

Member State legislative action in countries that want to go further than Options 2 or 

1a/3a provide for.
150

 

7.3. General objective 3: Contribution to reducing health inequalities, one of 

the objectives of Europe 2020 

The legal options (1b, 3b) could potentially remove all present industrial trans fats-

related health inequalities, which is not the case for the alternative options.  All food 

consumers would benefit irrespective of social-economic, demographic status or 

consumption patterns. The impact of the alternatives is constrained by the limits to 

engagement by food business operators that have not already acted, and limits to 

responsiveness of consumers to trans fats-related additions to the back-of-pack nutrient 

declaration.  

The performance of each option is summarised in Table  39 in Annex 15. 

7.4. Effectiveness 

Effectiveness is measured by the extent to which options are expected to achieve the 

target objectives, the three general objectives. 
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The main findings relevant for assessing the effectiveness of each option in achieving 

these objectives are specified in Table 9. 

In relation to the health impact, the used model considers only coronary artery disease. 

Other potential benefits of lowering trans fats intake, which have been referred to in the 

literature such as impacts on insulin sensitivity, obesity, diabetes, cancer, or early growth 

and development, are excluded because of inconsistent evidence
151

 and lack of data. As 

such the impact assessment can be considered to be conservative with respect to 

achievable health benefits resulting from (fast) industrial trans fats removal from the food 

supply. 

Table 10 Effectiveness of all options and combinations of options under variant 2 of the 

baseline scenario 

 Option 

1a 

Option

1b 

Option2 Option3

a 

Option3

b 

Options

1a/3a + 

2 

Options

1b/3b + 

2 

disability-adjusted 

life years saved 

0.7m 6m 1m 0.7m 6m 1.3m 6m 

Health inequalities 

reduction 

(+) ++ (+) (+) ++ + ++ 

Internal Market (+)/(-) ++ 0 (+)/(-) +(+) (+)/(-) ++ 

Note: scale of - - to + + indicates a range of strongly negative (- -) to strongly positive 

(+ +) impacts, with ó0ô being neutral. 

Options 1b and 3b would be the most effective, in that they would achieve the greatest 

improvement in terms of health protection, reduction of health inequalities and 

contribution to the functioning of the Internal Market.  

Option 2 would also prove effective in improving the level of health protection for EU 

consumers; however the assessment does not suggest that it would be effective in 

addressing health inequalities nor the current imbalances and fragmentation of the 

Internal Market in this area.  

Options 1a and 3a would be less effective than other options in achieving a high level of 

health protection for EU consumers, and would contribute less than Options 1b and 3b to 

reducing health inequalities. Since voluntary agreements would be heavily dependent on 

the level of organisation of the food industry, they are unlikely to achieve any significant 

results in terms of addressing the fragmentation of the Internal Market on the matter of 

industrial trans fats. 

The combination of Options 1a and 3a with Option 2 offers potential to provide greater 

health benefits and reductions in inequalities than these options alone, but does not offer 
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added benefits with respect to the Internal Market.  Combining Option 2 with Options 1b 

and 3b does not enhance effectiveness compared to Options 1b or 3b alone.  

7.5. Efficiency (balance of costs and benefits) 

The analysis has provided quantitative estimates of the administrative and compliance 

costs for businesses and public authorities, as well as the social benefits in terms of 

reduced costs of healthcare.  Other relevant costs and benefits, including those relating to 

health inequalities, the Internal Market, consumers, international trade and the 

environment, have been assessed qualitatively. 

Because some effects have been assessed in qualitative terms only, a comprehensive 

cost-benefit analysis is not possible.  However, it is possible to compare those costs and 

benefits which have been quantified in money terms.  In doing so, it is helpful to consider 

the likely significance of those costs and benefits that have not been quantified.  

Furthermore, the degree of uncertainty surrounding the quantified estimates is important. 

The cost analysis has attempted to estimate a wide range of administrative and 

compliance costs, albeit with some uncertainty and the application of a range of 

assumptions.  There is uncertainty about the environmental impacts, which could be 

positive or negative. The costs of agreeing a shared definition of partly hydrogenated oils 

and defining a common test for detecting partly hydrogenated oils (under options 3a and 

3b) are undetermined but expected to be small relative to the overall costs (and benefits) 

of the proposed options.  

It could be argued that a greater proportion of the costs of the proposed options are likely 

to have been captured than the benefits since: 

¶ The health benefits are valued only in terms of savings in healthcare 

expenditure, and gains in productivity. Other health benefits ï particularly in 

relation to human welfare ï have not been estimated; 

¶ The estimated savings in healthcare costs relate only to the reduced incidence 

of coronary heart disease. Other adverse health effects linked to trans fats are 

excluded.  

Monetisation of these ancillary health benefits would increase the overall scale of the 

benefits. The understatement of benefits is expected to be much larger than any 

understatement of costs. 
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Table 11 summarises the monetised estimates of costs and benefits of the different 

options.  In all cases the value of estimated savings in health-related costs exceeds those 

of estimated administrative and compliance costs.  Options 1b and 3b are estimated to 

deliver the largest net benefits and Option 2 the smallest net benefits.  
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Table 11 Comparison between the monetised costs (administrative and compliance costs) 

and benefits (health-related savings) for the 5 options under variant B2 of the baseline 

scenario (NPV, EUR) 

 Option 1a Option 1b Option 2 Option 3a Option 3b 

Administrative and 

compliance costs  
50m  297m 9826m 59m 346m 

Health-related savings  11,078m 94,008m 15,353m 11,078m 94,008m 

Ratio of monetised benefits to 

costs  
222 317 1.6 189 272 

 

Based on this evidence, action to limit industrial trans fats in food sold direct to 

consumers appears to be a very efficient use of resources. Legislation to limit industrial 

trans fats offers the largest potential net gains, followed by legislation to ban partly 

hydrogenated oils. A legal limit on industrial trans fats content avoids the need to agree a 

partly hydrogenated oils definition and to establish the capacity across the EU to test oils 

for compliance.  

The finding that legislation to limit industrial trans fats or ban partly hydrogenated oils 

are the most efficient of all options is supported by ex-ante analyses in the US and 

Canada, both of which found large benefit: cost ratios for legal limits on trans fats/ partly 

hydrogenated oils, details are summarised in Annex 28. 

The same result emerges when looking at cost-effectiveness as measured by the cost of 

the average disability-adjusted life years saved, as shown in Table 12. Option 1b delivers 

disability-adjusted life years at the lowest cost under all variants of the baseline scenario. 

The cost-effectiveness of the policies by this measure improves significantly in the 

transition from variant B1 to B2 to B3 (as the costs are assumed to be fixed but the health 

benefits increase substantially in B3 as compared to B1). The legal options emerge as a 

highly cost-effective mechanism for ópurchasingô health improvements. 

Option 2 imposes significant ódeadweight costsô on the food manufacturing sector ï it 

imposes additional labelling costs on food business operators for products that contain no 

industrial trans fats and where there is therefore no direct benefit.  Firms that have 

already removed industrial trans fats from their products and firms whose products will 

never contain industrial trans fats by virtue of their composition will still need to change 

the nutrient declaration.  

Voluntary agreements also have the potential for deadweight costs if there is substantial 

participation by firms that already meet the agreementsô objectives. 

Of note, the period over which benefits and costs are assessed is in principle the same, 

but the costs of implementation are zero after 10 years irrespective of the option 

implemented. An important difference in the profile of costs and benefits is that costs are 

incurred only while the options are being implemented, while benefits extend over a 

longer time period as actions to eliminate industrial trans fats from the food chain now 

will affect the health of the population long into the future.  
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Benefits under the different baselines are expected to start to materialise well before 10 

years. Generally, benefits are assessed against baseline impacts over a 85 year period. 

While the changes in intake of industrial trans fats would take place only during the 10 

year period, these would have ongoing health impacts which are measured over a longer 

85 year period. 

Table 12 Cost-effectiveness measure of options by variant of the baseline scenario 

Policy option 
EUR per disability-adjusted life year 

saved 

  B1 B2 B3 

Option 1a >125  >71 >5  

Option 1b 74  50  5  

Option 2 >14,037  >9,826  >289  

Option 3a >148  >84  >6  

Option 3b 87  58  5  

Note: ó>ô indicates that the figures show the lowest expected cost per disability-adjusted 

life year saved given the greater uncertainty about the efficacy of labelling and voluntary 

agreements in changing intake. 

7.6. Coherence with other EU policy objectives 

There were concerns from industry that the legal obligation to label the presence of 

partially or fully hydrogenated oils in a product might interact negatively with a legal 

limit on industrial trans fats. Industry stakeholders consider that consumers who have 

been monitoring the mention of ñhydrogenated oilò on labels to avoid industrial trans fats 

may not understand the difference between ñpartialò and ñfullyò hydrogenated oil. 

Products compliant with the legal limit on industrial trans fats content but containing 

fully hydrogenated oil could be penalised, according to industry. However, studies on 

consumer awareness in the EU point to very low levels of consumer knowledge about 

industrial trans fats and the link to partly or fully or hydrogenated oils.
152

 Option 3 b 

would potentially be a measure in coherence with measures adopted in the US and 

Canada, facilitating external trade with those regions as similar product requirements are 

established, in line with EU policy objectives to facilitate external trade,. 

7.7. Proportionality  

Based on the appraisal summarised above the legal options appear to be the most 

proportionate solution to the problem of the health consequences of industrial trans fats 

consumption and the Internal Market effects of uncoordinated approaches to tackling 

them.  The legal options are broad in scope as they in principle concern all food business 

operators. However, more significant costs are imposed only on those food business 

operators still using ingredients with industrial trans fats levels above the legal limit and 
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that need to use alternative ingredients to comply.  This is in contrast to the labelling 

option which in many cases will impose costs without generating a corresponding 

benefit.  The scale of the direct health benefits on offer, and the associated reductions in 

burdens on healthcare services and expenditure are substantial. 

7.8. Specific tests: SME test 

Based on the screening appraisal, the Competition Test and the Fundamental Rights tests 

specified by the Better Regulation toolbox do not apply. Specific consideration is needed 

of the impacts on SMEs, which form a large share of the population of food business 

operators affected. The ICF study collected evidence to document the perspective from 

SMEs. This has included direct interviews with a small number of SME representatives 

(see Table 20 in Annex 4). Due to the challenges of reaching out to SMEs directly, the 

study team has aimed to clarify the SME perspective by engaging with business 

organisations that represent a large proportion of SMEs within the sector impacted by the 

policy options. The majority of members were SMEs for nine of the 16 business 

organisations who responded to the validation consultation in the ICF study.  

The assessment of the impacts on SMEs is summarised below. Eurostat data indicate that 

SMEs account for: 

¶ 99% of enterprises and 50% of value added in the food manufacturing sector; 

and 

¶ 99.9% of enterprises and 75% of value added in the food service sector. 

The number of SMEs falling within the scope of each option is estimated in Table 13.  

The number is larger for Options 1a, 1b, 3a and 3b, which cover the food service sector, 

than Option 2, which relates to pre-packaged foods only. In practice, many SMEs will 

not be affected by Options 1a and 3a as they will choose not to participate in the 

voluntary agreement. 

Table 13 Cost-effectiveness measure of options by baseline variant 

Policy option 
Number of SMEs in 

scope 

Nature of measure 

Options 1a, 3a  1,079,169  Voluntary 

Options 1b, 3b  1,079,169  Mandatory 

Option 2  258,020  Mandatory  

Combined options 1a/3a and 2  1,172,789  Mandatory & Voluntary  

Combined options 1b/3b and 2  1,172,789  Mandatory 

 

The number of SMEs in scope is largest for the combined options, as (like Option 2) they 

affect all pre-packed food businesses (whether or not their products are likely to contain 

industrial trans fats), and, like Options 1 and 3, they affect food service as well as 

manufacturing businesses. 
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The estimated costs of the options for SMEs are given in Table 14.  These costs have 

been estimated by estimating the share of the overall business cost estimates above that 

are borne by SMEs.  It is assumed that the share of administrative costs borne by SMEs 

is proportionate to the number of SMEs in the relevant sectors, and that the share of 

compliance costs is proportionate to the share of output accounted for by SMEs.   These 

costs are then divided by the overall number of SMEs to estimate the average cost per 

business.  

The estimated average cost per business (expressed in present value terms) ranges from 

ú32 for Option 1a to ú18,569 for Option 2. This includes both one-off and recurring 

costs. 

Table 14 Present value of expected costs incurred by SMEs  

Policy 

option 

Administrative 

costs (M EUR) 

Compliance 

costs (M EUR) 

Total costs (M 

EUR) 

Average cost per 

SME (Euro) 

Option 1a  3.2   31.0   34.1   32  

Option 1b  17.7   179.2   196.9   182  

Option 2  6.6   4,784.4   4,791.0   18,569  

Option 3a  3.3   36.9   40.2   37  

Option 3b  18.7   211.9   230.6  214 

Option 

1a+2 
 17.6   4,784.4   4,802.0   4,095  

Option 

1b+2 
 18.6   4,784.4   4,803.0   4,095  

Option 

3a+2 
 6.6   4,784.4   4,791.0   4,085  

Option 3b 

+ 2 
 6.6   4,784.4   4,791.0   4,085  

 

The country research looked specifically for evidence of impacts on SMEs but little was 

identified beyond reference to:  

¶ The opportunity provided by supply chain innovation for SMEs to achieve 

compliance through switching to alternative oils or fats from their ingredient 

suppliers; 

¶ The challenges some producers, including some small firms, had experienced in 

reformulation due to particular performance requirements of fats or oils in their 

production. 

The average cost per SME for option 1b of 182 Euro seems to be not too excessive, 

however, as this is an average value individual SMEs may have to bear a larger cost 

burden. In order to mitigate the cost and therefore the risk for SMEs of being forced out 

of business, sufficient transition time would need to be considered. During such period, 

SMEs have to search for alternative ingredients and test them. Empirical evidence from 

Hungary (the confectionary industry) suggests that 1.5 to 2 years transition periods 
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(rather than the 1 year given in Hungary) would have helped the sector significantly
153

. 

In the same vein, Slovenia provides for 1 year, also to help small businesses such as 

bakeries. A transition period of up to 2 years could be considered, which should enable 

SMEs to factor in reformulation costs and other costs in their planning to accommodate 

changes when it best suits their situation. 

Apart from sufficient transition time, (technical) support from associations and larger 

food business operators could help SMEs to adapt. Both a numbers of multinationals as 

well as FoodDrinkEurope have committed to provide technical support to SMEs to 

eliminate partial hydrogenated oils from foods. Finally, technical (and economic) 

solutions provided by suppliers are expected to help SMEs to comply with the new 

regulatory requirements. Examples from Canada and from the Netherlands (both 

provided in detail in Annex 17.2) show that ingredient suppliers developed formulations 

to allow bakeries, as well as other producers such as margarine companies, the food 

service sector, and virtually all food companies to provide products with no trans fats 

and, in most cases, lower saturated fat. Ingredients to the bakery sector such as bread and 

pastry mixes were developed more than 10 years ago to replace partly hydrogenated oil 

with high levels of industrial trans fats content to fully hydrogenated oil with a industrial 

trans fats content below 2 %. The initiative of suppliers responded to regulatory 

requirements (including the legislation in Denmark) and customer demands (demands 

from large customers, supermarkets and producers of bakery products). 

The evidence collected by ICF indicates that SMEs are likely to incur significant costs in 

order to comply with the measures. The views of stakeholders are that most SMEs will 

address the requirements by switching ingredients, relying on suppliers of oils and fats. 

This applies notably to food service SMEs: in some countries such as Austria or 

Denmark alternative oils have been purchased for frying that effectively enable 

compliance with the 2% limit on industrial trans fats content. However, the evidence 

collected by ICF also indicates that challenges will be greater in the food manufacturing 

industry, where SMEs are likely to encounter difficulties when reformulating their 

products. According to ICF, while business associations, mainly informed by the 

experience of very large manufacturers, may provide supporting information to SMEs, it 

is not certain that SMEs will be able to profit from the solutions developed by larger 

players in order to achieve compliance. 

 

8. PREFERRED OPTION  

The legal policy options (1b and 3b) perform better than the alternatives in relation to 

health benefits (measured in disability-adjusted life years), reduction in health 

inequalities, improvements in the functioning of the Internal Market, efficiency and 

proportionality. Details are provided in Table50 in Annex 21, Table 11 and section 7.7. 

The savings in health-related costs to society are very much greater than the incremental 

costs for all options except the labelling. The benefit: cost ratio is largest for options 1b 

and 3b. Details are provided in Table 11. Furthermore, legislation imposing a maximum 
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limit to industrial trans fats content of products sold direct to consumers (option 1b) 

performs better in terms of efficiency and coherence than a legal ban on partly 

hydrogenated oils (option 3b) in that: 

¶ Equivalent social benefits are delivered at a lower cost to the industry;  

¶ Its approach is consistent with the measures already adopted by a number of 

Member States (and actions planned in others); 

¶ Compared to option 3b, option 1b avoids the need to agree a partly hydrogenated 

oils definition and establish the capacity across the EU to test oils for compliance 

with it (both for enforcement purposes and for assurance within the supply chain).  

A combination of either of the two options 1b and 3b with mandatory labelling of trans 

fats levels on pre-packed products (option 2) would raise overall costs significantly. Such 

a combination is unlikely to deliver added social benefits. 

The expected benefits of the voluntary options (1a or 3a), while positive, are smaller and 

much less certain, generating smaller overall costs, and providing much smaller expected 

benefits than options 1a or 3a. The members of the food business organisations that are 

likely to participate in EU voluntary agreements have already reformulated their products 

to reduce industrial trans fats levels or have eliminated industrial trans fats from their 

products completely. Research collected by ICF suggests that the businesses responsible 

for much of the residual industrial trans fats in the food chain are unlikely to participate 

in an EU agreement, either directly or through representative organisations.  The 

voluntary options do not provide the assured protection that is delivered by the legal 

alternatives. 

In summary, legal policy options (1b and 3b) are the preferred options. Legal action at 

EU level to reduce industrial trans fats in food would generate positive impacts on health 

that are substantial as compared to the costs.  These measures would substantially 

remove industrial trans fats-related health inequalities, provide assured protection to 

consumers across the EU, and support the integrity of the Internal Market.  They would 

also help to ensure a consistent standard of food quality across the EU. The results are 

robust across all foreseen variants of the baseline scenario. The options that perform best 

in the appraisal are a legal limit of 2% on industrial trans fats content on food products 

sold directly to consumers and a legal ban on partly hydrogenated oils. A legal limit of 

2% on industrial trans fats content performs marginally better than a legal ban on partly 

hydrogenated oils in terms of efficiency and of coherence with existing Member State 

legislation. Therefore, selecting between 1b and 3b, option 1b is the preferred option. 

The preferred option is 1b rather than 3b, even though both achieve the same health 

benefits for the following reasons: 

Efficiency and coherence 

Option 1b) performs better in terms of efficiency and coherence with existing Member 

State laws on industrial trans fats than a legal ban on partly hydrogenated oils (option 3b) 
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in that equivalent social benefits are delivered at a lower cost to the industry; Its 

approach is consistent with the measures already adopted by a number of Member States 

(and actions planned in others); Compared to option 3b, option 1b is not linked to 

enforcement challenges: for option 3b a definition of partly hydrogenated oils and a test  

would need to be established. However, available tools, such as the IV value would pose 

the following challenges: (i) there is no health or consumer benefit rationale as a basis for 

the use of iodine value as an enforcement tool; (ii) an iodine value cannot be directly 

related to TFA content; (iii) there are technological problems to assess the iodine value 

on a composite food product, which also is not a robust indictor for the presence of 

industrial trans fats. 

