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Presentation Overview oy

Food Safety Law of 2009 (overarching law) EU General Food Law (Reg.
178/2002)

General Safety Requirements for FCM&A — GB 4806-1- Framework FC Regulation

2016 (GSS) (1935/2004)

General Hygienic Norms for Manufacture of FCM&A — GB GMP Regulation (2023/2006)
31603-2015 (GMP standard)

Plastics Standards: Plastics Regulation (10/2011)
GB 4806.6-2016: Plastic Resins
GB 4806.7-2016: Plastic Articles

Additives Standard: Plastics Regulation
GB 9685-2016 (Table A.1. refers to additives permitted in
plastics)

Migration Testing Standards:

GB 31604.1-2015: General Standard for Migration testing for
FCM&A

GB 5009.156-2016: General Standard for Migration Testing
Pretreatment for FCM&A
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Overarching Law: Food Safety Law kH

Adopted on June 1, 2009

- Replaced 1995 Food Hygiene Law
—> Last revised: October 1, 2015

- Implementing Regulation (draft for approval): August,
2017

» Mandates regulation of “food-related products” (e.g.,
food packaging, equipment, etc.)
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The National People's Congress of the People's Republic of China
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Food Safety Law KH

= FSL requires the Chinese authorities to
promulgate Food Safety Standards (FSS) for
food-related products

* Products not complying with an applicable Food
Safety Standard are unlawful!

* Prior to manufacturing or importing “new
varieties” of food-related products, companies
are required to obtain premarket approval from
the authorities

« Management Rules for the Administrative Approval of
New Varieties of Food Related Products (“Management
Rules™)
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Food Safety Law & Implementing Acts ku
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GB Food Contact Standards KH

* The Chinese authorities have been working diligently
over the last couple of years to consolidate varied
requirements in a more organized manner.

= On November 18, 2016, various long-awaited GB food
FCM&A standards were published
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GB Food Contact Standards KH

Effective from {
October 19, 2017

Effective from 7
April 19, 2017

Being Developed

GB 9685-2016 Uses of Additives
GB 4806.1-2016 General Safety Standard

GB 4806.6-2016 Plastic Resins

GB 4806.7-2016 Plastic Materials and Articles

GB 4806.8-2016 Paper and Paperboard Materials and
Articles

GB 4806.9-2016 Metal Materials and Articles

GB 4806.10-2016 Coatings and Coating Layers

GB 4806.11-2016 Rubber Materials and Articles

Adhesives Standard
Printing Inks Standard
Composite Material Standard
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General Rules Applicable to All FCMs kH

= GB 4806.1-2016 General
Safety Requirements for Food G

Contact Materials and Articles | ™™t mimmscbil
(“GSS” Standard)

v' Took effect on October 19, 2017 aesmai
v Applies to ALL types of FCM&A REBEHHENRERELER
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GB 4806.1-2016: GSS KH

= Contains definitions, including the following:

* “Food contact materials and articles”: Materials and articles that have
been/will be in contact with food or food additives (collectively “food” in this
definition) or the components of which may migrate to food during the
manufacturing, processing, packaging, transportation, storage and use of food

— Includes: Packaging materials, containers, tools, equipment for food
uses, printing inks, adhesives, lubricants oils which may come into

contact with foods

— Does not include: Detergents, disinfectants, public water facilities

SAFETY

.+ OML, SML, SML(T), QM FiRST/

 NIAS
 Functional barrier '
D1
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GB 4806.1-2016: GSS

NIAS

= |[mpurities in FCMs that are not intentionally
added, including impurities derived from raw
and auxiliary materials, decomposition
products, contaminants and residual reaction
Intermediates resulting from production and
use.

= GSS does not require that NIAS be explicitly
approved on GB 9685 or elsewhere \'A

» Manufacturer must control NIAS to ensure
the general safety and inertness
reguirements are met
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GB 4806.1-2016: GSS KH

Unlisted substances may be used in
food packaging provided they are used
behind a functional barrier

= Definition

« A barrier composed of one / more materials used to prevent
migration to food of substances behind it

= Requirements

Manufacturer must perform safety assessment on and control
unlisted substances behind the functional barrier to ensure
migration < 0.01mg/kg

Unlisted substance is not a carcinogen, mutagen, or
reproductive toxin (CMR) or nanomaterials

» Use of functional barrier NOT limited to plastics
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GB 4806.1-2016: GSS KH

