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Overview 

Overview of FCM controls 

Inspection and sampling 

 Challenges 

 Assumptions 

 Supports, for inspectors and industry 
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Framework Regulation (EC) No 1935/2004 

General requirements for all FCM + Mandate for specific measures 

 

SPECIFIC MEASURES 

 

Materials 
 

Substances 

 Ceramics  Directive 84/500/EEC 

 Regenerated cellulose film  
  Directive 2007/42/EC 

 Plastics  Regulation (EU) 10/2011 

 Recycled plastics  
  Regulation (EC) 282/2008 

 Active and intelligent Materials  
  Regulation (EC) 450/2009 

  Nitrosamines  
Directive 93/11/EEC 

  Epoxy substances 
Regulation (EC) 1895/2005 

GMP Regulation (EC) No 2023/2006 

EU Harmonised laws 
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• Coatings 

• Paper and board 

• Glass 

• Metals 

• Wood 

• … 

No specific EU legislation! 

Must comply with:  

• Framework Regulation 1935/2004 

• GMP Regulation 2023/2006 

[National legislation or recommendations] 

Industry guidelines 

Other materials? 
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Regulation (EC) No 178/2002, Article 17, requires 
MS to undertake Official Controls 

Regulation (EC) No 882/2004 details how the 
official controls are to be done 

Regulation (EC) No 1935/2004 specifies official 
controls on FCMs, in line with 882/2004 

 

Most MS have national legislation for official 
controls on food safety 

 

But responsibility to comply is always with the 
industry! 

EU Laws on official controls 
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Controls on controls 

Own checks by FCM industry  

Checks by food industry  

MS Official Controls  

FVO checks 
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CONTROLS IN IRELAND 



© FSAI 

Irish FCM checks 

Primary manufacturers  
(raw materials) 

Manufacturers 
(raw material to ‘FCM’) 

Food industry 
(Use articles to package food) 

Final consumer 

Retailers of articles 

Converters 
(‘FCM’ into articles) 

IMPORTERS OF FCMs 

Checks by NSAI 

Checks by food inspectors 
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Typical findings in FCM suppliers 

Positives 

• Applying quality systems 

• Having product/raw materials tested 

 

Negatives 

• Reliant on their suppliers for expertise 

• Poor declarations of compliance (where required) 

 

Any non-compliances are followed up 
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Irish FCM checks 

Primary manufacturers  
(raw materials) 

Manufacturers 
(raw material to ‘FCM’) 

Food industry 
(Use articles to package food) 

Final consumer 

Retailers of articles 

Converters 
(‘FCM’ into articles) 

IMPORTERS OF FCMs 

Checks by food inspectors 
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SAMPLING AND TESTING 
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FCM sampling and testing 

Food/FCM to be sampled Contaminant 

Nylon kitchen utensils Primary aromatic amines 

Foods in glass jars with 

plastics gaskets 

Plasticisers 

Ceramic kitchenware and 

metal cutlery 

Heavy metals 

Melamine kitchenware Formaldehyde 

Foods in printed cardboard Photo-initiators from the inks 

Plastic baby bottles Bisphenol A 
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Kitchen utensils awaiting testing 

Annual Report 2014, Public Analyst’s Laboratory, Dublin 
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Survey in 2011 on labelling, traceability, 
documentation supplied to food manufacturers 
with Plastic Food Packaging  
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RESULTS: LABELLING REQUIREMENTS 
(n=204) 

 

60% 

35% 

5% 
Food contact
statement present

Clearly intended to
come in contact with

food

Non compliant

*Article 15. Regulation No. 1935/2004 C
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97% 

3% 

Yes

No

RESULTS: TRACEABILITY TO THE 
PACKAGING SUPPLIER  

(n=204) 

*Article 17. Regulation No. 1935/2004 C
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4% 
16% 

80% 

Fully compliant

Mostly compliant

Significant Non
compliant

Declarations of compliance for plastics: 
overall assessment  

(n=176) 

But much detailed information was provided, 
which could be used to make a declaration of 
compliance in the correct format C
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…seems to be widespread 
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Challenges for official controls 

 

• FCM has complex legislation 

• Legislation changes constantly 

• The packaging technology changes 

• The toxicological concerns change 

• Laboratory facilities limited 

• Inspectors reliant on documentation 

• Competing priorities (food hygiene, contaminants, 
additives, labelling, etc, etc) 
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ASSUMPTION 1: 
HONESTY 
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Food ‘best before’ dates erased 
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Food crime  food police? 
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A real FCM declaration 
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FCM supply chain 

Primary manufacturers  
(raw materials) 

Manufacturers 
(raw material to ‘FCM’) 

Food industry 
(Use articles to package food) 

Final consumer 

Retailers of articles 

Converters 
(‘FCM’ into articles) 

IMPORTERS OF FCMs 
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ASSUMPTION 2: 
EXPERTISE 
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Effects on migration 

Increased temperature  
Increased contact time  

Increased contact area  

Increased % fat in food   
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Migration tests are done, using model 
‘foods’ for 5 food types  

Food type  Food simulant 
Aqueous foods:  10% ethanol/water 
Acidic foods:   3% acetic acid/water 
Alcoholic foods: 20% ethanol/water 
Fatty foods:   Vegetable oil or 50% ethanol 
Dry foods:  Tenax® polymer 

 
Temperature, surface area & contact time also 
affect migration 
 
So packaging may be suitable for some 
applications and not others:  

Does actual use match the intended 
use? 
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FSAI SUPPORTS 
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Supports for … 

Our Inspectors 

Manufacturers of FCM 

Importers/Distributors of FCM 

Food Businesses using FCM 

 

Available on www.fsai.ie (search 

‘Food contact materials’) 

http://www.fsai.ie/
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A Range of Educational Tools… 

Food Safety 
AUTHORITY OF IRELAND 

Welcome 

eLearning 
Centre 
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Interactive Video Tutorials 

Available on www.fsai.ie (search 

‘Food contact materials’) 

http://www.fsai.ie/
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Simple animations 
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Effects of temperature 
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Importance of S/V ratios 
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Effect of food types on migration 
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How do food business know how to use the 
FCM safely? 

…it must be declared in writing! 
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Helping to produce a better Declaration of 
Compliance for plastics 

http://easydoc.fsai.ie/ makes a checklist 

http://easydoc.fsai.ie/
http://easydoc.fsai.ie/
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Declaration for plastics: Reg. 10/2011 

1. Name & address of the business issuing declaration 

2. Name and address of EU manufacturer or importer of 
food contact material, or FCM substances 

3. Identity of the plastic material or substances 

4. Date of declaration 

5. Confirm that FCM complies with Reg 10/2011 & Reg 
1935/2004 

6. Information on any substances used for which there are 
restrictions under Reg 10/2011 to allow users to comply 

7. Information on any substances used for which there are 
restrictions under food law, to allow users to comply 

8. Specifications for safe use (foods, time/temp, S/V) 

9. For plastic multi-layer materials using ‘functional 
barrier’ layers, confirmation that finished FCM complies 
with relevant parts of Reg 10/2011 
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Sample of a 
Declaration 
of 
Compliance 
for plastics 
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Note to plastics suppliers 
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Producing safe FCM is an industry responsibility 
 

 

Food packaging and food industries need to co-
operate to ensure safe food, compliant with 
regulations 

 

Official controls to ensure it is safe are the 
responsibility of Member States 

 

Official controls check compliance with: 
• Regulation (EC) No 1935/2004 

• Rules on GMP 

• Specific and individual substances rules 
 

Supports are available 
 

Summary 
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