Acceptance 

Particularly industry in the EU has clearly expressed preference for option 1b as 

compared to option 3b. Also consumer organisations and health NGOs have expressed 

agreement with and support for option 1b. The European Parliament and the Council 

have called for legal limits; particularly the 7 Member States that have already 

implemented legal limits are in favour of such an EU wide measure, option 3b would 

need to be introduced as a new legal measure in all Member States, option 1b only in 21 

Member States. The same would apply to food business operators where with option 3b 

they would need to adjust throughout the EU, while for option 1 b only FBOs not active 

in the 7 Member States with existing legal measures would need to adapt, FBO active in 

4 of the 7 Member States would need to slightly adapt to the harmonised legal limit of 2 

% on fat basis. Choosing option 3b is expected to meet some opposition, particularly 

from industry side, but potentially also from the MS that already have a legal limit in 

place. 

In relation to option 1b following the model applied in Member States already, 

derogations for low fat products could be considered. However, the health impact of such 

derogations needs to be taken into account. Four of the 7 Member States with national 

legal limits apply different limits for lower fat products. In view of an EU level legal 

limit, a legal limit of 2 % on fat basis is in line with EFSA and WHO recommendation, 

seems achievable in practice and is generally accepted by both consumer organisations as 

well as health NGOs on the one hand, and industry on the other hand.  

Small and micro enterprises constitute the majority of food business operators in the EU. 

Furthermore, particularly those enterprises are assumed to be contributing to a high 

degree to still high intakes of industrial trans fats as they have not yet followed past 

reformulation trends. Further derogations for those SMEs, including for micro 

enterprises, would jeopardise the effectiveness of the measure.  

In order to address the cost burden of the legal measure for SMEs, sufficient transition 

periods could be granted to ease the burden on them and reduce the risk that due to the 

measure, small and micro enterprises would be forced out of the market. Empirical 

evidence from Hungary (for the confectionary industry ï a sector estimated to face major 

technical challenges) suggests that 1.5 to 2 years transition periods (rather than the 1 year 

given in Hungary) would have helped the sector significantly
154

. In the same vein, 

                                                           
154

  https://eu-brusszel.mfa.gov.hu/assets/41/85/91/b3477161e14b1ae5d25a7f3d6f2a9d93b7833546.pdf 
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Slovenia provides for 1 year, also to help small businesses such as bakeries. A transition 

period of up to 2 years could be considered, which should enable SMEs to factor in 

reformulation costs and other costs in their planning to accommodate changes when it 

best suits their situation. 

 

9. HOW WILL ACTUAL IMPAC TS BE MONITORED AND EVALUATED ?  

Present knowledge on trans fats intakes in most EU countries is not robust because it is 

often obtained from pragmatic dietary assessment surveys that do not rely on nutrient 

composition databases with complete trans fats data. Therefore, current levels in foods in 

the EU as well as intake levels cannot be determined with a very high degree of 

confidence, uncertainties remain. Collecting comprehensive data about industrial trans 

fats levels in foods before and after the measure enters into force is estimated to be 

costly. Dietary intake is measured in Member States not very frequently and collection 

methods may have to be considerably adjusted and refined in order to capture differences 

in industrial trans fats intake, which would be also linked with considerable costs.  

Using assessment methods and instruments already in place could generate valuable 

indications and estimates about development of industrial trans fats levels in foods after 

the measure is implemented, and could be considered an alternative, more cost-efficient 

way to measure success of the initiative.  

A number of instruments are available at EU level to monitoring health impacts. 

However, to assess whether those health impacts are linked with the proposed initiative 

could only be determined in a dedicated research project. Methods are already in place to 

collect health data in the EU with regard to cardio vascular diseases in the years 

following the implementation of an EU level policy measure Such data are regularly 

collected, such as for a two-year initiative undertaken by the European Commission in 

'The State of Health in the EU initiative'. 

The evolution of levels of industrial trans fats in foods will be assessed regularly by 

Member States checking compliance. DG Health and Food Safety audits and related non-

audit activities ensures that EU legislation on food safety is properly implemented and 

enforced and could integrate the issue of trans fats levels in foods in the multi-annual 

programme. Costs of analysis would be borne by Member States, costs for the auditing 

by the Commission. 

With regard to enforcement issues, in 2016, the JRC of the Commission provided support 

in developing a reliable methodology to determine levels of industrial trans fats. The JRC 

delivered their final report 'Analytical approach for checking the compliance of fats and 

oils' that describes a way of measurement of trans fats and estimating the respective 

content of industrial trans fats by a proposed calculation method. 
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ANNEX 1: Procedural information  

1. LEAD DG, DECIDE PLANNING  

Lead DG: European Commission Directorate-General Health and Food Safety, DG 

SANTE 

The Inception Impact Assessment on an Initiative to limit industrial trans fats intakes in 

the EU
155

 was published on 11 October 2016 and the corresponding consultation 

strategy
156

 on 23 June 2017. The inception impact assessment set out the context, scope 

and aim of the exercise. 

The Inter-service Steering Group (ISG) on the initiative to limit industrial trans fats 

intakes in the EU that had been set up held its first meeting on 8 November 2016 and 

supported DG SANTE for this Impact Assessment. In addition to the Secretariat General 

and Legal Service, 6 Directorates-General were invited and designated their 

representatives to the ISG: MARE, AGRI, RTD, GROW, JRC-ISPRA, ENV and 

TRADE. The ISG was consulted on the consultation strategy, draft documents and 

questionnaires of the Study to support the Impact Assessment on the initiative to limit 

industrial trans fats intakes in the EU, the draft questionnaire of the public consultation 

and the drafts of this IA report. The ISG met six times to discuss preparatory documents 

and the draft IA report. 

Political validation by Commissioner Andriukaitis, Vice President Katainen and first 

Vice President Timmermans was received for the Agenda Planning Fiche 

(2016/SANTE/143) on 6 September 2016. 

  

                                                           
155

  http://ec.europa.eu/smart-regulation/roadmaps/docs/2016_sante_143_trans_fats_en.pdf 
156

  https://ec.europa.eu/food/sites/food/files/safety/docs/fs_labelling-nutrition_consultation-strategy.pdf 

http://ec.europa.eu/smart-regulation/roadmaps/docs/2016_sante_143_trans_fats_en.pdf
https://ec.europa.eu/food/sites/food/files/safety/docs/fs_labelling-nutrition_consultation-strategy.pdf
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2. ORGANISATION AND TIMI NG  

5 December 2015 Adoption of  report from the Commission to the European 

Parliament and the Council regarding trans fats in foods and in 

the overall diet of the Union population (COM(2015) 619 

6 September 2016 Political validation by CSSR Andriukaitis, VP Katainen & 1st 

VP Timmermans of Agenda Planning Fiche (2016/SANTE/143)  

11 October 2016 Publication of the Inception Impact Assessment (IIA) 

8 November 2016 1st meeting of the ISG on the trans fats initiative - Presented the 

IIA; Exchange of views on the Terms of Reference (ToR) for 

external study; agreement to carry out an OPC 

13 December 2016 Final version of ToR for the external study to support the IA 

sent to ISG 

21 December 2016 SANTE/2016/E1/055 - Call for tender for external study to 

support the I.A. launched [Ares(2016) 7115662] 

 Two offers were received, and the evaluation Committee 

decided to award the contract to ICF Consulting Services 

Limited 

17 February 2017 Feedback received on the IIA published on the relevant webpage 

of DG Health and Food Safety 

 (a total of 9 contributions received) 

22 March 2017 Contract signed with ICF Consulting Services 

29 March 2017 2nd meeting of the ISG on the trans fats initiative - 

Kick-off meeting with the contractor 

15 May 2017 3rd meeting of the ISG on the trans fats initiative - 

To discuss the Draft Inception Report on trans fats study from 

contractor 

17 May 2017 Draft Inception Report sent to ISG for comments 

15 June 2017 Email to ISG for comments and approval of 

1) revised Inception Report, which was prepared by the 

contractor (ICF) after taking into account the different 

comments of the ISG;  

2) draft Consultation Strategy Document for the Trans Fats 

initiative 

16 June 2017 ISG approved revised Inception Report 

21 June 2017 ISG approved the draft Consultation Strategy document for the 

trans fats initiative 

23 June 2017 Publication of the Consultation Strategy document 

11 September 2017 4th meeting of the ISG on the trans fats initiative - 

To discuss the Draft Interim Report on trans fats study from 

contractor 

12 September 2017 Email to ISG for comments on  

1) draft Interim Report; 

2) draft validation questionnaire for ICF study 

18 September 2017 Draft validation questionnaire approved by ISG 

12 October 2017 Email to ISG with draft questionnaire for the OPC 

27 October 2017 Final version of OPC questionnaire approved by ISG 

16 November  SG approval of OPC 
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17 November 2017 to 

9 February 2018 

Public consultation open for 12 weeks 

'Open public consultation on the initiative to limit industrial 

trans fats intakes in the EU' 

6 December 2017 Email to ISG with draft Final Report 

12 December 2017 5th meeting of the ISG on the trans fats initiative - 

To discuss the draft Final Report on trans fats study from 

contractor 

12 December 2017 Email to ISG for comments on draft Final Report 

12 January 2018 Email to ISG with revised Final Report for comments 

24 January 2018 ISG approves Final Report: Study to support the impact 

assessment of the initiative to limit industrial trans fats in the EU 

3 May 2018 6th meeting of the ISG on the trans fats initiative - 

To discuss the Final Report on trans fats study from contractor; 

the outcome of the OPC; inform on state of play on IA; 

agreement to discuss draft IA via exchange of emails and if ISG 

wish to discuss a meeting will be arranged  

4 May 2018 Email to ISG for comments on draft IA 

14 May 2018 ISG approves draft IA 

16 May 2018 Submission of the draft IA to Regulatory Scrutiny Board (RSB) 

13 June 2018 Regulatory Scrutiny Board meeting 

18 June 2018 Positive opinion by the Regulatory Scrutiny Board,  

 

3. CONSULTATION OF THE RSB 

The meeting of the Regulatory Scrutiny Board (RSB) took place on 13 June 2018. The 

Regulatory Scrutiny Board gave its positive opinion on 18 June 2018 together with a 

recommendation to further improve the IA report with respect to some aspects, which are 

reported below. All the Board's recommendations were taken into account by adding 

explanations in the IA report, except for the preference of the RSB to select the most 

likely scenario as baseline and to include the others in the impacts section as sensitivity 

analysis; since there is evidence underpinning each of the baseline scenarios, a decision 

on the most likely scenario could face the risk of being seen as arbitrary. By taking into 

account the RSB's recommendation to justify the use of alternative baseline scenarios and 

including clear explanations with respect to the rationale for  the alternative scenarios 

(which are included to take into account uncertainty about future developments) the 

various baseline scenarios are presented in clearer terms. 

Indications on how the RSB's comments, including the paragraphs/pages which have 

been added/modified to address the RSB comments, can be found under each element of 

the recommendations below. 

Considerations and recommendations for improvement by the Regulatory Scrutiny 

Board: 

(1) The report should further justify the use of alternative baseline scenarios.  



 

75 
 

This recommendation was taken into account by adding explanatory text and 

justification on page 28 paragraph 2 and 3 and pages 29 to 31. 

The report should elaborate on the reasons for questioning the validity of the JRC 

projections and provide additional evidence of the levelling-off of the downward trend in 

TFA intake across Europe. 

This recommendation was taken into account by adding explanatory text and 

additional evidence on pages 15/16 in the 2nd bullet point, page 17 paragraph 1, 

page 24 paragraph 3, page 27 paragraph 1 and pages 29 to 31. 

It should also further acknowledge uncertainties surrounding this trend, and stress the 

reasons for increase of TFA intake in some regions. 

This recommendation was taken into account by adding explanatory text on page 

28 paragraph 2 to 3 and pages 29 to 31. 

It could better indicate the distribution and size of population subgroups at risk of 

excessive TFA intake. 

This recommendation was taken into account by information and detailed 

background data on page 15 1st bullet point, page 44 paragraph 3 and Annex 9. 

The report could better explain that existing instruments (such as voluntary industry 

initiatives) have reached their limits. 

This recommendation was taken into account by adding explanatory text on page 

19 regarding the risk that imported products that would not be covered by 

voluntary industry initiatives in a Member State is high, particular in certain 

Member States, and pages 29 to 31. 

The introduction could also better reflect the ongoing global trend in terms of adopting 

legal measures to limit TFA intakes. 

This recommendation was taken into account by adding explanatory text on page 
12 paragraph 4 and page 18 1st bullet point. 

Building on these elements, the description of the need to act could better reflect 

potential reputational risks for the EU in case of inaction. 

This recommendation was taken into account by adding text about the potential 

reputational risks on page 18 1st bullet point. 

(2) The report should better explain the differences between the option to set an upper 

limit on TFA content and the option to ban partly hydrogenated oils. 

This recommendation was taken into account by adding a figure and explanatory 

text on page 33, page 35, page 38, page 39 paragraph 1 to 2 and page 70. 
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The impacts section should more clearly explain why the two options have identical 

expected health benefits. 

This recommendation was taken into account by adding explanatory text on page 

38 paragraphs 2and 5, page 39 paragraph 1, highlighting that both options 

would introduce a comparable cut-off point at 2% trans fats of the fat content,  

and page 43 paragraph 2. 

The report could explain why a more ambitious option in terms of health benefits was not 

envisaged. The report should also better justify the proposed threshold and explain why it 

does not consider alternative options such as a limit below 2% of total fat content as 

feasible. It should more clearly compare them in terms of scope, approach, potential 

implementation issues and impacts on health as well as for businesses. 

These recommendations were taken into account by adding explanatory text and 

justifications on pages 9/10 paragraph 3, page 35 paragraphs 2, 3 and 5, page 36 

paragraphs 1 and 2, page 39 last paragraph. 

(3) The report could refine its analysis of the impacts of the proposed measures on the 

food sector, including the costs for SMEs. 

This recommendation was taken into account by adding more evidence on the 

impact on SMEs from Canada and the hospitality sector on page 51 paragraphs 4 

to 5. 

It could better describe the market structure of the relevant food sector(s) and describe 

how the measures might impact different actors in the food value chain. A revised 

intervention logic could support such an explanation by illustrating the channels through 

which trans fats enter the food chain and the stages at which different measures propose 

to intervene. 

These recommendations were taken into account by adding information and 

adding an illustration of the channels through which trans fats may enter the food 

chain and the stages at which different measures would intervene therefore 

showing how the measures impact on different actors in the food chain on page 

33 and page 45 paragraph 4. 

The report could also expand on planned mitigation measures, e.g. in terms of transition 

periods. 

This recommendation was taken into account by expanding on mitigation 

measures on page 67 last paragraph, page 68 paragraphs 1 to 3, page 70 last 

paragraph and page 71 paragraph 1. 

(4) The report should better explain how future monitoring and evaluation would work. 
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This recommendation was taken into account by adding explanatory text on future 

monitoring and evaluation on page 71 paragraphs 2 to 4 and paragraph 6. 

 

4. EVIDENCE , SOURCES AND QUALITY  

The main source of evidence was the study performed by ICF. Robustness of the results 

of the study was ensured thanks to sensitivity analysis and comprehensive triangulation 

of data and evidence collected in the first phase of work via input on a validation 

questionnaire. Annex 4 provides a detailed explanation about the methodology used, as 

well as under Annex 4, 6. information about the strength  and limitations of the method 

and under Annex 4, 7. a discussion of information gaps and uncertainties. 
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ANNEX 2: Stakeholder consultation  

1. INTRODUCTION  

Trans fats
157

 are present in foods and increase the risk of coronary heart disease more 

than any other macronutrient. Industrial trans fats are still present at levels of concern in 

certain foods and intakes are still excessive in certain cases. This lack of homogeneity in 

the EU hampers the effective functioning of the Internal Market, negatively affects the 

protection of consumers' health and contributes to the perpetuation of health inequalities. 

In this context, the European Commission is carrying out an Impact Assessment (IA) on 

a possible EU-based initiative to limit industrial trans fats intakes in the diet of EU 

consumers. The Inception Impact Assessment (IAA) on the trans fats initiative was 

published on 11 October 2016 for stakeholders' feedback
158

. It included a preliminary 

reflection on all the key elements of the IA with a listing of the policy options 

considered
159.

 The Consultation Strategy
160

 provided a more detailed outline of the 

consultation activities planned by the Commission in the context of its trans fats 

initiative. 

2. STAKEHOLDER GROUPS CO VERED BY THE CONSULT ATION ACTIVITIES  

The Consultation Strategy listed the stakeholders expected to have an interest in the trans 

fats initiative: 

¶ EU consumers;  

¶ EU food business operators, an effort was made in the consultations to try to 

obtain specific feedback on mass caterers providing non pre-packed foods ready 

for consumption and SMEs, taking into account the sometimes more limited 

resources at their disposal; 

¶ Third-country-based food business operators exporting into the EU; 

¶ Public authorities of EU Member States;  

¶ International organisations and associations, academia and think tanks; 

¶ Public authorities of third countries which already took action on trans fats; 

¶ Individual citizens. 

                                                           
157

  Trans fats can be naturally present in food products derived from ruminant animals such as dairy 

products or meat from cattle, sheep or goat ('ruminant trans fats'). Trans fats can also be produced 

industrially ('industrial trans fats'), due to the food manufacturing process. The primary dietary source 

of industrial trans fats is partly hydrogenated oils which contain various amounts of trans fats (up to 

more than 50 % of the total fat content) 
158

  http://ec.europa.eu/smart-regulation/roadmaps/docs/2016_sante_143_trans_fats_en.pdf 
159

  Option 0 (baseline): No EU policy change; Option 1: Establishment of a limit for the industrial trans 

fats content in foods through a voluntary agreement (Option 1a) or through a legally-binding measure 

(Option 1b); Option 2: Introduction of the obligation to indicate the trans fats content of foods in the 

nutrition declaration; Option 3: Prohibition of the use of partly hydrogenated oils (PHO) in foods 

through a voluntary agreement (Option 3a) or through a legally-binding measure (Option 3b) 
160

  https://ec.europa.eu/food/sites/food/files/safety/docs/fs_labelling-nutrition_consultation-strategy.pdf 

http://ec.europa.eu/smart-regulation/roadmaps/docs/2016_sante_143_trans_fats_en.pdf
https://ec.europa.eu/food/sites/food/files/safety/docs/fs_labelling-nutrition_consultation-strategy.pdf
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3. CONSULTATION ACTIVITIES ALREADY CARRIED OUT BEFORE THE LAUNCH OF  THE 

IA  

The Commission services had already carried out different consultations on trans fats in 

preparation of the Commission's report of 3 December 2015
161

, and in relation to the 

feedback mechanism for the IIA, which constitute an important data source for the IA 

and the related consultations. Two surveys (one with experts of Member States, Iceland 

and Norway), and one with stakeholders in the context of the Advisory Group on the 

Food Chain and Animal and Plant Health, that also was consulted via a written 

consultation, collected factual information and stakeholders' views on trans fats in 

foodstuffs and diets in Europe and impacts of strategies to reduce population exposure. 

The feedback gathered through these surveys contributed to constitute the evidence-base 

for the Commission's report on trans fats and helped developing different elements of the 

IA.  