= Basic requirements relating to FCM&A (Section 3.1 & 3.2)

v Must not migrate to food at levels that endanger human health

v Must not impart changes to ingredients, structure, or properties
of food (e.g., color, taste, aroma) when in contact with food

v Must not have technical effects on food
= Manufacture of FCM&A must comply with the GMP standard (3.7)

» Use of FCM&A must comply with the provisions of the national
food safety standards for the corresponding products

» Use of additives in FCM&A must comply with the provisions of
GB9685-2016
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GB 4806.1-2016: GSS KH

» Requires that migration testing be
performed in compliance with GB
31604.1 and GB 5009.156, unless

specific provisions apply
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GB 4806.1-2016: GSS KH

Labeling

» Finished food-contact materials and articles must be labeled to state
“for food contact,” “for food packaging” or similar language, or
contain the “spoon and chopsticks” graphic, except those clearly for
food-contact uses (e.g., chopsticks, frying pans)

= Other requirements are set but not really clear
= Where?
* To be provided on product or label

« If information cannot be displayed on product or label due
to technical reasons, the information may be displayed in
the instruction manual or accompagnying document
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GB 4806.1-2016: GSS KH

Traceability

* Producers must establish product traceability

-
- system

g
® @ DoC
-

» FCM&A operators must supply customers with a
DoC in Chinese covering:

v Applicable regulations and standards

v’ List of restricted substances and their restrictions (e.g.,
SMLSs)

v' Compliance with overall migration limit
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GMP Standard KH

= GB 31603-2015 General NE NS R

Hygienic Norms for
Manufacture of Food Contact
Materials and Articles ARBLERRL

RaEMB RS RETERIENE
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GMP Standard KM

= Sharing similar principles and certain similar
requirements (e.g., those on printing inks), GB 31603
contains more detailed requirements than the EU
GMP Regulation

« Plant environment, facilities and equipment, personnel,
requirements for raw materials, product traceability system,
product recall system, document management and record...
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GMP Standard KM

= GB 31603 generally applies to ALL food contact materials
and articles

« Technically speaking, applies to FCMs imported into
China as well

 Practically, related enforcement risks may be negligible
so long as product safety can be established

— Demonstration of compliance with applicable GMP regulation

In the jurisdiction of production, as well as product safety,
would be helpful
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Food-Contact Plastics KM

* GB 4806.6-2016 Plastic ResiIn
Standard

« GB 4806.7-2016 Plastic Articles
Standard
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GB 4806.6-2016: Plastic Resin Standard KH

= Positive list of 102 resins derived from:
* Prior GBs for various resins (PE, PET, PS, etc.)

 List of 107 resins (per 2010 “Clean-up” procedures,
which did not only cover plastics)
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GB 4806.6-2016: Plastic Resin Standard KH

= Scope
- Resins and resin blends used to produce food-
contact use plastic materials and articles

-> All components of the blend must be
iIndividually permitted

—> Captures non-vulcanized thermoplastic
elastomers (TPE)

ﬂ%
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GB 4806.6-2016: Plastic Resin Standard KH

= Definition of “Resins”

Macromolecular substances generated by means of
addition polymerization, condensation polymerization,
microbial fermentation polymerization, etc., and
chemically modified natural macromolecular substances;

also known as polymers

» Plastic resins must comply with GB 4806.1
= Must be listed in Appendix A
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GB 4806.6-2016: Plastic Resin Standard KH

= Sensory Requirements

Appearance With normal color, no abnormal odor or unclean objects, etc.

The soaking solution from the migration test shall be free
Soak from sensory deterioration, such as obvious coloring,
turbidity, precipitation, abnormal odor

= SML, SML(T), QM, and other applicable restrictions for
monomers and other starting materials are set in Appendix
A
- No OML

= Additives must comply with GB 9685-2016

= Migration testing must be done in accordance with GB
31604.1 and GB 5009.156
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GB 4806.6-2016: Plastic Resin Standard KH

= |abeling
» Must comply with GSS 4806.1-2016

+

» Must label the name of resin in accordance with
Appendix A

» In case of polymer blends, the names of all resins must
be labeled

» To be provided on label, instruction manual or
accompanying documents
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GB 4806.7-2016: Plastic Articles Standard KH

Scope

v Food-contact plastic materials and articles

v" Also captures non-vulcanized thermoplastic
elastomer materials and articles
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GB 4806.7-2016: Plastic Articles Standard KH

