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K E Guidance for Industry: Use of Recycled Plastics
in Food Packaging (Chemistry Considerations)
August 2006 (¥RF%)

Il. Background

(B%)

Manufacturers of food-contact articles made from recycled plastic are responsible for ensuring that, like
virgin material, recycled material is of suitable purity for its intended use and will meet all existing
specifications for the virgin material. These requirements, which are described in 21 CFR, Parts 174
through 179, serve as the framework for the testing protocol and evaluation procedures outlined in this
guidance document. In particular, § 174.5 (General provisions applicable to indirect food additives),
subparagraph (a)(2) states, "Any substance used as a component of articles that contact food shall be of a

purity suitable for its intended use.”
(Bg%)

l1l. Recycling processes

B. Physical Reprocessing: Secondary Recycling

(B%)

Recyclers must be able to demonstrate that contaminant levels in the reformed plastic have been reduced
to sufficiently low levels to ensure that the resulting packaging is of a purity suitable for its intended use.
To produce a polymer with the desired qualities, however, additional antioxidants, processing aids, or
other adjuvants may need to be added to the recycled polymer. The type and total amount of these
additives must comply with existing authorizations, and any adjuvants already in the plastic may not react
during the recycling process to form substances whose safety has not been evaluated by the FDA. Use in
the recycled polymer of a new additive or an amount of an approved additive in excess of what is currently
authorized for the virgin polymer would require a food contact notification (FCN) or food additive petition
(FAP) (see the Food Ingredients and Packaging Approval and Notifications Programs). 4
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ﬂ COMMISSION REGULATION (EC) No 282/2008 of 27 March 2008 ($i#)

Article 4

Conditions for the authorisation of recycling processes

In order to be authorised, a recycling process shall comply withthe following conditions:

(a) the quality of plastic input must be characterised and controlled in accordance with pre-established
criteria that ensure compliance of the final recycled plastic material and article with Article 3 of
Regulation (EC) No 1935/2004;

(b) the plastic input must originate from plastic materials and articles that have been manufactured in
accordance with Community legislation on plastic food contact materials and articles, in particular
Council Directive 78/142/EEC of 30 January 1978 on the approximation of laws of the Member States
relating to materials and articles which contain vinyl chloride monomer and are intended to come into
contact with foodstuffs (1) and Directive 2002/72/EC;

(c) (i) either the plastic input must originate from a product loop which is in a closed and controlled chain
ensuring that only materials and articles which have been intended for food contact are used and any
contamination can be ruled out; or
(ii) it must be demonstrated in a challenge test, or by other appropriate scientific evidence that the
process is able to reduce any contamination of the plastic input to a concentration that does not pose a
risk to human health;

(d) the quality of the recycled plastic must be characterised and controlled in accordance with pre-
established criteria that ensure compliance of the final recycled plastic material and article with Article
3 of Regulation (EC) No 1935/2004;

(e) there must be established conditions of use of the recycled plastic whereby it can be ensured that the

recycled plastic materials and articles comply with Article 3 of Regulation (EC) No 1935/2004.
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