The results of the abovementioned consultations are analysed in detail in the Staff 

Working Document accompanying the Commission's report
162

. 

Nine Stakeholders provided feedback during the feedback mechanism period for the IIA. 

All of them except for one being an organisation representing national business interests, 

were EU level organisations and identified themselves as representing company/industry 

(3 replies) or NGOs (4 replies). Eight contributors expressed preferences for the 

identified policy options, the majority for legal measures, such as option legal limits on 

trans fats. Voluntary measures were preferred by 2 business interest contributors, a 

national contributor pointed to positive experiences. Mandatory labelling of trans fats, 

was only preferred by one business interest contributor. 

Furthermore, NGOs considered that options 1a and 3a as well as the labelling options 

would not address the problem. Also, NGOs emphasised the urgency of the matter, 

calling for swift implementations and short transition periods in order to save lives and 

costs. Replacement fats would need to be considered as well and their impacts on 

environment and health. 

Business interest contributors representing food categories that are sources of ruminant 

trans fats were satisfied with the focus on industrial trans fats, while the 2 contributors 

representing business interests of the vegetable oils and fats sector highlighted that 

scientific evidence was pointing to similar health effects of industrial versus ruminant 

trans fats and that measures focussing on industrial trans fats only could lead to unfair 

competition.  

                                                           
161

  COM (2015) 619 final, http://ec.europa.eu/food/sites/food/files/safety/docs/fs_labelling-nutrition_trans-

fats-report_en.pdf 
162

  Commission Staff Working Document SWD (2015) 268, Results of the Commission's consultations on 

'trans fatty acids in foodstuffs in Europe', 

http://ec.europa.eu/food/sites/food/files/safety/docs/fs_labelling-nutrition_trans-fats-oswp_en.pdf 

http://ec.europa.eu/food/sites/food/files/safety/docs/fs_labelling-nutrition_trans-fats-report_en.pdf
http://ec.europa.eu/food/sites/food/files/safety/docs/fs_labelling-nutrition_trans-fats-report_en.pdf
http://ec.europa.eu/food/sites/food/files/safety/docs/fs_labelling-nutrition_trans-fats-oswp_en.pdf
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4. OUTLINE OF THE CONSULTATION STRATEGY  FOR THE IA  ON AN INITIATIVE TO 

LIMIT INDUSTRIAL TRA NS FATS INTAKES IN T HE EU  

The objective of the consultations for the IA on an initiative to limit industrial trans fats 

intakes in the EU was three-fold: 

¶ to fill in data/information gaps with respect to the baseline scenario and the 

potential impact of the different policy options retained in the IA; 

¶ to corroborate the findings on the expected economic, social and environmental 

impacts of the different policy options; 

¶ to give an additional possibility to all stakeholders and individual citizens to 

provide their views on key elements of the IA. 

The planned consultations should also allow the Commission to identify whether 

anything has been left out in its assessment and to foster transparency and accountability 

and ensure broadest public validation for the EU initiative. 

The following consultation activities were foreseen as part of the Consultation Strategy.  

1. Targeted consultations: these were carried out by the contractor ICF which prepared 

the external study to support the IA and included: 

a. Interviews with national competent authorities in the areas of health and food 

safety and relevant food business representative organisations. The interviews 

were aimed at collecting primary data to fill in information gaps. The interviews 

were carried out in the official language of each country selected or in English. 

b. Targeted follow-up contacts with sector associations and/or individual businesses 

to gather additional data. Getting insights into impacts on SMEs was a key 

objective of these follow-ups. 

c. An online survey of a variety of stakeholder groups based on a questionnaire that 

allowed the contractor to corroborate its findings on the economic, social and 

environmental impacts of the different policy options. The online survey was 

distributed to stakeholders at EU and national level in English, responses were 

accepted in other languages. 

2.  Open Public consultation (OPC). 

 

A questionnaire translated in all EU official languages was published on the "Your Voice 

in Europe" website for 12 weeks with the possibility to reply in all EU official languages. 

The questionnaire built on the progress in the IA process and feedback received.  

The methodology used to process the data of the OPC was done via counting from excel 

tables and clustering of open text field replies in order to qualitatively assess major 

themes. 

 



 

81 
 

5. RESULTS OF THE CONSULTATION ACTIVITI ES FOR THE IA  ON AN INITIATIVE TO 

LIMIT INDUSTRIAL TRA NS FATS INTAKES IN T HE EU  

The results of the targeted consultations
163

 fed into the IA report on an initiative to limit 

industrial trans fats intakes in the EU and are in detail reported there. Generally, a 

number of replies there were in line with replies received from stakeholders during the 

OPC. Legal limits received support by a number of (also industry) stakeholders, while 

particular views relating to the labelling of ruminant trans fats or a link with requirements 

to indicate hydrogenation of oils in the ingredient lists were fully in agreement with the 

replies received in the OPC. 

Regarding the OPC
164

, 118 replies were received, 54 % from individuals
165 

and 46 % 

from stakeholders, experts or participants replying on behalf of an organisation. NGOs 

represented 20 % or all replies. 15 % of all replies were from business. Of those, 3 SMEs 

replied, as well as 11 national or EU level business associations that represent a 

membership with more than 30 % of SMEs. Therefore 12 % of all replies represented 

SMEs' views. Business was active predominantly in the following sectors: margarines 

and spreads; dairy products; oils and fats. 7 % or all replies were from public authorities. 

Two respondents identified themselves as "other", and one international organisations as 

well as a think tank/research institute participated. A campaign could not be identified in 

the replies. Not all respondents provided replies for all questions. 

With regard to geographic representation, respondents from 23 Member States and 1 

respondent from a non-EU country were registered. Over 10 respondents replied from 

Spain (22) Belgium (19), Germany (15) and the United Kingdom (11). 

The first set of questions asked whether the problem description with regard to the trans 

fats intakes and the trans fats level in foods
166

 and the conclusions of the 2015 

Commission report on trans fats, summarised again in the IIA
167

  were supported. With 

regard to the trans fats intake, among the respondents to this question, 72 % of 

consumers, 71 % of industry and 88 % of both public authorities and NGOs respondents 

agreed, 11 % of consumers and one of the public authorities replying to this question as 

                                                           
163

  The validation survey questionnaire is provided in Annex 31 of the IA report 
164

  The OPC questionnaire in provided in Annex 33 of the IA report 
165

  Individuals were asked additional questions, replies indicated that this group was well informed about 

the trans fats issue and very health oriented individuals 
166

  'There is limited availability of comparable/EU-level data, however, some evidence collected by ICF 

indicates that the intake of trans fats in the EU has decreased considerably over recent years, but that 

the situation is not homogeneous for all products consumed by all population groups in all EU Member 

States. While average daily trans fats intakes for the overall EU population are below 1% of daily 

energy intake, some population groups have, or are at risk of having higher intakes. Most of the 

analysed food products contain trans fats at amounts below 2% of the total fat content, however, there 

are still products in the European food market with high levels of industrial trans fats.' 
167

  'Trans fats are an important risk factor for the development of CHD [Coronary Heart Disease] and their 

intake should be reduced in the diet of EU consumers. Although different actions were taken in 

different Member States and intakes have decreased over the past years, industrial trans fats are still 

present at levels of concern in certain foods and intakes are still excessive in certain cases (é). The 

issue is of particular relevance in certain Member States and for particular population groups' The 

Commission concluded that this lack of homogeneity in the EU hampers the effective functioning of 

the Internal Market, negatively affects the protection of consumers' health and contributes to the 

perpetuation of health inequalities 
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well as one of the 21 NGOs replying to this question disagreed.
168

 Number of responses 

by stakeholder category is given in Table 15. All but one (individual) respondent that 

disagreed indicated that actual trans fats intakes and trans fats levels in foods were higher 

than described in the IIA.  

Table 15: Number of responses by stakeholder category in relation to trans fats intake 

levels and levels in foods as described in Inception Impact Assessment 

 consumers industry public 

authorities 

NGOs others 

Trans fats intake 

Agreement 

Disagreement 

 I don't know 

 

46 

7 

11 

 

12 

0 

5 

 

7 

1 

0 

 

21 

1 

2 

 

3 

1 

0 

Trans fats levels in 

food              
Agreement 

Disagreement 

I don't know 

 

 

49 

7 

8 

 

 

10 

1 

6 

 

 

8 

0 

0 

 

 

22 

1 

1 

 

 

4 

0 

0 
 

Asked about their level of concern, most of respondents that answered this question were 

very concerned or concerned about the impacts of industrial trans fats consumption on 

the health of the population as a whole (46 % and 27 %, respectively), on the health of 

particular social groups (61 % and 29 %, respectively) and about current differences in 

rules and standards regarding industrial trans fats content in the EU market and impacts 

on consumer protection levels (48 % and 35 %, respectively).  

Table 16 Number of respondents rating their level of concern of different issues related 

to trans fats by stakeholder category 

Option                    Rating  

not at all 

concerned 

not 

concerned 

somewhat 

concerned 

concerned very 

concerned 

The impacts of industrial 

trans fats consumption on 

the health of the population 

as a whole 

a) 1 
b) 1 
c) 0 
d) 0 
e) 0 

total: 2 

a) 3 
b) 3 
c) 0 
d) 0 
e) 0 

total: 6 

a) 9 
b) 6 
c) 4 
d) 2 
e) 2 

total: 23 

a) 19 
b) 2 
c) 3 
d) 7 
e) 0 

total: 31 

a) 32 
b) 3 
c) 1 

d) 14 
e) 2 

total: 52 

The impacts of industrial 

trans fats consumption on 

the health of particular 

social groups 

a) 0 
b) 0 
c) 0 
d) 0 
e) 0 

a) 0 
b) 2 
c) 0 
d) 0 
e) 0 

a) 6 
b) 2 
c) 0 
d) 0 
e) 1 

a) 18 
b) 7 
c) 5 
d) 3 
e) 0 

a) 40 
b) 4 
c) 3 

d) 20 
e) 3 
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  Those disagreeing stated that there was no negative effect on the Internal Market or that difference 

between Member States with regard to the trans fats issue was hardly noticeable 
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total: 0 total: 2 total: 9 total: 33 total: 70 

Current differences in rules 
and standards regarding 
industrial trans fats content 
in the EU market and 
impacts on consumer 
protection levels 

a) 0 
b) 0 
c) 0 
d) 0 
e) 0 

total: 0 

a) 2 
b) 0 
c) 0 
d) 0 
e) 1 

total: 3 

a) 9 
b) 6 
c) 1 
d) 0 
e) 1 

total: 17 

a) 22 
b) 6 
c) 4 
d) 7 
e) 1 

total: 40 

a) 31 
b) 3 
c) 3 

d) 16 
e) 2 

total: 55 

Current differences in rules 
and standards regarding 
industrial trans fats content 
in the EU market and 
impacts on the functioning 
of the Internal Market 

a) 2 
b) 0 
c) 0 
d) 0 
e) 0 

total: 2 

a) 8 
b) 1 
c) 2 
d) 4 
e) 1 

total: 16 

a) 20 
b) 4 
c) 1 
d) 1 
e) 2 

total: 28 

a) 14 
b) 3 
c) 2 

d) 12 
e) 0 

total: 31 

a) 20 
b) 7 
c) 3 
d) 6 
e) 1 

total: 37 

Current differences in rules 
and standards regarding 
industrial trans fats content 
and impacts on external 
trade 

a) 7 
b) 0 
c) 0 
d) 0 
e) 0 

total: 7 

a) 15 
b) 3 
c) 3 
d) 4 
e) 1 

total: 26 

a) 20 
b) 5 
c) 1 
d) 4 
e) 2 

total: 32 

a) 7 
b) 4 
c) 3 

d) 10 
e) 0 

total: 24 

a) 15 
b) 3 
c) 1 
d) 5 
e) 1 

total: 25 

Legal uncertainty on future 
developments on industrial 
trans fats and impacts on 
the functioning of the 
Internal Market 

a) 4 
b) 0 
c) 0 
d) 0 
e) 0 

total: 4 

a) 9 
b) 2 
c) 1 
d) 0 
e) 1 

total: 13 

a) 14 
b) 3 
c) 2 
d) 7 
e) 2 

total: 28 

a) 19 
b) 3 
c) 1 

d) 12 
e) 0 

total: 35 

a) 18 
b) 7 
c) 4 
d) 4 
e) 1 

total: 34 

The effects of industrial 
trans fats use on the image 
and reputation of the food 
industry 

a) 6 
b) 0 
c) 0 
d) 1 
e) 1 

total: 8 

a) 13 
b) 3 
c) 2 
d) 6 
e) 1 

total: 25 

a) 18 
b) 3 
c) 2 

d) 11 
e) 1 

total: 35 

a) 12 
b) 0 
c) 3 
d) 1 
e) 0 

total: 16 

a) 15 
b) 9 
c) 1 
d) 4 
e) 1 

total: 30 

 

a) consumers  b) industry  c) Member States  d) NGOs e) others 

 

Most respondents were very concerned or concerned about current differences in rules 

and standards regarding industrial trans fats content in the EU market and impacts on the 

functioning of the Internal Market (33 % and 27 %, respectively) and about legal 

uncertainty on future developments on industrial trans fats and impacts on the 

functioning of the Internal Market (30 % and 31 %, respectively).  

Most respondents totally agreed or agreed that food business operators tend to engage 

into reformulation only if there is an adequate incentive, which vary depending on the 

Member State (67 % and 19 %, respectively), that consumers could reduce industrial 

trans fats intakes by reducing consumption of products that contain them while in the 

EU, there are different levels of nutritional literacy/consumer awareness of the negative 
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effects of trans fats on health so that not all consumers are actively seeking to avoid trans 

fats from their diet (63 % and 22 %, respectively).  

Table 17 Number of respondents rating their level of agreement with different issues 

related to trans fats by stakeholder category 

 don't 
agree at 

all 

don't 
agree 

somewhat 
agree 

agree totally 
agree 

The presence of industrial trans fats in foods 
is primarily the consequence of the use of 
particular oils by food manufacturers. These 
oils are commonly used as ingredients 
because of costs or technological 
considerations. 

a) 1 
b) 1 
c) 0 
d) 0 
e) 0 

total: 2 

a) 1 
b) 2 
c) 0 
d) 0 
e) 0 

total:  3 

a) 4 
b) 3 
c) 1 
d) 1 
e) 0 

total: 9  

a) 28 
b) 7 
c) 3 
d) 3 
e) 1 

total: 42  

a) 30 
b) 2 
c) 4 

d) 19 
e) 3 

total: 58 

 Food business operators tend to engage 
into reformulation only if there is an 
adequate incentive (e.g. market pressure, 
pressure by public authorities or legal 
obligations, level of corporate social 
responsibility) and these incentives vary 
depending on the Member State. 

a) 0 
b) 1 
c) 0 
d) 0 
e) 0 

total: 1 

a) 2 
b) 2 
c) 0 
d) 0 
e) 0 

total: 4 

a) 3 
b) 3 
c) 2 
d) 3 
e) 0 

total: 11  

a) 12 
b) 7 
c) 1 
d) 1 
e) 1 

total: 22 

a) 47 
b) 2 
c) 5 

d) 19 
e) 3 

total: 76 

Consumers could reduce industrial trans fats 
intakes by reducing consumption of 
products that contain them. However, in the 
EU, there are different levels of nutritional 
literacy/consumer awareness of the negative 
effects of trans fats on health so that not all 
consumers are actively seeking to avoid 
trans fats from their diet. 

a) 0 
b) 2 
c) 0 
d) 0 
e) 0 

total: 2 

a) 1 
b) 4 
c) 0 
d) 0 
e) 0 

total: 5 

a) 5 
b) 4 
c) 0 
d) 1 
e) 0 

total: 10 

a) 13 
b) 4 
c) 3 
d) 4 
e) 1 

total: 25 

a) 45 
b) 1 
c) 5 

d) 18 
e) 3 

total: 72 

Other considerations may influence 
consumers' behaviour (e.g. cost, taste, 
habits) and may have a stronger impact on 
some consumers' final decision than the 
intention to reduce trans fats intake. 

a) 2 
b) 0 
c) 0 
d) 0 
e) 0 

total: 2 

a) 0 
b) 2 
c) 0 
d) 0 
e) 0 

total: 2 

a) 9 
b) 5 
c) 1 
d) 1 
e) 0 

total: 16 

a) 24 
b) 5 
c) 4 
d) 6 
e) 1 

total: 40 

a) 29 
b) 3 
c) 3 

d) 16 
e) 3 

total: 54 

Not all consumers can relate the information 
present on labels to the presence of 
industrial trans fats in foods and not all 
consumers can use that information to 
effectively compare different products 
taking into account their overall nutritional 
composition. 

a) 1 
b) 0 
c) 0 
d) 0 
e) 0 

total: 1 

a) 1 
b) 0 
c) 0 
d) 0 
e) 0 

total: 1 

a) 6 
b) 2 
c) 0 
d) 1 
e) 0 

total: 9 

a) 15 
b) 6 
c) 2 
d) 1 
e) 1 

total: 25 

a) 41 
b) 7 
c) 6 

d) 21 
e) 3 

total: 78 

Consumers lack information on the presence 
of trans fats in non pre-packed foods (e.g. 
bakery products) and these can be an 
importance source of trans fats. 
 

a) 2 
b) 2 
c) 0 
d) 0 
e) 0 

total: 4 

a) 2 
b) 2 
c) 0 
d) 0 
e) 0 

total: 4 

a) 4 
b) 4 
c) 0 
d) 1 
e) 0 

total: 9 

a) 14 
b) 4 
c) 2 
d) 2 
e) 1 

total: 23 

a) 42 
b) 3 
c) 6 

d) 20 
e) 3 

total: 74 
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a) consumers  b) industry  c) Member States  d) NGOs e) others 

 

Asked about their agreement with the approach to focus the EU trans fats initiative on 

industrial trans fats, 86 % of respondents agreed, whereas 8 % disagreed.
169

 

Concerning subsidiarity, most respondents that answered this question agreed (91 %) 

with the statement in the IIA that an EU level trans fats initiative was in line with 

subsidiarity considerations
170

, 9 % disagreed.
171

  

Table 18: Number of responses by stakeholder category in relation to the Inception 

Impact Assessment proposed focus on industrial trans fats and the analysis in relation to 

subsidiarity 

 consumers industry public 

authorities 

NGOs others 

Focus on industrial 

trans fats 

Agreement 

Disagreement 

 I don't know 

 

 

53 

5 

6 

 

 

14 

3 

1 

 

 

8 

0 

0 

 

 

21 

2 

0 

 

 

4 

0 

0 

Trans fats intitative in 

line with subsidiarity             
Agreement 

Disagreement 

I don't know 

 

 

57 

2 

5 

 

 

13 

1 

4 

 

 

8 

0 

0 

 

 

22 

0 

1 

 

 

4 

0 

0 

 

Respondents were asked to rate the different policy options to address industrial trans 

fats intakes in the EU.  