= Definitions

« Plastic materials include plastic pellets (slices),
masterbatch, and sheets

 Plastic articles: articles using plastic resins or
plastic materials as raw materials and which are
molded/processed into certain shapes

« Masterbatch: plastic additives (e.g., colorants, fillers,
stabilizers) in one or more resins which are then
processed into other plastic M&A
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GB 4806.7-2016: Plastic Articles Standard KH

= Must comply with:
e GSS 4806.1
e Plastic resin Standard 4806.6-2016

= Same sensory requirements as for plastic
resins

= Same labeling requirements as for plastic
resins i
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GB 4806.7-2016: Plastic Articles Standard KH

=  Physicochemical Specifications

Overall migration limit /(mg/dm?2)

Potassium permanganate consumption /(mg/kg)
Water, 60°C, 2h

Heavy metals (as lead)/(mg/kg)
4% (v/v) acetic acid, 60°C, 2h

Decoloration test Negative
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GB 9685-2016 / Additives Standard KX

1 Additives In food contact materials and
articles”

. e A RS M R E 5K b dE
« Substances added during the
manufacturing process of FCMs; also
iInclude processing aids added to promote HRELEKIA

. . R A R B T AR R AR
smooth production rather than improve
the quality or properties of the final

product

= Took effect on October 19, 2017

Copyright © 2018 | www.khlaw.com Keller and Heckman LLP



GB 9685-2016: Appendix A KH

Positive List of Additives
 Table A.1 Additives permitted for use in plastic materials and articles
« Table A.2 Coatings
« Table A.3 Rubber
« Table A.4 Printing inks
« Table A.5 Adhesives
« Table A.6 Paper
« Table A.7 Silicone rubber and others

Substance listings contain the following contents:

- Use Scope
FCA |[Chinese CASRN| & Max. Use SML/QM | SML(T) | SML(T) cher
No. Name Level (mg/kg) | (mg/kg) No. |Requirements
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GB Migration Testing Standards KH

» General Standard for Migration Testing for

Food Contact Materials and Articles !;ﬁ |
(GB 31604.1-2015) H % IR '“
- Effective date: September 22, 2016 2

- Imposes general requirements

* General Standard for Migration Testing
Pretreatment for Food Contact Materials and
Articles (GB 5009.156-2016)

« Effective date: April 19, 2017

* Details the manner in which to prepare testing
samples, etc. for migration testing
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GB Migration Testing Standards KH

» GB 31604.1 generally adopts testing
requirements set out in EU’s Plastics
Reqgulation

* Introduces new concepts in China (e.g.,
OML, FREF, etc.)

= Notable changes vs EU.:
» 4% acetic acid as simulant of food with pH <5
* No simulant for dry food

¢ Minimum SML testing time is 30 minutes
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Obligations of EU Converters Exporting to China KH

= Compliance of FCM In EU does not
automatically mean compliance with
Chinese standards

= Similar rules in EU and China BUT not
iIdentical

= Determining whether compliance with EU
IS sufficient Is a case-by-case
determination
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Obligations of EU Converters Exporting to China KH

= Converters must obtain from
suppliers complete and accurate DoCs
with Chinese Standards stating:

« Compliance with the GSS

» with the Plastic Resins Standard
 with the Additives Standard

* |f FB availed of, this must be stated

= Difficult in practice to obtain
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Obligations of EU Converters Exporting to China KH

* |n ideal situations where upstream compliance
well done, then converters would have to:
« comply with the Plastic Articles Standard, including
sensory requirements
 Issue DoC

« ensure labeling in accordance with GSS and Plastic
Articles Standard

= But since compliance with Chinese
requirements is rarely confirmed by EU
companies, EU converters are often obliged
to do the entire compliance work
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Obligations of EU Converters Exporting to China KH

= Testing done In accordance with EU
requirements should be accepted in China

 Verification case-by-case still needed
= No need to use Chinese lab

= \Worst-case calculations could be, In

principle, used in China to demonstrate
compliance with SMLs

 Also In petitions

= Mathematic modelling can be used but not
In petitions
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Obligations of EU Converters Exporting to China KH

= Compliance work with Chinese standards
stirs similar challenges as for EU
compliance work
* E.g., obtaining full formulation
(confidentiality)
= But additional challenges as legislation
not available in English and rules even
translated are not clear
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