  

                                                           
169

  The following reasons were given for the disagreement: all trans fats sources should be taken into 

consideration, if not controllable advise of limiting intake should follow and labelling could be 

requested; ruminant trans fats can be avoided, they are equally of health concern and could become 

relatively more important sources if industrial trans fats intakes are reduced; for labelling al trans fats 

should be declared; mammals should not be eaten at all 
170

  In order to limit the intake of trans fats, different actions were taken in different Member States, other 

Member States have not taken action. There is added value of an EU-based, EU-wide action as this 

would ensure a level playing field in the Internal Market and the same high level of protection of 

consumers' health by the means of an initiative that would apply simultaneously in the entire EU and 

would minimise the risk of national regulatory interventions fragmenting the Internal Market 
171

  Only one respondent gave a reason, stating that the analysis is valid for pre-packed food traded within 

the Single Market but does not apply to non pre-packed food served by local food services where no 

risk of fragmentation of the Single Market was confirmed while this risk exists for ingredient suppliers 

of food service providers 
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Table 19 Number of respondents rating the different options to the OPC by stakeholder 

category 

Option                    Rating  

not at all 

appropriate 

not 

appropriate 

somewhat 

appropriate 

appropriate very 

appropriate 

1a limit industrial trans fats 

through self-regulation  

a) 13 

b) 1 

c) 1 

d) 6 

e) 1 

total: 22 

a) 14 

b) 3  

c) 1 

d) 14 

e) 0 

total: 32 

a) 19 

b) 6 

c) 5 

d) 1 

e) 2 

total: 33 

a) 11 

b) 4 

c) 1 

d) 1 

e) 1 

total: 18 

a) 7 

b) 3 

c) 0 

d) 2  

e) 0 

total: 12 

1b limit industrial trans fats 

through a legally-binding 

measure  

a) 2 

b) 0 

c) 0 

d) 1 

e) 0 

total: 3 

a) 3 

b) 0 

c) 2  

d) 0 

e) 0  

total: 5 

a) 10 

b) 5 

c) 0  

d) 1 

e) 1 

total: 17 

a) 16 

b) 5 

c) 3 

d) 1 

e) 1 

total: 26 

a) 33  

b) 7 

c) 3 

d) 21 

e) 2 

total: 66 

2: introduce mandatory 

labelling of the trans fats 

content in the nutrition 

declaration on labels 

a) 2 

b) 10 

c) 1 

d) 14 

e) 1 

total: 28 

a) 6 

b) 3 

c) 3 

d) 2  

e) 0 

total: 14 

a) 7 

b) 1  

c) 4 

d) 2 

e) 1 

total: 15 

a) 11 

b) 1  

c) 0 

d) 2 

e) 1 

total: 15 

a) 38  

b) 3 

c) 0 

d) 4 

e) 1 

total: 46 

3a prohibit the use of partly 

hydrogenated through self-

regulation 

a) 14 

b) 7 

c) 1 

d) 5 

e) 1 

total: 28 

a) 12 

b) 1 

c) 1 

d) 14 

e) 0 

total: 28 

a) 19 

b) 5 

c) 4 

d) 2 

e) 2 

total: 32 

a) 7 

b) 2 

c) 2 

d) 1 

e) 1 

total: 13 

a) 12 

b) 2 

c) 0 

d) 2 

e) 0 

total: 16 

3bprohibit the use of partly 

hydrogenated through a 

legally-binding measure 

a) 4 

b) 7 

c) 0 

d) 2 

e) 0 

total: 13 

a) 2 

b) 2 

c) 3  

d) 9 

e) 0 

total: 16 

a) 7 

b) 2 

c) 4 

d) 2 

e) 1 

total: 16 

a) 13 

b) 4 

c) 1 

d) 5 

e) 0 

total: 23 

a) 38 

b) 2 

c) 0 

d) 6 

e) 3 

total: 49 

 

a) consumers  b) industry  c) Member States  d) NGOs e) others 

 

Option 1b was considered by the highest number of respondents as very appropriate, 

followed by the other legal measure, option 3b and option 2, mandatory labelling. Few 
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respondents considered self-regulation, options 1a and 3a as very appropriate. Likewise, 

self-regulation, options 1a and 3a were considered as somewhat appropriate.  

With regard to the open text replies, the most frequently made comments were that the 

protection of the health of consumers at EU level should be the central focus for the 

Commission. Furthermore, it was frequently suggested that the Commission should 

choose the legal option that best protects health and is already implemented successfully 

at Member State level. Many respondents urged the Commission to speed up the process 

and act swiftly. 

Also frequently comments called for EU regulation, establishing legal limits as the 

measure to best protect health, ensuring the effective functioning of the Internal Market 

and contributing to reducing health inequalities. Legislation should be clear, practical and 

not include exceptions. National legislation should be avoided. A number of comments 

highlighted that self-regulation would not be effective. 

Concerning mandatory labelling, views were varied. Most frequently, particularly from 

individuals, the provision of clear information on labels was requested. However, 

labelling ruminant trans fats was supported by some (predominantly from stakeholders 

active in the vegetable oils and margarine and spreads sectors). Also, particularly those 

stakeholders called for the abolition of the requirement to label partly and fully 

hydrogenated fats. However, a high number of respondents, mostly active in the dairy 

sector, requested that ruminant trans fats should be excluded from mandatory labelling. A 

high number of respondents viewed labelling as a not effective. 

Further comments, particularly from individuals, called for effective sanctions and 

enforcement. A number of individuals called for citizen education campaigns. Many 

comments highlighted the need to protect vulnerable groups. There were calls for further 

research, consideration of availability and health effects of substitution fats as well as 

calls to consider SMEs that could face particular problems. 

SMEs and associations representing them, active in the dairy or the margarines and 

spreads sectors voiced the views with regard to mandatory labelling of ruminant trans 

fats as described above. Furthermore, individual SMEs preferred legal limits, considered 

national legal measures to be problematic, and that consumer health should be considered 

by the Commission. Association preferred EU wide regulation or commented that future 

reductions of trans fats levels were likely due to further national legal measures and 

voluntary reformulation efforts. 

6. CONCLUSION  

A number of consultations have fed into the work on trans fats in the past years in a 

stepwise approach, results of the different consultations were taken into account for the 

documents developed during the stages leading to this IA report (Commission report of 

2015, IIA, consultation strategy, study by the external contractor). Generally, results of 

the consultations provided additional information, which were taken into account; views 

by stakeholders remained rather stable over the years and were considered for drafting 

the final IA report. The feedback received from the last consultation, the OPC, generally 
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the feedback received confirmed the conclusions of the Commission's report of 3 

December 2015, as well as the content of the IIA. Overall, there is a widespread support 

for introducing a legal limit of trans fats content in the EU, voluntary agreements are less 

supported and mandatory labelling of trans fats is supported by a number of individuals, 

while other stakeholders consider labelling to be not effective. No particular, important 

issues were raised during the OPC that have not been captured during previous 

consultations and considered in the IA report. 
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ANNEX 3: Who is affected and how? 

1. PRACTICAL IMPLICATION S OF THE INITIATIVE  

According to the preferred policy option, EU legislation would set a limit industrial trans 

fats content of 2% of the total fat content of final food products sold to the consumer, 

following the example of 2% limits to final food products in some Member States' 

legislation (Denmark (2003), Romania (2017) and Slovenia (2017) .  

Alternatively, a more differentiated approach could be chosen, with higher limits (above 

2% of total fat) for products with low fat content, and 2% of total fat for food categories 

with high fat content. Such differentiated limits have been adopted in Austria (2009), 

Hungary (2013), Latvia (2015) and Lithuania (2017). Austrian/ Hungarian legislation 

established a maximum content of trans fats at 10% of the total fat content where the 

total fat content is less than 3% of the product, and at 4% where the total fat content is 

between 3% and 20% of the product.  

A transition period of 2 years is assumed, however, this could be modified during the 

negotiating and drafting phase of the legal measure. 

With regard to food business operators and public administrations, financial and 

human resources are required to develop and implement the new legislation, develop and 

implement new products and processes, source alternative ingredients and monitor and 

enforce implementation.  

 

Administrative costs are incurred by businesses in understanding the rules, determining 

responses and providing information, and by the public authorities in implementing and 

enforcing the rules, monitoring and reporting. Compliance costs are incurred by 

businesses in meeting the legal obligations.  These may include the costs of 

reformulating products and purchasing alternative ingredients. Affected food business 

operators include those active in the pre-packed and non-prepacked food businesses, and 

food service companies. Only subsectors whose products are likely to contain industrial 

trans fats will be affected and businesses in countries with existing legislation are not 

affected. 

 

With regard to the potentially significant impact on SMEs that is expected to be 

negative, such impacts are supported by the situation that all SMEs producing foods 

above the legal limit will be forced to take action and that SMEs may face relatively 

greater costs and challenges compared to larger firms. However, many SMEs will adopt 

solutions developed by suppliers, limiting costs. They are likely to be followers of 

ingredient substitution strategies developed by suppliers or larger firms already. 

Furthermore, there is a commitment by a large food business association to further 

encourage and support particularly SMEs, who still face technological difficulties in 
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achieving the elimination of trans fats from partial hydrogenated oils from their 

products.
172

 

In this context, FoodDrinkEurope supports the implementation of a recommendation of 

maximum 2% industrial trans fats of the total fat content of the product sold to the final 

consumer. 

 

From the business perspective, after the introduction of new legal rules some further 

activities would be needed, such as the provision of information, new product 

development, sourcing of alternative ingredients (substitution of ingredients with high 

industrial trans fats content with polyunsaturated, monounsaturated and saturated fats), 

implementation of new products and processes. Public administrations would need to 

provide guidance and advice, while taking care of monitoring and enforcement. 

 

The resulting output consists of a decrease of industrial trans fats content in food below 

2% of fat, and the linked output consists of a reduction of industrial trans fats 

consumption for all population subgroups, ongoing product development and innovation 

by food business operators, achievement of a level playing field within Internal Market, 

including imports, and a shift in alignment with practice in export markets. The long-

term impacts lead to a decrease in cardio vascular diseases prevalence and mortality, 

improved productivity in EU economy from healthier consumers,  reduced health 

inequalities amongst consumers, reduced economic burden on healthcare systems, 

enhanced image, competitiveness and innovation of food industry and increased trade 

across EU Member States (and third countries). 

                                                           
172

  FoodDrinkEurope announcement November 2015 

http://www.fooddrinkeurope.eu/uploads/statements_documents/FoodDrinkEurope_statement_on_TFA_

%28November_2015%29.pdf 

http://www.fooddrinkeurope.eu/uploads/statements_documents/FoodDrinkEurope_statement_on_TFA_%28November_2015%29.pdf
http://www.fooddrinkeurope.eu/uploads/statements_documents/FoodDrinkEurope_statement_on_TFA_%28November_2015%29.pdf
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2. SUMMARY OF COSTS AND BENEFITS 

I. Overview of Benefits (total for all provisions) ï Preferred Option 

Description Amount  Comments 

Direct benefits 

Direct & indirect cost savings: lower disease burden 

compared to the baseline, (M EUR), span: possible span 

under different baseline scenarios 

58,611 - 304,366 Figures represent the reduction of health-related 

costs over 85 years 

EU consumers will benefit 

Health gains in disability adjusted life years averted (EU28, 

Millions) compared to baseline, span indicates the possible 

span: possible span under different baseline scenarios 

4 - 66 EU consumers will benefit 

Internal Market benefits: harmonisation of standards  and 

avoidance of legal complexity arising from differences in 

Member State law 

Significant, strongly positive impact Harmonisation removes industrial trans fats 

regulation as a factor contributing to differential 

operating conditions for firms in the Internal Market 

Food businesses will benefit  

Indirect benefits 

Reduced health inequalities Strongly positive impact , strong effect 

in reducing inequalities derived from 

industrial trans fats consumption  

Measure expected to deliver strong health benefits 

for all groups, including for relatively disadvantaged 

groups 

Environmental impacts Potentially significant, could be positive 

or negative 
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II. Overview of costs (M EUR) ï Preferred option 

 Citizens/Consumers  Businesses Administrations 

One-off Recurrent One-

off 

Recurrent One-

off 

Recurrent 

Action 

Direct costs       

Administrative costs :       

- understanding requirements and verifying compliance   18.5    

- cost for establishing the policy     5.0  

- cost for inspection, monitoring and enforcement 

activities 

    6.1 

year1-2 

3.4 

year Ó3 

Compliance costs :       

- cost of product testing   3.6    

- cost of reformulating products   9.8    

- additional annual cost of ingredients    44.5   

Indirect costs        

Consumer price increases Very small Very small     

Product attribute 
 Small negative 

impact 

    

Impacts on SMEs 
Potentially significant, 

negative 
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ANNEX 4: Analytical methods 

1. STUDY METHODOLOGY DEV ELOPMENT  

This section provides an outline of the methodology developed by ICF for their study 

that was used as the principal source of data for this IA report. 

Firstly, a methodology refinement was performed by ICF, including adjustments to the 

data collection strategy and impact assessment approach, reflecting discussions held with 

the ISG. Here, the baseline and policy options specifications as well as associated 

theories of change were developed. Theories of change make explicit the mechanism by 

which each intervention is expected to lead to the intended outcomes, and the key 

assumptions that need to be satisfied for it to do so.  

The theory of change provides a narrative description of cause and effect, and the 

principal assumptions made about behaviour, context, etc. This framework also supports 

identification and analysis of factors that contribute to uncertainty about benefits (the 

level of assurance one has that the intervention will achieve its intended results) and costs 

(the likelihood that the costs will be higher or lower than the central estimate). This 

includes uncertainty relating to estimation of benefits and costs, and uncertainty about 

whether the benefits or costs will be realised (e.g. due to lack of compliance). 

The analysis of the options through the development of theories of change helped to 

identify their respective expected impacts. The analytical framework included to outline 

for the different questions to be answered for the IA judgment criteria, indicators, sources 

of evidence, and methods of triangulation and validation. 

2. DATA COLLECTION AND R EVIEW  

Information and data gaps left after the analysis of available information by ICF were 

identified and closed. As many data had already been collected previously to the ICF 

study and some analysis had been undertaken for a number of the impacts to be assessed, 

targeted efforts by ICF were carried out to complement those data with additional 

information that would enhance the analysis. It was also focused on closing information 

gaps in relation to: 

¶ The baseline scenario and basic data required to support option appraisal;  

¶ Studies which could help to inform the analysis of the impact of agreed potential 

policy options, and especially environmental impacts, for which comparatively 

few data are available. 
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Given the tight timetable set for the ICF study, the research was concentrated over a short 

period of time and was entirely aimed at informing the tools for the impact assessment 

models. It involved two sub-tasks:  

¶ An in-depth review of existing data; and 

¶ The collection of primary data from stakeholders in countries that have 

implemented similar measures to tackle trans fats intake via: 

o A programme of interviews with competent authorities and food business 

representative organisations in the target countries; 

o Follow-up research with selected sectors in those target countries to gather 

supplementary information. 

ICF also consulted a number of representative organisations at EU level. These 

additional consultations were conducted to map better at the EU level those elements of 

the food supply chain that are relevant to the trans fats problem. The results informed 

extrapolation from existing data on how different policy options may impact the whole 

EU industry. 

Review of existing literature and data 

The desk research of ICF focused on sources identified earlier in the project, and was 

completed with additional literature search in the language of the countries selected for 

further investigation. Data were collected according to a common framework and a list of 

keywords defined for use in the search of publications and data. All publications were 

reviewed in order to extract relevant information, which was then inserted into a common 

template. 

Interviews 

The ICF team carried out 24 interviews with competent authorities and food business 

representatives in EU Member States and third countries. These interviews were carried 

out following a common approach to fill out gaps identified during the desk research. 

This included also some interviews with EU-level representative organisations in order to 

obtain additional inputs on impacts. The full list of interviews is provided in Table 20. 

Targeted follow-ups 

A number of targeted follow-up actions by ICF followed the interviews and literature 

review.  These solicited a number of email submissions, particularly from industry. A 

number of additional phone conversations were held with various actors from the 

industry and researchers with expert knowledge of the topic in the individual countries.  

The full list of interviews and targeted follow-ups is provided in Table 20. 
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Table 20 List of interviews and targeted follow-ups carried out 

Country  Organisation  Type  Date of 

Interview / 

email submission  

Step / 

task  

Austria  AGES -  Austrian 

Agency for Health 

and Nutrition 

Safety  

National Competent 

Authority  

Interview request 

forwarded to the 

responsible 

Ministry (BMGF)  

2.1  

Austria  BMGF -  Ministry for 

Health and Women  

National Competent 

Authority  

Joint submission 

with AGES received 

on 09/08/2017.  

2.1  

Austria  National 

Association of 

Bakers  

Industry association  Interview -  

04/08/2017  

2.1  

Austria  Austrian Industry 

Association and 

margarine 

producer  

Industry association 

/ Food business 

operator  

Interview -  

04/08/2017  

2.1  

Canada  Baking Industry 

Association  

Industry association  Interview -  

11/07/2017  

2.1  

Canada  Former official at 

Public Health 

Canada  

National Competent 

Authority  

Interview -  

12/07/2017  

2.1  

Denmark  The Danish 

Veterinary and 

Food 

Administration (1)  

National Competent 

Authority  

Interview -  

05/07/2017  

2.1  

Denmark  The Danish 

Veterinary and 

Food 

Administration (2)  

National Competent 

Authority  

Interview -  

05/07/2017  

2.1  

Denmark  Food procurement 

company  

Food business 

operator  

Interview -  

12/07/2017  

2.2  

Denmark  The Confederation 

of Danish Industry  

Industry Association  Interview -  

13/07/2017  

2.2  

EU CEBP (European 

Confederation of 

National Bakery  

and Confectionery 

Organisations)  

Industry Association  Interview -  

06/07/2017  

2.1  

EU European Dairy 

Association (as 

member of Food 

Drink Europe)  

Industry Association  Email submission 

received on 

10/07/2017  

2.1  

EU EPHA Public Health NGO  Interview -  

05/07/2017  

2.1  

EU HOTREC Industry Association  Interview -  

05/07/2017  

2.1  

EU Food Service 

Europe  

Industry Association  Interview -  

03/07/2017  

2.1  

EU CAOBISCO  Industry Association  Interview -  2.1  
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Country  Organisation  Type  Date of 

Interview / 

email submission  

Step / 

task  

30/06/2017 ï 

followed by email 

submission  

EU Food Drink Europe  Industry Association  Interview -  

28/06/2017  

2.1  

EU FEDIOL  Industry Association  Interview -  

29/06/2017 ï 

followed by email 

submission  

2.1  

EU IMACE Industry Association  Interview -  

06/07/17 ï 

followed by email 

submission  

2.1  

EU An international 

food and drink 

manufacturer (as 

member of Food 

Drink Europe)  

Food business 

operator  

Email submission 

received on 

14/07/2017  

2.1  

Germany  German Federation 

for Food Law and 

Food Science  

Industry Association  Interview -  

10/07/2017; Email 

-  08/08/2017  

2.1  

Germany  Federal Ministry of 

Food and 

Agriculture (BMEL), 

Unit for residues 

and contaminants 

in foodstuffs  

National Competent 

Authority  

Int erview request 

was rejected due 

to lack of capacity  

2.1  

Hungary  Ministry of 

Agriculture  

National Competent 

Authority  

Unavailable  2.1  

Hungary  Ministry of Human 

Capacities  

National Competent 

Authority  

Unavailable  2.1  

Latvia  Ministry of Health  National Competent 

Authority  

Some answers 

provided via email 

on 30/06/2017  

2.1  

Latvia  Ministry of 

Agriculture  

National Competent 

Authority  

Some answers 

provided over the 

phone on 

30/06/2017  

2.1  

Netherlands  Bakery supplier  Food business 

operator  

Interview -  

08/08/2017  

2.2  

Netherlands  Bakery supplier  Food business 

operator  

Interview -  

03/08/2017  

2.2  

Netherlands  Bakery supplier  Food business 

operator  

Written submission 

ï 28/08/2017  

2.2  

Netherlands  MVO Industry association  Telephone 

conversation ï 

01/09/2017  

2.2  

Netherlands  Bakery supplier  Food business 

operator  

Unavailable  2.2  

Netherlands  Bakery supplier  Food business 

operator  

Unavailable  2.2  
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Country  Organisation  Type  Date of 

Interview / 

email submission  

Step / 

task  

Netherlands  Bakery supplier  Food business 

operator  

Unavailable  2.2  

Netherlands  Bakery supplier  Food business 

operator  

Forwarded to other 

contact  

2.2  

Netherlands  Bakery supplier  Food business 

operator  

Unavailable  2.2  

Netherlands  Bakery supplier  Food business 

operator  

Could not provide 

information  

2.2  

Netherlands  Bakery supplier  Food business 

operator  

Unavailable  2.2  

Netherlands  VBZ -  Baking 

Industry 

Association  

Industry Association  Unavailable  2.1  

Netherlands  NBOV -  Baking 

Industry 

Association  

Industry Association  Unavailable  2.1  

Netherlands  NVB -  Baking 

Industry 

Association  

Industry Association  Unavailable  2.1  

Poland  National Food and 

Nutrition Institute 

(1)  

National Competent 

Authority  

Interview -  

29/06/2017  

2.1  

Poland  National Food and 

Nutrition Institute 

(2)  

National Competent 

Authority  

Interview -  

29/06/2017  

2.1  

Poland  National Food and 

Nutrition Institute 

(3)  

National Competent 

Authority  

Interview -  

24/06/2017  

2.1  

Poland  Polish Federation 

of Food Industry  

Industry Association  Interview -  

10/07/2017  

2.2  

Poland  Chief Sanitary 

Inspectorate  

National Competent 

Authority  

Interview -  

03/07/2017  

2.1  

Poland  Polish food 

manufacturer  

Food business 

operator  

Not answered  2.2  

Spain  FIAB (Spanish 

Federation of Food 

and Drink, member 

of Food Drink 

Europe)  

Industry Association  Email submission 

received on 

14/07/2017  

2.2  

Switzerland  Swiss Federal 

Office of Public 

Health  

National Competent 

Authority  

Not answered  2.1  

Switzerland  Swiss Federal Food 

Safety and 

Veterinary Office 

FSVO 

National Competent 

Authority  

Email submission 

received 

09/08/2017  

2.1  

UK Food & Drink 

Federation  

Industry Association  Rejected as 

information (from 

~15 years ago) not 

retained  

2.1  

UK Ministry of Health  National Competent Rejected as 2.1  
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Country  Organisation  Type  Date of 

Interview / 

email submission  

Step / 

task  

Authority  information not 

retained after new 

Government  

UK Food Standards 

Agency  

National Competent 

Authority  

Transferred to 

Public Health 

England  

2.1  

UK Large food chain 

operator  

Food business 

operator  

Unavailable  2.2  

UK Large food chain 

operator  

Food business 

operator  

Unavailable  2.2  

Step/task 2.1:  Review of existing literature and data  

Step/task 2.2:  Interviews  

 

Synthesis 

The evidence collected in the country research by ICF was consolidated into a single 

document for each country. These country case studies are provided in a separate 

document (Annex 32). They summarize the data collected from the desk research, 

interviews and targeted follow-ups. The information collected through interviews with 

EU level business associations is consolidated in Annex 29. 

The evidence was also aggregated in a single MS Excel file document that includes, for 

each type of impact: a list of indicators; the description of the evidence obtained, either 

quantitative or qualitative; and sources for that evidence. This information has been 

replicated in Annex 30. 

3. SCREENING OF IMPACTS AND ASSESSMENT OF SIGNIFICANCE  

The ICF team carried out a screening of impacts and assessment of their significance, in 

line with the guidance on impact assessment set out in the EC Better Regulation 

guidelines. All potentially significant impacts were retained for more detailed analysis, 

while those which are insignificant were discarded. This screening was based on a 

thorough analysis of the evidence. The outputs of this task in this report appear in Annex 

12. 

4. ANALYSIS OF IMPACTS  

Baseline assessment 

This task involved qualitative and quantitative analysis to inform specification of the 

baseline scenario that describes the production and consumption of trans fats in the EU in 

a context of no additional EU intervention. The work was informed by the baseline 
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scenario of a study completed by the JRC
173

, and the qualitative evidence collected 

before by ICF. 

Analysis of impacts of each option 

The assessment of impacts has been carried out by ICF on the basis of a detailed 

specification of the policy options, developed by ICF in conjunction with the 

Commission at the start of the study. The options that are compared to the baseline are 

defined in the main text of this IA report. The impacts of each option were then assessed 

by ICF.  

The estimation of health costs was based on a model developed by the JRC and 

published in 2016.
174

 A number of the assumptions have been modified. To assess 

impacts on health inequalities, the team used outputs information emerging from the JRC 

model to then produce a qualitative assessment of impact on health inequalities, informed 

by the scientific literature and available data. 

The original specification of the JRC model is described here, together with a list of the 

assumptions that were modified and added for this assignment. These assumptions are 

explained in more detail below. 

The model can be used to estimate the impact of EU-level policies that lead to changes in 

population industrial trans fats intake. It expresses the results in terms of changes in 

health treatment costs and overall health benefits (measured in disability-adjusted life 

years). The model considers only coronary artery disease. Other potential benefits of 

lowering trans fats intake, such as impacts on insulin sensitivity, obesity, diabetes, 

cancer, or early growth and development, are excluded because of inconsistent evidence 

and lack of data. As such the impact assessment can be considered to be conservative 

with respect to achievable health benefits resulting from (fast) industrial trans fats 

removal from the food supply. 

It is a state-transition model (Markov model) built in Excel. The Markov model is used to 

simulate how people move in yearly cycles through four health states in each of the 

policy options. The four health states are as follows:  

¶ Well: the state for each individual with no history of coronary heart disease; a 

person can remain here until death or move to ñcoronary heart diseaseò; 

¶ Coronary heart disease: state for individuals who have coronary heart disease 

move to this state for a maximum of 1 year; from this state, individuals can move 

                                                           
173

  Commission staff working document SWD(2015) 268 final, Results of the Commission's consultations 

on 'trans fatty acids in foodstuffs in Europe'. Accompanying the document. Report from the 

Commission to the European Parliament and the Council regarding trans fats in foods, in the overall 

diet and means for their reduction. COM(2015) 619 final; 

https://ec.europa.eu/food/sites/food/files/safety/docs/fs_labelling-nutrition_trans-fats-oswp_en.pdf; 

Mouratidou et al. Trans Fatty acids in Europe: where do we stand? JRC Science and Policy Reports 

2014 doi:10.2788/1070 
174

  Martin-Saborido et al. Public health economic evaluation of different European Unionïlevel policy 

options aimed at reducing population dietary trans fat intake. Am J Clin Nutr November 2016 vol. 104 

no. 5 1218-1226 

https://ec.europa.eu/food/sites/food/files/safety/docs/fs_labelling-nutrition_trans-fats-oswp_en.pdf
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either to ñHistory of coronary heart diseaseò or ñDeathò but not back to the 

ñWellò state; 

¶ History of coronary heart disease: state for postïacute coronary heart disease 

individuals; survivors from a ñcoronary heart diseaseò state move to this state 

until death or until they suffer a new coronary heart disease event, in which case 

they move to the ñcoronary heart diseaseò state; 

¶ Death: any individual can move to this state at any time.  

The model is applied to the EU population and accounts for all costs and effects 

applicable or resulting from the policy options over the course of a lifetime (85 years). 

The current industrial trans fats intake, defined as percentage of total energy intake, used 

as starting point for the model (ñtodayò) is calculated as a weighted average of data at 

Member State level collected through existing evidence and a survey. 

The JRC chose the 85 years 'life-time horizon' following relevant methodological 

guidance, such as NICE (UK) or ISPOR (international). The 85 years are slightly above 

the average life expectancy in the EU. The NICE guidelines (for assessment of 

alternative health technologies) notes on the appropriate time horizon: "Long enough to 

reflect all important differences in costs or outcomes between the technologies being 

compared". Downs et al.
175

 reflect on modelling studies' limitations: 'There are several 

limitations to the assumptions used in many of the modelling studies included in the 

review that need to be considered. The time horizons used for the models were short, 

with the exception of the article by Martin-Saborido et al..
174

 In one study, the deaths 

averted were only examined for 1 year. Longer time horizons would be more appropriate, 

because the implementation of a trans fats policy would not result in instantaneous 

effects on cardio vascular disease, the use of a lifetime approach as was used in the 

model examining the impacts of trans fats policies in the European Union would likely 

be more appropriate.' 

The model calculates, for each option, coronary heart disease events and mortality in 

yearly cycles over a period of 85 years. The relative risks for coronary heart disease 

associated with the different industrial trans fats intakes are based on the calculations in 

Mozaffarian et al (in which the ñpooled multivariable-adjusted relative risks for 2% of 

total energy intake of trans fats, as an isocaloric replacement for carbohydrate, was 1.23 

(95% CI = 1.11ï1.37).ò This is then applied to the different industrial trans fats intakes to 

calculate the probability of a coronary heart disease event. 

Costs (of policy implementation and healthcare related) and outcomes (expressed in 

disability-adjusted life years, which measures overall disease burden) are estimated as the 

population circulates through the model. These are calculated for each policy option and 

then compared with the baseline. The model applied some simple assumptions to assess 

the broad scale of costs of public sector interventions, but excluded costs for business.  

Because of the limited scope and detail of the cost assessment, the modelôs capacity to 

estimate costs of policy implementation was not used in this appraisal and as such this 

aspect is not discussed further. 

                                                           
175

  Downs S. M. et al.:  The Impact of Policies to Reduce trans Fat Consumption: A Systematic Review of 

the Evidence. Curr Dev Nutr 2017;1 
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Concepts of industrial trans fats -related diseases used in this report, coronary artery 

disease, coronary heart disease and cardio vascular disease are explained in Annex 6. 

For the starting point of the model (ñtodayò) the risk of coronary heart disease is 

calculated on the basis of hospital discharges and already includes the risks from current 

industrial trans fats intakes, which are specific according to country, age, and gender. The 

reduction in coronary heart disease risk linked to industrial trans fats reductions in the 

following years from ñtodayò is then calculated by using the relative risks above. 

Subsequently, the resulting disability-adjusted life year are then calculated on the basis of 

the modelled number of coronary heart disease events and deaths. 

Given the uncertainty related to trans fats intake data, the JRC model tests three scenarios 

for intake in addition to the baseline. 

Table 21 industrial trans fats intakes across the baseline and alternative scenarios as 

considered in the JRC model 

Scenarios  EU population current industrial trans 

fats intake (%E)  

Baseline  0.3  

Scenario 1  0.15  

Scenario 2  0.45  

Scenario 3  0.7  

 

The reference case built into the model assumes the highest population trans fats intake 

over the modelled horizon. JRC assumed that in the absence of EU action industrial trans 

fats consumption decreases over time and would reach zero in 10 years' time.  

The JRC used the model to test scenarios based on a voluntary agreement, mandatory 

labelling and a legal limit on industrial trans fats content. The details of these scenarios 

are provided below for comparison to the scenarios tested for the current study (which 

are explained in the main text of the IA report): 

¶ JRC - Voluntary agreement: This option assumes the creation of a voluntary 

agreement between the food industry and policy makers across the EU. The 

model assumes a decrease in industrial trans fats intake which would reach zero 

in 5 years' time. Costs of the option are related to food inspections to monitor and 

evaluate the agreement as well as the healthcare costs; 

¶ JRC - Mandatory labelling : This option assumes that the current European 

legislation on the nutrition declaration on foods (Regulation EU (No) 1169/2011) 

would be changed to include also the declaration of trans fats content. The 

measure would apply only to pre-packaged food. The resulting decrease in 

industrial trans fats intake is slower than in the voluntary agreement case because 

it would lead to reformulation only in pre-packaged foods. industrial trans fats 

intake related to pre-packaged food (it is assumed to be 50% of the total 

population intake) decreases to zero in 3 years' time. Costs of the option are 

related to information campaigns to increase consumers' understanding of 

harmful effects of trans fats, as well as the healthcare costs; 
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¶ JRC - Legal measure: This option assumes the introduction of legislation at 

European level that limits the content of industrial trans fats in the food supply. 

The model assumes that the industrial trans fats intake is completely eliminated 

after 2 years. Costs of the option are related to food inspections to enforce the 

legislation as well as the healthcare costs. 

For this assignment the JRC model was adapted in the following ways: 

¶ The baseline scenario was developed further to accommodate known 

uncertainty about the future trend in industrial trans fats intake in the absence 

of EU action. Three variants of the baseline were specified to represent the 

spectrum of expected possible trajectories ï industrial trans fats intake 

remaining constant at current levels, a linear decline in industrial trans fats 

levels to zero over 15 years and an accelerated linear decline to zero over 10 

years;  

¶ More conservative assumptions were defined for the impacts of voluntary 

agreements; 

¶ The assumed impact of a legal limit on industrial trans fats content on 

industrial trans fats intake was revised from zero in the JRC model to 0.009 % 

of total energy intake, which corresponds to the average intake in Denmark as 

of 2014; 

¶ The option of a partly hydrogenated oils ban was added; the modelling of 

health impacts of the partly hydrogenated oils ban used the JRC modelling 

assumptions for the legal limit of 2% industrial trans fats content. 

Economic impacts have been assessed with a cost model developed in MS Excel in 

parallel to the JRC model. The analysis provides a quantitative assessment of 

administrative and compliance costs for business, and administrative costs for public 

authorities.  This, and evidence collected from the consultations, informed a more 

qualitative assessment of related impacts on consumers, the Internal Market, 

competitiveness and international trade.  Quantitative estimates of the costs borne by 

SMEs were also made.  

The details of the cost assessment methodology are set out in the main text of this IA 

report and the related Annexes.  The analysis involved:  

¶ Estimating the numbers of businesses in relevant subsectors potentially 

affected by each option; 

¶ Estimating administrative burdens using the Standard Cost Model, by 

estimating administrative time burdens by business and valuing these at 

appropriate hourly rates, based on Eurostat labour cost data; 

¶ Estimating the required changes in compliance, including product testing, 

product reformulation and additional costs of ingredients, informed by data 

collected through the consultations and literature review, and applying 

appropriate assumptions where required; 

¶ Estimating administrative burdens on public authorities by estimating and 

valuing the time and costs involved for policy implementation, monitoring 

and enforcement, applying the Standard Cost Model; 
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¶ Calculating the present value of these costs using a 4%
138

 discount rate, in 

order to facilitate comparison with the benefits estimates. 

Environmental impacts were examined qualitatively by ICF, drawing on evidence from 

the literature review.  The analysis examined the likely substitutes for partially 

hydrogenated oils and their relative environmental impacts.  A key source was the study 

for the European Commission undertaken by 3Keel and LMC International which has 

examined the environmental impact of palm oil.  The approach was informed by an 

interview with the contractors for that study, which highlighted the significant 

uncertainties and complexities inherent in the assessment of the environmental impacts 

of palm oil and alternatives, including soy. For these reasons it has been difficult to draw 

firm conclusions about the environmental impacts of the options.  

Analysis of impacts of combined options 

An analysis of the following combinations of options was performed: 

¶ Options 2 and 1b  

¶ Options 2 and 3b  

¶ Options 2 and 1a or 3a 

The analysis has focused on identifying both additive and non-additive combined 

impacts. It was informed by evidence collected by ICF during the data collection phase. 

5.  VALIDATION CONSULTATION  

Targeted stakeholder consultation was undertaken by ICF in order to triangulate findings 

/ validate the data gathered on the impacts of the different policy options. 

Online consultations 

ICF undertook consultations of stakeholder groups with the aim of validating the 

provisional findings.  This used an online questionnaire structured around the key data, 

estimates, and findings that were established in the earlier stages of the work. This 

maximised our ability to validate the data and triangulate the findings from the impact 

assessment with a wide range of stakeholders. This did not duplicate in any way the 

public consultation that was undertaken separately, as respondents were not asked to 

provide the range of their views on this issue. Rather, the use of closed questions enabled 

ascertaining the validity of key elements of the analysis. 

Content of the survey instrument 

An online consultation questionnaire was prepared by ICF in conjunction with the 

Commission and the ISG.  The survey instrument is given in Annex 31.   

The consultation built on the results generated through the data review and collection, 

and the impact screening and impact assessment. Consultees were presented with the key 

data points, estimates, assumptions and findings from these tasks, and were asked to 

provide their feedback. The consultation by ICF was mostly made of closed questions, 

with some options for comments (for example, in case of consulteeôs disagreement with 

research findings).   

The first part of the consultation posed general questions on current and predicted 

industrial trans fats use under different policy options and the definition of industrial 

trans fats. The next part of the consultation gave respondents a choice between six 
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separate sections, allowing them to answer as many as were relevant, depending on their 

area of expertise. The available sections were: 

¶ Health impacts 

¶ Economic impacts 

¶ Consumer impacts 

¶ Internal Market and trade impacts 

¶ Impacts on SMEs and 

¶ Environmental impacts 

Selection of consultees ï overall approach 

To validate the data gathered before by ICF, ICF distributed the consultation tool to: 

¶ Consumer and health NGOs; 

¶ Food business operators representative associations, both at an EU and national 

level; 

¶ National competent authorities; and 

¶ Experts with relevant expertise to comment on the different types of impact 

assessed. 

The consultation was provided in English. Responses were accepted in other languages. 

A total of 85 completed questionnaires were received. The table below shows the 

composition of the respondent group. 

Table 22 Validation consultation ï Demographics  

Stakeholder group  Number of consultees  

Consumer organisations  2 

Food manufacturing/ processing business  12  

Food sector association  26  

Food service business  2 

Public authorities  6 

Public health organisations  7 

Academia  2 

International organisations  1 

As Table 23 shows, representatives from the business sector belonged to various sectors 

potentially affected by the measures. 

Table 23 Sectors represented among food industry consultees 

Sector  Number o f consultees  

Chocolates / confectionery  2 

Dairy products  7 

Fresh cakes / pastries / bakery products  3 

Ingredients for the food sector  4 

Margarines and spreads  1 

Multi - category / all food and drink  7 

Oil and fats  5 

Other (please specify)  9 

Restaurants / food services  3 

Snacks  1 

Soups / sauces / condiments  2 
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Of all individual businesses who contributed to the validation consultation of ICF (n=14), 

9 were large businesses, and 5 SMEs. 

Analysis 

The data were anonymised and aggregated by ICF. The responses were assessed in detail 

to evaluate whether the findings from the online consultation should lead to revisions of 

the analysis of impacts, depending on how consultees evaluated the assumptions and the 

estimates used in the analysis. Their assessment of the implications of the consultation 

was then shared with the project management team, for critical evaluation and quality 

assurance purposes. 

Overall the results from the consultation have confirmed the appropriateness of the 

assumptions and estimates made by the ICF study team, while they have helped to 

qualify the baseline scenario. 

6. STRENGTHS AND LIMITAT IONS OF THE METHOD  

The main limitations from the ICF study that is the main basis for this IA report are 

linked to the data to support the impact assessment. In spite of extensive efforts deployed 

to collect relevant data from the EU and beyond, a number of gaps remain. There were a 

number of specific points for which no hard evidence could be found by ICF. In addition, 

limited data were available on SMEs and from businesses in the non-pre-packed food 

sector though business organisations representing those firms did contribute direct 

evidence through interviews and responses to the validation consultation. These gaps 

have been addressed by the study team of ICF by drawing reasonable assumptions. These 

assumptions have been tested through the validation consultation, which helped provide 

elements to confirm or sometimes adjust these assumptions.  

The study of ICF is showing the order of magnitude of the impacts, who is impacted, and 

the distribution of the impacts, in a manner that delivers a very clear message: the 

relative impact of the different options is clearly demonstrated. The results appear to be 

robust in the face of the uncertainty against the baseline. Adjustments to data points that 

are uncertain do not change the overall findings, which demonstrate the robustness of the 

overall ICF study. 

With regard to the validity and reliability of modelling results, a number of uncertainties 

need to be highlighted. Such uncertainties are linked to the modelling exercise of the 

health impact assessments and estimates provided should not give a false impression of 

scientific accuracy in this respect. 

There are uncertainties on a variety of factors that may contribute to health impacts, as 

discussed in the original JRC study. Those refer to trans fats intake (and notably to the 

contribution of ruminant trans fats intake in determining overall health impacts), 

variability between countries, and various data gaps such as coronary artery disease 

events.  

The relative risk estimates from Mozzafarian et al
176

 that were used by the JRC for the 

model does factor in all substitution effects. Factored in to a certain degree are the 
                                                           
176

  Mozaffarian D et al., 2009, Health effects of trans-fatty acids: experimental and observational evidence, 

European Journal of Clinical Nutrition 63(S2): p. S5-S21 
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Relative Risks (RR) for replacement of trans fats with carbohydrates, with saturated fats, 

with monounsaturated fats and with polyunsaturated fats; the reality is a mix of all and 

this is reflected in the range of RR. However, not factored in in the model (inter alia, due 

to lack of evidence) are more complex dietary substitution effects where dietary patterns 

change due to implementation of policy options. 

The JRC considered ruminant trans fats intake (and more general ruminant fat intake) as 

constant between reference scenario and with policy options; for no action, voluntary and 

legal trans fats limits or partly hydrogenated oils bans, this assumption is, in the JRCôs 

view, defendable as these do not consider ruminant trans fats sources; for the mandatory 

labelling that includes all trans fats sources, this assumption could hold less true, as 

consumers could (more than currently, where this is only recommended by several 

Member States) opt for low fat dairy or non-ruminant meat and/or could reduce dairy 

intake ï such a dietary change could come with a range of effects, positive or negative. 

Certainly, all those considerations are beyond the model and beyond the available 

evidence. 

The JRC model that was used also by ICF clearly underestimates health risks due to trans 

fats intake due to lack of evidence; Mozzafarian mentions that beyond negative effects on 

blood lipids, trans fats has also been shown to increase inflammation, which is clearly 

linked to a range of degenerative diseases, as well as endothelial dysfunction. 

Overall, there are limitations of the ICF modelling exercise due to the assumptions 

needed, data scarcity linked to intakes and future projections, paucity of evidence related 

to other trans fats health effects, possibilities to model more complex dietary changes 

making strong simplification necessary. The main purpose of the model was to support 

with modelling the relative comparison of the viable policy options against a reference of 

no policy; this outcome of a legal limit performing better under this specific framing of a 

public health economic evaluation in terms of health benefits and cost-effectiveness has 

been shown to be robust in sensitivity analyses; the finding is also in line with similar 

modelling efforts (in support of the US FDA partly hydrogenated oils ban; for the UK) 

and across shorter time spans (e.g., 20 years) and using slightly different approaches. 

Nevertheless, the relative findings are based on past experience and suggestions by 

stakeholders in various surveys conducted over the past years how the future trans fats 

intakes might develop under the alternative policy scenarios ï this remains inevitably 

uncertain, and events, such as a negative image of palm oil (a key substitute for partly 

hydrogenated oils used by some food business operator sectors) as an economic 

vegetable oil source could lead to incentives of re-introducing partly hydrogenated oils in 

case industrial trans fats use is not restricted. 

 

7. DISCUSSION OF INFORMATION GAPS AND UNCERTAINTIES  

Uncertainties and gaps have been made explicit through the ICF document and also in 

this IA report in the main text and related Annexes. Sensitivity tests have been used to 

explore the implications of differences in the baseline scenario for health benefits, and of 

mis-specification of current mean intake. 

The health impact modelling of ICF, which used a model developed by the JRC, is 

conducted at an EU population level rather than Member State level, and with EU-level 

cost factors (e.g. on healthcare care and productivity losses). 
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The country research of ICF did not identify robust ex post appraisals of the cost of 

familiarisation with legislative requirements or reformulation costs from countries that 

have already acted robustly to reduce industrial trans fats intake.  Some information on 

changes in specific firms or sectors was identified.  

There is uncertainty about some key parameters of several options, notably: 

¶ The precise impact of a partly hydrogenated oils ban on industrial trans fats 

intake. In this analysis the impact has been assumed to equivalent to that of a 2% 

limit on industrial trans fats content, as specified in the JRC model; 

¶ The extent of reformulation of food products and how that may vary depending 

on whether the measure consists in a limit on industrial trans fats content or a ban 

on partly hydrogenated oils; 

¶ The costs of introducing a new testing regime for partly hydrogenated oils and of 

agreeing a definition of partly hydrogenated oils at EU level (options 3a and 3b); 

¶ The potential level of participation of food business operators in voluntary 

agreements (options 1a, 3a) and the impact of that participation on intake 

(whether the firms that participate make a proportionate contribution to residual 

industrial trans fats intake at the time the agreement starts); 

¶ The extent to which modifying the nutrient declaration to include industrial trans 

fats content will lead to changes in consumer behaviour; 

¶ The scale and cost of the consumer awareness-raising campaigns required to 

support the labelling option and the prospects of Member State authorities 

providing such funding at a time of public spending restraint; 

¶ Where the unit label adjustment costs developed in previous research studies 

accurately estimate the costs of an adjustment to the nutrient declaration;  

¶ The number of food products on the EU market and thus the number of labels to 

be changed. 

ICF expressed the view that resolving these uncertainties would lead to some movement 

in the figures but not change the fundamental results relating to: 

¶ The overall balance between benefits and costs of the legal options; and 

¶ The relative performance of different options on measures of effectiveness and 

efficiency. 
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ANNEX 5: Trans fats ï a general presentation 

Trans fats are a particular type of unsaturated fatty acids and are defined, in Regulation 

(EU) No 1169/2011, as 'fatty acids with at least one non-conjugated (namely interrupted 

by at least one methylene group) carbon-carbon double bond in the trans configuration'.
177

 

As explained by the European Food Safety Authority (EFSA), 'Fatty acids can be 

classified according to their number of double bonds. Saturated fatty acids (SFA) have no 

double bonds, while monounsaturated fatty acids (MUFA) have one double bond and 

polyunsaturated fatty acids (PUFA) have two or more double bonds (é). These double 

bonds can have either the cis or trans configuration. Cis means that the two carbon (C)-

atoms (or hydrogen (H)-atoms) adjacent to the double bound point into the same direction, 

while in the trans configuration the two carbon atoms point into opposite directions'.
178

. 

The figure below, edited from the EFSA's Scientific Opinion mentioned above, shows the 

difference between a fatty acid in its Cis form (oleic acid) and one in trans form (elaidic 

acid).  

Figure 5 Structure of oleic acid and elaidic acid (Edited from EFSA (2004)) 

 

 

Most unsaturated fatty acids in the diet have the cis configuration, but trans fats are also 

present.
179

  

Trans fats can be produced industrially (industrial trans fats) or can be naturally present in 

food products derived from ruminant animals (ruminant trans fats). 

                                                           
177

  Point 4 of Annex I to Regulation (EU) No 1169/2011   
178

  European Food Safety Authority, 2004, Opinion related to the presence of trans fatty acids in foods and 

the effect on human health of the consumption of trans fatty acids. The EFSA Journal, 81, 1-49 
179

  European Food Safety Authority, 2004, Opinion related to the presence of trans fatty acids in foods and 

the effect on human health of the consumption of trans fatty acids. The EFSA Journal, 81, 1-49 
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As far as industrial trans fats are concerned, they are primarily present in the diet as 

partly hydrogenated oils, which generally contain saturated and unsaturated fats, and 

among them trans fats in variable proportions (up to more than 50% of the total fat content 

of the food). The hydrogenation process (i.e. the addition of hydrogen atoms) turns oils 

into semi-solid and solid fats thus giving them qualities desired by the food processing 

industry (e.g. increased tolerance against repeated heating, prolonged product shelf-life, 

sensory aspects)
180

 at costs that are cheaper than the usual alternatives (e.g. solid animal fat 

like butter). Partial hydrogenation of oils is largely in use since the middle of the 20
th
 

century, however, there is no precise, legal definition for the chemical process.  In 

accordance with Regulation (EC) No 1169/2011 on food information to consumers
181

, 

hydrogenated oils used as ingredients for foods must be accompanied by the expression 

'fully hydrogenated' or "partly hydrogenated' in the ingredient list. 

Industrial trans fats can also be the result of refining of certain unsaturated oils or of 

heating and frying of oils at too high temperatures (> 220°C).
182

 Industrial trans fats can be 

found at varying amounts in several food products including certain bakery products (e.g. 

biscuits and pastries), vegetable fats (e.g. margarines and spreads), confectionary (fillings 

and creams) and some fried foods (e.g. potato crisps).   

Examples of products found to contain trans fats in considerable amounts in Member 

States, generally of industrial origin, are frying fat also for industrial use, stick margarines, 

margarine used to produce pastry products, bakery products, biscuits, wafers, 

confectionary products including those with cocoa coatings such as covered puffed rice, 

soups and sauces.
183

 

Reduction of industrial trans fats in foods and thereby reduction of excessive intakes of 

trans fats by consumers is possible by carefully selecting the type of ingredients, for 

example by substituting partially hydrogenated oils with alternatives.  

Ruminant trans fats, on the other hand, are generated in the rumen of animals by gut 

bacteria, absorbed and utilised by the animals. Therefore, ruminant trans fats are naturally 

present in the fat part of food products derived from ruminant animals such as dairy 

products or meat from cattle, sheep or goat, at levels most commonly around 3% and 

ranging from 2 to 9% of the total fat content of the food. Trans fats from ruminant sources, 

contribute between 0.3 and 0.8 % of energy intake, depending on dietary habits184. 

                                                           
180

  Mouratidou T et al., 2014, Trans Fatty acids in Europe: where do we stand? JRC Science and Policy 

Reports. It is important to note that Partial hydrogenation is different from full hydrogenation, as when all 

double bonds are hydrogenated, a saturated fatty acid is formed   
181

  Annex VII to Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 

October 2011 on the provision of food information to consumers, OJ L 304,22.11.2011, p.18 
182

  European Food Safety Authority, 2010, Scientific Opinion on Dietary Reference Values for fats, including 

saturated fatty acids, polyunsaturated fatty acids, monounsaturated fatty acids, trans fatty acids, and 

cholesterol, EFSA Journal 2010; 8(3):1461 
183

  Commission Staff Working Document " Results of the Commission's consultations on 'TFA in foodstuffs 

in Europe" 
184

  Hulshof KF et al. Eur J Clin Nutr. 1999;53(2):143-57 
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Trans fats in foods can be identified and quantified using different validated methods that 

have different strengths and weaknesses (e.g. in terms of reproducibility, precision, time, 

costs). Further research is underway to improve how to distinguish between ruminant and 

industrial trans fats in the same product.
185

 

Some complexity arises when a product contains both industrial and ruminant trans fats 

(e.g. milk fat and partly hydrogenated soybean oil).  

In Denmark, the approach followed to estimate the amount of industrial trans fats in these 

cases is to  

¶ First, estimate the amount of milk fat present in the food based on its butyric acid 

content (C4:0), butyric acid occurs uniquely in milk fat; 

¶ second, using this to estimate the amount of ruminant trans fats in the food based 

on an assumption about the fraction of milk fat that is trans fats; 

¶ third subtracting the ruminant trans fats figure from the total amount of trans fats to 

derive an estimate of the industrial trans fats content.
186

 

The JRC carried out a literature review
187

 confirming the complexity of the matter. The 

analytical method based on butyric acid is presented as a valid way to corroborate another 

method based on a different marker (9c, 11t-18:2 a unique marker to indicate the presence 

of ruminant fat). Limitations of the existing methodologies were also discussed. JRC is 

currently carrying out work in order to develop a reliable methodology to determine levels 

of industrial trans fats in food.  

 

  

                                                           
185

  Mouratidou T et al., (2014) 
186

  ICF and Danish food institute. óAnalysis of trans fatty acids in Denmark, industrially produced versus 

ruminant trans fatty acidsô 
187

  European Commission, Joint Research Centre, 2016, Possibilities to quantify trans fatty acids of ruminant 

origin in blends containing ruminant and industrially processed fats and oils (Ref. Ares(2016)6994854 - 

15/12/2016) 
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ANNEX 6: Trans fats consumption and its negative impact on 

health and intake recommendations 

Trans fats consumption and its negative impact on health 

There is scientific consensus that trans fats intake has a negative effect on human health 

and, more specifically, that trans fats intake is a risk factor for the development of coronary 

heart disease.
188

 

As noted by EFSA, "consumption of diets containing trans-monounsaturated fatty acids 

(é) increases blood total and LDL cholesterol concentrations in a dose-dependent 

manner, compared with consumption of diets containing cis-monounsaturated fatty acids 

or cis-polyunsaturated fatty acids. Consumption of diets containing trans-

monounsaturated fatty acids also results in reduced blood HDL cholesterol concentrations 

and increases the total cholesterol to HDL cholesterol ratio. (é) Prospective cohort 

studies show a consistent relationship between higher intakes of trans fatty acids and 

increased risk of coronary heart disease"
5
.  

It has also been argued that the consumption of trans fats increases the risk of heart disease 

more than any other macronutrient compared on a per-calorie basis and that the risk of 

dying from heart disease is 20-32% higher when consuming 2% of the daily energy intake 

from trans fats instead of consuming the same energy amount from carbohydrates, 

saturated fatty acids, cis monounsaturated fatty acids and cis polyunsaturated fatty acids.
189

 

There is still a scientific debate whether consumption of ruminant trans fats has similar 

effects for human health than that of industrial trans fats. In this context, the European 

Food Safety Authority noted that 'The available evidence indicates that trans fatty acids 

from ruminant sources have adverse effects on blood lipids and lipoproteins similar to 

those from industrial sources when consumed in equal amounts'. At the same time, 'The 

available evidence is insufficient to establish whether there is a difference between 

ruminant and industrial trans fatty acids consumed in equivalent amounts on the risk of 

coronary heart disease'.
190

 Recent draft guidance from the WHO  on trans fats intakes for 

adults and children
191

 
192

 clarify that the definition of trans fats to be reduced includes both 

those from industrial sources and from ruminant sources. 

 

                                                           
188

  Different health indicators such as coronary heart disease, cardio vascular disease and coronary artery 

disease are used throughout this report, this Annex explains those different terminologies and the 

background of their use 
189

  Mozaffarian D et al., 2009, Health effects of trans-fatty acids: experimental and observational evidence, 

European Journal of Clinical Nutrition 63(S2): p. S5-S21 
190

  European Food Safety Authority, 2010, Scientific Opinion on Dietary Reference Values for fats, 

including saturated fatty acids, polyunsaturated fatty acids, monounsaturated fatty acids, trans fatty acids, 

and cholesterol, EFSA Journal 2010; 8(3):1461 
191

 WHO: Draft guidelines on saturated fatty acid and trans-fatty acid intake for adults and children. 

https://extranet.who.int/dataform/upload/surveys/666752/files/Draft%20WHO%20SFA-

TFA%20guidelines_04052018%20Public%20Consultation(1).pdf 
192

  http://www.who.int/nutrition/topics/sfa-tfa-public-consultation-4may2018/en/ 
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High trans fats intake is one of the risk factors for developing coronary heart disease
5 37

, 

which is the single leading cause of mortality in the EU.
193

 In the EU, coronary heart 

disease accounted for some 623 thousand deaths in 2014 or 12,6% of overall mortality 

with a wide variability observed among Member States.
194

 Figure 6 illustrates those 

differences. 

Figure 6 Deaths from coronary artery disease (also called ischaemic heart diseases)195 ð 

standardised death rate, 2014 (per 100 000 inhabitants) (source: Eurostat) 

 

Cardio vascular disease, including coronary heart disease, imposes substantial health 

burdens in the EU.  

Costs associated with coronary heart disease (healthcare costs, opportunity costs of 

informal care from relatives of the person suffering from coronary heart disease and 

productivity losses associated with premature death or morbidity) can be estimated to 

amount in 2014 to more than ú60 billion (ú60 247 million) or 0.43 % of the EU Gross 

Domestic Product. Healthcare costs of coronary heart disease can be estimated to run up to 

                                                           
193

  Eurostat, Causes of death data, 2012 
194

  Eurostat, Causes of death data, 2014 
195

 The end of this Annex includes a note on concepts of trans fats-related diseases used in this impact 

assessment 
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more than ú30 billion (ú30 824 million), 0.22 % of the EU Gross Domestic Product or 2.33 

% of total healthcare costs.
196

 

According to the ICF study, using European Heart Network cardio vascular disease 

statistics published in 2017, it is estimated that 49 million people live with cardio vascular 

disease and that the condition imposes costs of more than ú200 billion each year in the 

EU.
197

 

It is of course difficult to quantify the exact impact of trans fats intakes on health at EU 

level (i.e. what percentage of coronary heart disease-caused deaths is caused by trans fats 

intakes) and the subsequent costs for the society, taking into account that coronary heart 

disease is linked to multiple risk factors and that limited data is available for trans fats 

intakes in the entire EU (see section 2.1 and Annex 9).  

In order to potentially have an indication, however, it can be noted that in 2014, the 

standardised death rate for coronary heart disease in the EU-28 was 126 deaths per 100 000 

inhabitants.
198

 The introduction in Denmark of legal limits for industrial trans fats in foods 

(see Annex 8), which nearly eliminated those trans fats from the Danish food supply, has 

been estimated to reduce mortality attributable to Coronary Heart Disease on average by 

about 26.5 deaths per 100 000 people per year
199

 in the three years after the 

implementation of the legal limit.  

As coronary heart disease creates significant costs for Member States' healthcare systems 

and more generally for their economies, excessive trans fats intake should be reduced in 

the diet of consumers. In this context, initiatives to reduce intakes of trans fats in the 

population were launched in different EU Member States with the support of stakeholders 

both on the consumers' side and on the industry's side. 

Intake recommendations 

For the reason mentioned above, and taking into account that trans fats are not synthesised 

by the human body and are not required in the diet, the European Food Safety Authority 

and the World Health Organization recommend that their consumption is limited or 

minimised.  

The European Food Safety Authority recommends that 'trans fatty acids intakes should be 

as low as is possible within the context of a nutritionally adequate diet'.
200

 This 

recommendation takes into account the fact that trans fats are intrinsically contained in 

several fats and oils that are also important sources of essential fatty acids and other 
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  Extrapolation assuming constant %GDP to EU-28 in 2014 from EU-25 in 2003 based on 1) Leal et al 

2006 Eur Heart J. 2006 Jul;27(13):1610-9 Economic burden of cardiovascular diseases in the enlarged 
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  European Food Safety Authority, 2010, Scientific Opinion on Dietary Reference Values for fats, 

including saturated fatty acids, polyunsaturated fatty acids, monounsaturated fatty acids, trans fatty acids, 

and cholesterol, EFSA Journal 2010; 8(3):1461 
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nutrients in the diet. Thus, there is a limit to which the intake of trans fats, can be lowered 

without compromising adequacy of intake of essential nutrients. Ruminant foods that 

contribute ruminant trans fats are sources of some essential nutrients. Most public health 

authorities in Member States recommend that fat intake from animal source should be 

limited, mostly due to their high content of saturated fat, which is consumed in excess in 

the most EU Member States.
5
 Ruminant trans fats sources contribute between 0.3 and 0.8% 

of the daily energy intake depending on dietary habits across Europe.
201

 Section 2.1 and 

Annex 9 provide additional information on trans fats intakes in the population. The most 

recent data suggest that in 2014 the average industrial trans fats intake in Denmark was 

0.009 % of energy intake
202

, this very low level of intake was achieved after the 

introduction of a legal limit for industrial trans fats of 2 % per 100 g fat in foods sold to the 

final consumer in Denmark. This very low level with regard to industrial trans fat intake 

could be considered as 'as low as possible'. 

The World Health Organisation recommends that less than 1 % of total energy intake 

should come from consuming trans fats
203

, which translates to less than 2.2 g/day with a 

2,000-calorie diet. The 2000-calorie diet is the reference intake set in EU food information 

legislation for labelling purposes
204

, in line with Codex Alimentarius guidance. WHO 

published new draft guidelines on trans fats intakes for adults and children on 4 May 2018 

while launching a OPC calling for comments.
205

 
206

 In the draft version, trans fats intakes 

are recommended to be less than 1 % of energy intake, in line with the existing 

recommendation. While the proportions are the same, the original guidelines are based on 

'population nutrient intake goals', meaning they were recommended averages for large 

groups. The draft guidelines would apply to individuals, according to information provided 

by WHO officials to the media on a conference call.
207

 Furthermore, the draft guidelines 

also clarify that the definition of trans fats includes both those from industrial sources and 

from animals. Also, the update includes a recommendation to replace trans fats with 

polyunsaturated fats. 

A note on concepts of trans fats-related diseases used in this impact assessment 

As it builds on a number of different studies, this impact assessment makes reference to 

three different concepts describing diseases linked to trans fats intake: coronary artery 

disease, coronary heart disease and cardio vascular disease. High cholesterol levels (which 

may result from high industrial trans fats intake) are a risk factor for both coronary heart 

disease and coronary artery disease. The two terms are often used interchangeably. 

However, coronary artery disease can be considered as an antecedent of coronary heart 
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WHO/FAO Expert Consultation, WHO Technical Report Series 916 
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  WHO: Draft guidelines on saturated fatty acid and trans-fatty acid intake for adults and children. 
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disease, in that the build-up of plaque within coronary arteries (coronary heart disease) 

leads to the condition called coronary heart disease. Cardio vascular disease is a broader 

term to describe a range of diseases that affect the heart, including heart failure (which can 

be caused by coronary heart disease, among other factors), arrhythmia (abnormal heart 

beat) and heart valve problems. Studies have explored the impact of industrial trans fats 

intake on either coronary heart disease (e.g. Martin-Saborido et al. 2016
32

), coronary heart 

disease (e.g. Mozaffarian et al. 2006
208

) or cardio vascular disease (e.g. Restrepo and 

Rieger 2016
44

).   
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ANNEX 7: Health effects of ruminant versus industrial trans 

fats and the potential to limit the associated health problem by 

addressing their intake 

The European Food Safety Authority concluded in 2010 that the available evidence 

indicates that ruminant trans fats have adverse effects on blood lipids and lipoproteins 

similar to those from industrial sources when consumed in equal amounts
209

. The European 

Food Safety Authority further concluded that there is insufficient evidence to establish 

whether there is any difference in the risk of heart disease between ruminant and industrial 

trans fats consumed in equivalent amounts. The result of the observational study might 

reflect a true difference between sources or might be a function of consumption levels.
210

 

The WHO published new draft guidelines on trans fats intakes for adults and children 

while launching a OPC calling for comments on 4 May 2018.
211

 
212

 The new draft 

guidelines clarify that the definition of trans fats to be reduced includes both those from 

industrial sources and from ruminant sources. 

Reduction of industrial trans fats in foods is possible by changing the type of ingredients 

used in their preparation. An example is the substitution of partly hydrogenated oils with 

alternatives. Evidence from Denmark
213 

demonstrates how, after legislation imposed a 

limit on industrial trans fats, industrial trans fats were reduced or eliminated from most 

products that originally had a high industrial trans fats content. Examples are French fries, 

microwavable popcorn and various bakery products.  Industrial trans fats now make an 

insignificant contribution to overall intake of trans fats in Denmark. 

The fat composition of ruminant fats with regard to their trans fats content is not 

modifiable to a significant degree, therefore their intake cannot totally be avoided when 

consuming ruminant derived foods that are important in the diet of the EU population. 

Also, ruminant trans fats sources generally contribute in a limited way to high total trans 

fats intake. Ruminant fats contain approximately 3 % trans fats and between 40 to 60 % of 

saturated fats, generally the proportions of those fats are fixed. Both types of fats increase 

the risk of dying from heart disease. The risk associated with trans fats is higher as 

compared to saturated fats. However, in order to address excessive intakes of saturated fats 

national nutrition policies aim to reduce the population intake of ruminant fats in the diet 

(for example with recommendation to prefer low fat versions of dairy products) and 
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address automatically also the problem of ruminant trans fats. The Commission supports 

national efforts in this respect as part of the initiatives with the High Level Group on 

Nutrition and Physical Activity, a group composed of EU (and EFTA) government 

representatives led by the European Commission.
214

 
215

 National policies to reduce 

saturated fat intake are in line with scientific advice of the European Food Safety 

Authority
5
, that concluded that saturated fat intake should be as low as is possible within 

the context of a nutritionally adequate diet.  

  

                                                           
214
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ANNEX 8: Current status of EU and national measures 

addressing the trans fats problem and consumer knowledge 

regarding trans fats 

Overview of existing policies in EU Member States 

In line with the intake recommendations described in Annex 7, initiatives to reduce the 

consumption of trans fats are in place in many countries both within and outside the EU. In 

general, these initiatives focus on industrial trans fats, because the proportion of trans fats 

in those fat sources can be modified whereas the proportion of trans fats in ruminant fats is 

relatively stable. In addition, while the levels of industrial trans fats in foods can be as high 

as 50 % of total fat content, those of ruminant trans fats are around 3 % of the total fat 

content (normally below 6 %)  and ruminant trans fats are consumed at relatively low 

levels in most populations .  

There is currently no EU legislation regulating the content of trans fats in food products, 

with the exception of the legislation applicable to infant formula and follow-on formula 

and olive oil. There are no specific labelling requirements either, apart from the obligation 

to indicate on label whether refined fats/oils present in the product are partly hydrogenated 

(this might allow to infer that the product contains trans fats, but it is not required or 

possible to label the exact trans fats amount).  

Table 24 Overview of existing policies in EU Member States  

Policy/ measure Country  

Voluntary ï self regulation BE, DE, NL, PL, UK, EL 

Voluntary ï dietary recommendation BG, MT, SK, UK, FI 

Voluntary ï composition criteria for specific 

products 

EE 

Legislation limiting trans fats content of 

foodstuffs* 

AT, DK, LV, HU, LT, SI, RO
216

 

Legislation limiting trans fats content of 

foodstuffs which voluntarily bear a specific 

nutrition claim (keyhole) 

SE 

Other legislation (e.g. limits on specific 

product categories) 

ES, EL, FI 

Notes: * All legal acts apply to products sold to final consumer.  Ruminant trans fats are exempt in all cases. 

FI presence in two categories matches source document. 

Source: EC, 2010. Report from the Commission to the European Parliament and the Council regarding trans 

fats in foods and in the overall diet of the Union population. SWD(2015) 268 final, updated in May 2018.  

Table 2424 provides an overview of existing national measures in EU Member States that 

were in force at the point of completing this IA. Some Member States (i.e. AT, DK, LV, 

                                                           
216

  Notification 2017/535/RO, standstill period until 24 May 2018 
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HU, LT, SI) have implemented or adopted legislation on industrial trans fats content of 

foodstuffs. In other Member States voluntary measures can be observed, either industry 

self-regulation (e.g. BE, DE, NL, PL, UK, EL), voluntary dietary recommendations (e.g. 

BG, MT, SK, UK, FI) or voluntary composition criteria for specific products (e.g. EE). 

Romania transmitted to the Commission draft legislation to impose a legal limit to 

industrial trans fats content in food.
216

 

Member State legislation differs in approach. E.g., Austrian/ Hungarian legislation 

established a maximum content of trans fats at 10 % of the total fat content where the total 

fat content is less than 3 % of the product, and at 4 % where the total fat content is between 

3 % and 20 % of the product.  

A more complete overview can be found in Table 25 below: 

Table 25 Overview of Member State measures 

 Scope   Restriction Derogations 

Denmark 

(2003) 

Industrial trans fats, 

products sold to final 

consumers 

< 2g trans fats 

in 100 g total 

fat
217

 

(not applicable anymore) 

Austria 

(2009) 

Industrial trans fats D1: In processed foods with less than 

20% total fat content, industrial trans 

fats up to 4% 

D2: In processed foods with less than 

3% total fat content, Industrial trans 

fats up to 10% 

Hungary 

(2013) 

Industrial trans fats, 

products sold to final 

consumers 

D1, D2 

Latvia 

(2015) 

Industrial trans fats D1 

Slovenia 

(2017) 

Industrial trans fats ./, 

Romania 

(2017) 

Industrial TFAs ./. 

Lithuania 

(2017) 

Industrial TFAs D1 

D1: derogation 1  D2: derogation 2 

                                                           
217

  For Denmark: 100 g total fat or oil. 



 

120 
 

A very recently notified draft national measure
218

 proposes to address the trans fats 

problem by banning the use of trans fats containing hydrogenated oils as an ingredient for 

a special type of food products. 

In the consultation that preceded the adoption of the Commission's report on trans fats, 

several national competent authorities indicated that they were prepared to proceed with 

national measures in the absence of EU action.
219

  Some food business operators have 

taken voluntary action to reduce or eliminate industrial trans fats from their products in 

action orchestrated at EU level by representative organisations (such as CAOBISCO and 

FEDIOL). In Belgium, Germany, the Netherlands, Poland, the UK and Greece, voluntary 

self-regulation measures have been agreed with the food industry.  

EU legislation 

EU legislation sets legal limits for trans fats in infant formula and follow-on formula (3 % 

of the total fat content of the food, to allow for the use of milk, which naturally contains 

ruminant trans fats, as a source of fat).  

Regulation (EU) No 1169/2011 on the provision of food information to consumers requires 

since 13 December 2014 to specify in the ingredients list of all pre-packed foods (non pre-

packed foods are not covered by this provision) whether refined fats/oils are partly 

hydrogenated. The Regulation however does not require the indication of the exact trans 

fats content of foods in the nutrition declaration. It is important to note in this context that 

Regulation (EU) No 1169/2011 also prohibits operators from declaring the trans fats 

content of foods on nutrition labels on a voluntary basis. It was indeed considered that this 

possibility would be used as a marketing tool by some operators only and lead to 

consumers' confusion. 

Legal measures outside the EU 

Legal measures limiting the content of industrial trans fats in foods exist also outside the 

EU (e.g. in Switzerland, Iceland, Norway as well as in the US, where the Food and Drug 

Administration concluded in 2015 that partially hydrogenated oils, the primary dietary 

source of industrial trans fats, are no longer to be considered as 'generally recognized as 

safe' (GRAS) for use in food). The U.S. Government introduced a ban on partly 

hydrogenated oils because they are the primary dietary source of industrial trans fats in the 

USA. Although all refined edible oils contain some industrial trans fats as an unintentional 

by-product of their manufacturing process, industrial trans fats are an integral component 

of partly hydrogenated oils and are purposely produced in these oils to affect the properties 

of the oil and the characteristics of the food to which they are added.
220

 For the purposes of 

this declaratory order, the Food and Drug Administration is defining partly hydrogenated 

                                                           
218

  Notification: 2018/0167/E, the purpose of the draft decree is to regulate the use of the term óartisan' or 

óartisanal' for food products 
219

  EC, 2015. Report from the Commission to the European Parliament and the Council regarding trans fats 

in foods and in the overall diet of the Union population. SWD(2015) 268 final 
220

  USFDA (2017) Final Determination Regarding Partially Hydrogenated Oils (Removing Trans Fat). 

(https://www.federalregister.gov/documents/2015/06/17/2015-14883/final-determination-regarding-

partially-hydrogenated-oils) 

https://www.federalregister.gov/documents/2015/06/17/2015-14883/final-determination-regarding-partially-hydrogenated-oils
https://www.federalregister.gov/documents/2015/06/17/2015-14883/final-determination-regarding-partially-hydrogenated-oils
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oils as those fats and oils that have been hydrogenated, but not to complete or near 

complete saturation, and with an iodine value greater than 4. Use of partly hydrogenated 

oils in foods will be phased out in the U.S. market by June 2018. The US performed 

analysed the cost and benefits of the legal measure.
221

  

In 2017, Canada adopted a measure prohibiting the use of partly hydrogenated oils in foods 

by adding them to the list of contaminants and other adulterating substances in food, a 

decision which was confirmed in February 2018 by the adaptation of other rules.
222

 

Consumer knowledge regarding trans fats  

In 2013 and 2014, a study on the impact of food information on consumers' decision 

making was carried out, including substantial research on consumer knowledge about trans 

fats and partly and fully hydrogenated oil and the potential impact of a mandatory trans 

fats labelling on consumers' decision making.
223

 

The online ólaboratoryô experiments were conducted in eight member states (United 

Kingdom, France, Germany, Italy, Spain, Finland, Poland, and Romania) in September 

2013, addressed to a total of 6337 respondents (number of responses are given in Figure 8). 

A questionnaire with online panellists included the simulation of various shopping and 

consumption scenarios to collect relevant choice observations on various policy areas, 

including trans fats.  

The study identified potential awareness drivers for decision making of consumers, as one 

key requirement for making healthier choices in the tested scenarios is a minimum level of 

awareness and the correct evaluation of the various fat types. This data was collected by 

the contractor performing the study, TNS, before the experimental part of the survey with 

the following results:  

¶ Almost everyone had heard of saturated fat previously and around half correctly 

classified it as something unhealthy;  

¶ Compared to that, the general awareness of all of the other fat types (trans fats, 

partly hydrogenated oil, fully hydrogenated oil) is significantly lower. Around 30 % 

claim to have never heard of them. Amongst those aware of each type of fat, only 

around half were able to judge whether it is something healthy or unhealthy;  

¶ Overall, trans fat seems to have a more unhealthy image than partly hydrogenated 

oils or fully hydrogenated oils;  

¶ Fully hydrogenated oil seems to have a slightly unhealthier image than partly 

hydrogenated oils. 

 

 

                                                           
221

  Bruns R (2015) Estimate of Costs and Benefits of Removing Partially Hydrogenated Oils (PHOs) from 

the US Food Supply. US Department of Health and Human Services. 
222

  Quote from the Canada Gazette accessible at http://gazette.gc.ca/rp-pr/p1/2018/2018-02-10/html/reg2-

eng.html. 
223

  TNS (2014) Study on the Impact of Food Information on Consumersô Decision Making.   

http://gazette.gc.ca/rp-pr/p1/2018/2018-02-10/html/reg2-eng.html
http://gazette.gc.ca/rp-pr/p1/2018/2018-02-10/html/reg2-eng.html
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Figure 7 Awareness of fat types 

 

Figure 8 Evaluation of fat types 
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ANNEX 9: Additional information on trans fats intakes in the 

population and presence in foods 

Data presented in this Annex is extracted from a JRC report published in 2014 with data 

collected before this year
224

. 

Trans fats presence in foods in Europe 

Data contained in 13 studies collected by JRC are analysed in detail in Table 21. These 

studies are national surveys, national reports, local surveys, original studies or market 

basket surveys providing estimated per capita exposure to trans fats. Not all studies report 

intakes of the same population groups and not all have provided information by gender and 

age groups. It is important to note the many differences between the studies considered and 

the limitations these differences entail. Importantly, the results presented below reflect 

only the data on the trans fats intake of the population groups analysed in the studies 

considered here and cannot be seen as representative of the European trans fats intake. 

Figure 9 Availability of data on trans fats consumption/intakes in the EU28.  

 

 

Red: Not representative country sample  

Blue: Representative country sample (wide age range) 

Violet: Representative country sample (narrow age range) 

grey: no data available      

 

                                                           
224

  Mouratidou T et al., 2014, Trans Fatty acids in Europe: where do we stand? JRC Science and Policy 

Reports http://publications.jrc.ec.europa.eu/repository/bitstream/JRC91353/lbna26795enn.pdf 
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Table 26 provides an overview of mean and median trans fats intakes (trans fats percent of 

energy intake (E%) and trans fats g per day) by gender and age when possible. Among the 

population groups analysed here, male and female Croatian University students aged 18 to 

30 years, Swedish boys aged 8 and 11 years respectively, Spanish males and females aged 

18 to 30 years, British male and female participants of the Low Income and Nutritional 

Survey, and French females aged more than 55 and between 3 and 10 years, all have intake 

average values above the 1 % of energy intake. When the revised WHO recommendation 

is finally published in its current draft form, the analysis has to be performed again to 

assess the magnitude of the population that has intakes at or above 1 % of energy intake. 

The highest median trans fats intakes as a fraction of energy are observed in British male 

and female participants of the Low Income and Nutritional Survey, followed by Swedish 

males and females of all ages who also have the highest trans fats intakes in grams per day 

together with German males (data from 2013). 

Table 26 trans fats intake of various population groups as reported in the thirteen studies 

analysed 

Country Study Gender  

Age or  

age range 

(yrs)  

Mean 

TFA  

E%  

Median 

TFA 

 E% 

Mean 

TFA 

(g/day) 

Austria  Elmadfa et al. 2008 (71) M/F 14-36 0.39 0.23 0.97 

Finland Patury et al. 2008 (72) M 25-64 0.4   1.1 

    M 65-74 0.4 
 

0.8 

    F 25-64 0.4 
 

0.8 

    F 65-74 0.4 
 

0.6 

  Kyttälä P et al. 2008 (73) F 1 0.3 0.2 0.3 

    F 2 0.4 0.5 0.5 

    F 3 0.4 0.6 0.6 

    F 4 0.5 0.6 0.7 

    F 6 0.5 0.7 0.8 

    M 1 0.2 0.2 0.3 

    M 2 0.4 0.5 0.5 

    M 3 0.4 0.6 0.6 

    M 4 0.5 0.6 0.7 

    M 6 0.5 0.7 0.8 

France Afssa 2009 (74) M 18-34   0.93 0.95 2.66 

    M 35-54   0.94 0.94 2.67 

    M 55   0.96 0.94 2.56 

    F 18-34   0.99 0.99 2.03 

    F 35-54   0.97 0.95 2.03 

file:///C:/Users/bodenst/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/ZXBLG2JC/Trans%20fats%20RSB%20IAQC%20replies%20meeting%2013%20June%202018findocx%20(2).docx%23_ENREF_71
file:///C:/Users/bodenst/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/ZXBLG2JC/Trans%20fats%20RSB%20IAQC%20replies%20meeting%2013%20June%202018findocx%20(2).docx%23_ENREF_72
file:///C:/Users/bodenst/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/ZXBLG2JC/Trans%20fats%20RSB%20IAQC%20replies%20meeting%2013%20June%202018findocx%20(2).docx%23_ENREF_73
file:///C:/Users/bodenst/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/ZXBLG2JC/Trans%20fats%20RSB%20IAQC%20replies%20meeting%2013%20June%202018findocx%20(2).docx%23_ENREF_74
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    F >55   1 0.99 2.02 

    M 3-10   0.99 0.98 1.92 

    M 11-14  0.93 0.91 2.11 

    M 15-17   0.91 0.87 2.15 

    F 3-10   1.02 0.99 1.77 

    F 11-14   0.96 0.96 1.86 

    F 15-17  0.93 0.9 1.71 

    M/F 18+ 1   2.3 

    M/F <18   0.8 
 

1.9 

Netherlands  

van Rossum et al. 20011 

(76) 
M 7-8     0.5 1.1 

    F 7-8     0.5 1.2 

    M 9-13     0.5 1.3 

    F 9-13     0.5 1.2 

    M 14-18     0.5 1.4 

    F 14-18     0.5 1.2 

    M 19-30    0.5 1.5 

    F 19-30     0.5 1.2 

    M 31-50     0.5 1.5 

    F 31-50     0.6 1.2 

    M 51-69     0.6 1.5 

    F 51-69    0.6 1.3 

  Ocke et al. 2008 (77) M 2-3   0.8 0.7 1.2 

    F 2-3   0.7 0.7 1.1 

    M 4-6   0.8 0.8 1.4 

    F 4-6  0.8 0.8 1.4 

Spain Mayneris et al. 2010 (78) M/F 18-30   1.05   
 

    M/F 31-50  0.88 
  

    M/F 51-65   0.79 
  

    M/F 65+  0.61 
  

United Kingdom Nelson et al. 2007 (80) M 19-34   1.2 
 

3.1 

    M 35-49   1.4 
 

3.1 

    M 50-64   1.3 
 

2.7 

    M 65+   1.3 
 

2.5 

    M 2 1̧0   1.2 
 

2.2 

    M 11 1̧8   1.2 
 

3 

file:///C:/Users/bodenst/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/ZXBLG2JC/Trans%20fats%20RSB%20IAQC%20replies%20meeting%2013%20June%202018findocx%20(2).docx%23_ENREF_76
file:///C:/Users/bodenst/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/ZXBLG2JC/Trans%20fats%20RSB%20IAQC%20replies%20meeting%2013%20June%202018findocx%20(2).docx%23_ENREF_77
file:///C:/Users/bodenst/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/ZXBLG2JC/Trans%20fats%20RSB%20IAQC%20replies%20meeting%2013%20June%202018findocx%20(2).docx%23_ENREF_78
file:///C:/Users/bodenst/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/ZXBLG2JC/Trans%20fats%20RSB%20IAQC%20replies%20meeting%2013%20June%202018findocx%20(2).docx%23_ENREF_80
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    F 19-34   1.2 
 

2.1 

    F 35-49  1.2 
 

2.1 

    F 50-64   1.2 
 

2.1 

    F 65+   1.4 
 

2.2 

    F 2 1̧0   1.1 
 

1.9 

    F 11 1̧8   1.2 
 

2.4 

  Lennox et al. 2013 (81) M/F 4-6* 0.1 
 

0.1 

    M/F 7-9* 0.2 
 

0.2 

    M/F 10-11* 0.3 
 

0.3 

    M/F 12-18* 0.5 
 

0.6 

  Bates et al. 2011 (82) M 4 1̧0  0.8 0.7 1.3 

    M 11 1̧8  0.7 0.7 1.6 

    M 19 6̧4  0.7 0.7 1.8 

    M 65+   0.9 0.8 1.9 

    F 4 1̧0  0.8 0.7 1.3 

    F 11 1̧8  0.7 0.7 1.3 

    F 19 6̧4   0.7 0.7 1.3 

    F 65+  0.8 0.8 1.4 

    M/F 1.5-3   0.7 
 

0.9 

    M/F 4 1̧0   0.8 
 

1.3 

    M/F 11 1̧8  0.7 
 

1.5 

    M/F 19 6̧4   0.7 
 

1.5 

    M/F 65+   0.8 
 

1.6 

Croatia  Satalic et.al 2007 (83) M 18-30   1.1 1.2 
 

    F 18-30  1.2 1.1 
 

    M/F 18-30   1.1 
  

Sweden Barbieri et al. 2006 (79) F 4   0.9 0.9 1.6 

    F 8   0.9 0.9 1.9 

    F 11  0.9 0.8 1.8 

    M 4   0.9 0.8 1.6 

    M 8   1 0.9 2.1 

    M 11  1 0.9 2.1 

Germany  BfR 2013 (75) M** 14-80  0.80  0.73 2.3 

    F** 14-80 0.74  0.7 1.59 

  M*** 14-80  0.66 0.62 1.9 

file:///C:/Users/bodenst/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/ZXBLG2JC/Trans%20fats%20RSB%20IAQC%20replies%20meeting%2013%20June%202018findocx%20(2).docx%23_ENREF_81
file:///C:/Users/bodenst/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/ZXBLG2JC/Trans%20fats%20RSB%20IAQC%20replies%20meeting%2013%20June%202018findocx%20(2).docx%23_ENREF_82
file:///C:/Users/bodenst/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/ZXBLG2JC/Trans%20fats%20RSB%20IAQC%20replies%20meeting%2013%20June%202018findocx%20(2).docx%23_ENREF_83
file:///C:/Users/bodenst/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/ZXBLG2JC/Trans%20fats%20RSB%20IAQC%20replies%20meeting%2013%20June%202018findocx%20(2).docx%23_ENREF_79
file:///C:/Users/bodenst/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/ZXBLG2JC/Trans%20fats%20RSB%20IAQC%20replies%20meeting%2013%20June%202018findocx%20(2).docx%23_ENREF_75
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  F*** 14-80 0.65 0.61 1.4 

SD: standard deviation; E%: percentage of energy; M/F: male/female, yrs: years; TFA: trans fats 

*age in months  **data from 2009  ***data from 2013 
 

 

Trans fats presence in foods in Europe 

Examples of products found to contain trans fats in considerable amounts in Member 

States, generally of industrial origin, are frying fat also for industrial use, stick margarines, 

margarine used to produce pastry products, bakery products, biscuits, wafers, 

confectionary products including those with cocoa coatings such as covered puffed rice, 

soups and sauces.  

The data contained in 23 studies analysed by the JRC in 2014 are provided here in detail. 

These studies are either scientific peer-reviewed articles or national reports. In total, they 

contain data on the trans fats content of 3333 food products. It should be noted however, 

that not all studies report trans fats content in a similar manner. For example, some studies 

discriminate different trans fats isomers while others report on total trans fats content only, 

some report trans fats content as g trans fats per 100 g total fat while others report g of 

trans fats per 100 g of food. Therefore, the results below do not always cover data derived 

from all 3333 food products but rather for which data was available. In few cases the sum 

of an x number of the same food products was reported as one mean value and as one value 

is considered in this analysis. It is important to note the many differences between the 

studies considered here and the limitations these differences entail. Importantly, the results 

presented below reflect only the data on the food products analysed in the studies 

considered here and cannot be seen as representative of the properties European food 

products in general. 

Because the individual studies considered in the JRC analysis report food products/groups 

in different ways, for the purpose of the JRC analysis, these food products were re-

assigned to one of the 14 food categories described below
225

. The choice of categories was 

based on products characteristics e.g. fast-food, retail products as reported in the 

publication and also reflected groupings used in other reports. Figure 10 shows the 

outcome of this re-distribution into fourteen different food group categories. The majority 

of the foods analysed for trans fats presence in the studies considered here are biscuit, bun, 

cake and pastry products (35%), followed by food products in the categories of fats and 

oils, convenience, fast food, and bakery products. Dairy products, milk-based desserts, 

savoury snacks and meat and meat products were also tested albeit less often and are 

therefore less represented in this analysis.    

                                                           
225

  (1) Biscuits, buns, cakes and pastries (2) Fats and oils: Margarines, blended spreads, butter, vegetable oil 

shortenings (3) Convenience products: ready meals, canned food, instant soups, pizza (4) Fast food 

products: burgers, fries, takeaway desserts (5) Bakery products: bread, bread rolls, breadsticks (6) Dairy 

Products: cheese, cream (7) Varia: bullions, aloe vera juice, gluten-free products (8) Savoury biscuits, 

crackers, crisps, popcorn (9) Chocolate confectionery and chocolate spreads (10) Sugar products: candies, 

ice cream lollies (11) Meat and meat products: beef, lamp pork sausages (12) Cereal products: breakfast 

cereals, cereal bars (13) Milk-based desserts: ice-cream (14) Sauces, dressings etc.: gravy, curry sauce 
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Figure 10 Distribution of the food products considered in this analysis by fourteen food 

group categories.  The data concerns 3333 food products analysed in 23 different studies.  

 

 

Figure 11 Distribution of trans fats content in the food products included in the analysis 

(n=1225). The products included are those where the trans fats content was expressed as 

TFA g/100 g of total fat.  
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Overall, as can be seen in Figure 11 the trans fats content of the majority of foods analysed 

is below 2 g of trans fats per 100 g total fat (77% of which is below 0.5 trans fats g per 100 

g total fat). However, it must be noted that there are still foods available in the European 

market with high levels of trans fats 

Table 27 provides an overview of the trans fats content values extracted from the 23 

studies (detailed data in Table 23). A close analysis of the minimum and maximum values 

reported clearly show a high variation in the levels of trans fats present in different foods in 

terms of trans fats content per 100 g of total fat. These values can be as high as 54.00 g of 

trans fats per 100 g of total fat (a shortening reported in a Polish study), 49.2 g of trans fats 

per 100 g of total fat (popcorn reported in a Danish study) and 43.93 g of trans fats per 100 

g of total fat (microwave popcorn reported in a Swedish study). 

Table 27 Mean* trans fatty acid composition of food products (n) sampled in the twenty-

three studies analysed  

TFA (units as reported in original 

studies)  

 

n 

 

Minimum Maximum Mean*Ù 
Std. 

Deviation  

TFA (g/ 100 g total fat)** 2503 0.00 54.00 2.42 5.89 

TFA (g/ 100 g food product) 1193 0.00 16.80 1.30 2.96 

TFA: trans fats 

*The mean was calculated by the authors of this report, and was based on information reported by the authors 

of the original papers  

** For the purposes of this analysis, we have assumed that the terms TFA% of total fat and TFA g per 100g 

of total fat can be used interchangeably. Hence, such values were merged and are presented in the resultsô 

section under the term 'g TFA per 100 g total fat'. Trans fats values expressed as  % of total Fatty Acid 

Methyl Esters (FAME) were considered as % of total fat or, as above g trans fats per 100g total fat.  

ÿIn a limited number of studies (22), trans fats values were reported as  <2g/ 100g total fat,  <1g/100g total 

fat rather than a concrete value. This data has also been included in the analysis as a mean value (i.e. 1 for a 

reported value of <2 and 0.5 for a reported value of <1). 

 

Table 28 Food products, as reported in 17 studies, with trans fats content of Ó2 g per 100 g 

of total fat  

Country  Study Food products*  

 

TFA  

(g per 100 g of 

total fat)  

Poland Zbikowska et al. 2011 Shortening 15 54 

Denmark Bysted et al. 2009 Popcorn 1 49.2 

Sweden Mattisson et al. 2011 Micro popcorn (USA) 2466 43.93 
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Serbia Kravic et al. 2011 Biscuits 3A 42.5 

Sweden Mattisson et al. 2011 Tofutti creamy smooth 2428 40.31 

Serbia Kravic et al. 2011 Biscuits 4A 40 

    Biscuits 9A 39.8 

Estonia Meremäe et al. 2012 Shortening 8 39.5 

Sweden Mattisson et al. 2011 Tofutti cheddar sliced 2429 38.23 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Chocolate egg 37.3 

Serbia Kravic et al. 2011 Biscuits 6A 36.9 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Other confectionery products12 36.3 

    Chocolate egg 36.2 

Poland Zbikowska et al. 2011 Shortening 14 35.6 

Estonia Meremäe et al. 2012 Margarine 6 34.96 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Sweet biscuits, wafers, muffins 70 30.2 

    Chocolates 19 30.2 

    Sweet biscuits, wafers, muffins 47 29.8 

Serbia Kravic et al. 2011 Biscuits 17B 28.6 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Fondant, candies 10 27.6 

    Fondant, candies 5 27.5 

    Sweet biscuits, wafers, muffins 65 27.2 

Serbia Kravic et al. 2011 Biscuits 5A 26.4 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Cereals 24 26.2 

    Fondant, candies 6 25.8 

    Margarines 14 25.3 

Serbia Kravic et al. 2011 Biscuits 2A 24.8 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Cereals 25 23.9 

Poland Zbikowska et al. 2011 Shortening 17 23.1 

Ireland  Food Safety Authority of Ireland 

2008 

(96) Dried Gravy 22.5 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Sweet biscuits, wafers, muffins 108 21.9 

Serbia Kravic et al. 2011 Biscuits 7A 21.1 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Chocolate egg 20.3 

    Fondant, candies 11 20.1 

    Sweet biscuits, wafers, muffins 90 19.5 

    Sweet biscuits, wafers, muffins 110 18.8 

    Powder creams and coffees  14 18.8 
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Ireland  Food Safety Authority of Ireland 

2008 

(97) Dried Gravy 18.6 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Sweet biscuits, wafers, muffins 124 18.2 

Turkey Karabulut et al. 2007 Wheat flour cookie 17.71 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Sweet biscuits, wafers, muffins 60 17.2 

Poland Zbikowska et al. 2011 Shortening 16 16.3 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Sweet biscuits, wafers, muffins 84 15.7 

Serbia Kravic et al. 2011 Biscuits 8A 14.6 

    Biscuits 24C 14.5 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Sweet biscuits, wafers, muffins 17 14.1 

Sweden Mattisson et al. 2011 Wheat wholemeal rusks krisprolls 2450 14.1 

Austria  Wagner et al. 2008 Instant soups 13.8 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Sweet biscuits, wafers, muffins 26 13.6 

    Fondant, candies 7 13.4 

    Margarines 20 13.1 

Serbia Kravic et al. 2011 Biscuits 19C 12.6 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Margarines 48 12.5 

    Sweet biscuits, wafers, muffins 78 12.3 

    Sweet biscuits, wafers, muffins 91 12.2 

    Sweet biscuits, wafers, muffins 38 12.2 

Serbia Kravic et al. 2011 Biscuits 22C 12 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Sweet biscuits, wafers, muffins 16 10.9 

    Sweet biscuits, wafers, muffins 33 10.9 

Ireland  Food Safety Authority of Ireland 

2008 

(71) Dried Chicken Soup 10.7 

    (73) Dried Tomato Soup 10.7 

    (75) Dried Chicken & Bacon Soup 10.6 

    (72) Dried Beef & Vegetable Soup 10.6 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Sweet biscuits, wafers, muffins 28 10.5 

    Powder creams and coffees 3 10.5 

    Sweet biscuits, wafers, muffins 62 10.4 

Ireland  Food Safety Authority of Ireland 

2008 

(7) Reduced Fat Spread 59% 10.4 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Sweet biscuits, wafers, muffins 105 10.3 

    Sweet biscuits, wafers, muffins 71 10.1 

    Sweet biscuits, wafers, muffins 106 10.1 

    Sweet biscuits, wafers, muffins 103 9.9 
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    Margarines 47 9.7 

    Sweet biscuits, wafers, muffins 57 9.7 

    Sweet biscuits, wafers, muffins 104 9.6 

    Chocolates 14 9.5 

    Sweet biscuits, wafers, muffins 29 9.1 

Estonia Meremäe et al. 2012 Blended spread 6 9.08 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Margarines 18 9 

    Pastry, cakes 64 9 

Ireland  Food Safety Authority of Ireland 

2008 

(22) Fresh Lamb Gigot Chops 9 

Denmark Bysted et al. 2009 frozen potato 2 8.9 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Sweet biscuits, wafers, muffins 89 8.7 

    Pastry, cakes 72 8.2 

    Sweet biscuits, wafers, muffins 10 8 

Denmark Bysted et al. 2009 Cookies 17 8 

Serbia Kravic et al. 2011 Biscuits 13B 8 

    Biscuits 23C 8 

Austria  Wagner et al. 2008 Industrial margarines 7.83 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Sweet biscuits, wafers, muffins 11 7.8 

    Margarines 23 7.7 

    Sweet biscuits, wafers, muffins 107 7.7 

Estonia Meremäe et al. 2012 Shortening 3 7.64 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Sweet biscuits, wafers, muffins 27 7.5 

    Bakery products 28 7.4 

Germany Kuhnt et al. 2011 Doughnuts 7.34 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Margarines 38 7.3 

    Sweet biscuits, wafers, muffins 66 7.3 

    Pastry, cakes 39 7.2 

Ireland  Food Safety Authority of Ireland 

2008 

(1) Vegetable Fat Spread 70% 7.2 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Bakery products 39 6.9 

    Sweet biscuits, wafers, muffins9 6.9 

    Sweet biscuits, wafers, muffins21 6.9 

    Fondant, candies 14 6.9 

Ireland  Food Safety Authority of Ireland 

2008 

(30) Irish Cheddar 6.9 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Pastry, cakes 76 6.8 

    Pastry, cakes 28 6.6 
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Ireland  Food Safety Authority of Ireland 

2008 

(2) Reduced Fat Blend 59% 6.6 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Margarines 29 6.5 

    Margarines 30 6.5 

    Sweet biscuits, wafers, muffins 96 6.5 

    Pastry, cakes 69 6.5 

    Semi-cooked food 13 6.5 

    Pastry, cakes 83 6.3 

Ireland  Food Safety Authority of Ireland 

2008 

(31) Irish Cheddar 6.3 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Sweet biscuits, wafers, muffins 69 6.2 

    Pastry, cakes 78 6.2 

    Pastry, cakes 14 6.1 

Switzerland  Richter et al. 2009 Fine bakery products 6.07 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Margarines 27 5.9 

    Fondant, candies 13 5.9 

    Margarines 50 5.8 

    Bakery products 40 5.8 

    Pastry, cakes 77 5.8 

    Sweet biscuits, wafers, muffins 119 5.7 

    Fondant, candies 8 5.7 

    Pastry, cakes 74 5.7 

    Margarines 36 5.6 

    Sweet biscuits, wafers, muffins 18 5.6 

Ireland  Food Safety Authority of Ireland 

2008 

(9) Vegetable Fat Spread 70% 5.6 

Turkey Karabulut et al. 2007 Stick cracker 5.52 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Margarines 37 5.5 

    Pastry, cakes 55 5.5 

    Semi-cooked food 12 5.5 

Ireland  Food Safety Authority of Ireland 

2008 

(18) Vegetable Fat Spread 70% 5.5 

    (29) Irish Cheddar 5.5 

Turkey Karabulut et al. 2007 Cake, filled and covered 5.33 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Pastry, cakes 4 5.3 

    Pastry, cakes 57 5.3 

Turkey Karabulut et al. 2007 Wafer roll, filled 5.27 

Hungary National Food and Nutrition 

Institute of Hungary. 2013 

Bakery products 26 5.2 

    Pastry, cakes 56 5.2 

    Pastry, cakes 70 5.2 
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