Overview of US Food
Contact Legislation

< E R miiEMEhE

Speaker:
Parker Shi

Allie Tan

A TUVRheinland®
P

recisely Right.



.. et (i)
TOV 5KE: REBAMIIASRE R0
el

RE1872, SRR MEREN T REEENZE (===

] P'J
- > ) 2
4 A
p s
| i = :
Y e on ‘J(" .5 dingdao 'Un L4 'ﬁ
3 n § | Nar anghai .
( lapan
eek @ ingbo : ooaama
4
udapest | Hong Kon * Fukuoka
)
- I
S

2019 RTRZ: 21.441
EELSMNRT & 57%

\

€ 2,085 AEXIc=Ue- 2019
46%TBREBELISN AT

/A TOVRheinland®
P

recisely Right.

Systems ——————— ;= Industrial Services

& Cybersecurity
ﬁ!ﬂ 500ZAMIFERLL, 12 FCM SLIgE
O

Academy
& Life Care In 56 and 8 countries
TURERMELS
P 24 NS5k
&, b
Mobility SR 5 JkSsisi
\——— Products {Z'S%i}\iﬁ 2850 AUdItOrS A TuVRhein|and®

2 6/1/2020 TUV Rheinland FCM Group Precisely Right.


http://www.google.de/imgres?imgurl=https://www.jetblue.com/img/green/building-better-buildings.png&imgrefurl=https://www.jetblue.com/green/building/&h=197&w=198&tbnid=XyliV7YXZS3vRM:&zoom=1&docid=ESO8rjgeEBWEhM&ei=k6N1VfWDGYaCzAPHw4HACg&tbm=isch&iact=rc&uact=3&dur=992&page=3&start=62&ndsp=34&ved=0CJQCEK0DMEk

SEE N FumthE N BRI RUHRT A&
1z AU E AT EE SIS T

A Fk Z5 HiE [RimHIE

IRTE

BRI REE

AN
5

FTa A &MNTUARSS

HP LIRSS ‘

# 4.0F&
- - L o
A {SHRYE SRR A BRSS
ST

A {SHRYT R
1

3 6/1/2020 TUV Rheinland FCM Group

. ub




ARSI AR 2T

EAEZEH & SHIATRIRS —
BT ARS LS |

IR IR
- EART B
- YT & B AR

- WiiERrREE
- HENh
.« HEUL

EDH

B K
il =

HeEE

ip

KRR RAHERE
g ——  BETAEY

R BES T
- HIRE B A

'« FCM BEEIFMm. 1IRBR
ZEEARREMTSMRSE
- HlGR. FEME. _mEM

FFLEHIE RIS

JEHILLEERGS

4 6/1/2020 TUV Rheinland FCM Group

Suitable for Food
Contact

Regular Product
Surveillance

AN

= ®
TUVRheinland
CERTIFIED

www.tuv.com
ID 0000052047

TUVERE L & CQC IMIBARISEI =, BT HRIER
MBS LA RATUHANa T iz, BfE+E GB
TRAERER B AL,

TUVRheinland®

—_—

Precisely Right.



A IRILTKFCMUREES

Internal and external partnership lab Networks

Raw Material, Packaging, OEM / ODM,
Manufacturers Food industries, Distributors,

Retailers

Europe:
N ] ,
Cologne (headquarter) ;';g:eﬁ:(iiglmand

Nuremberg
Milan
Poland
North America:
Bentonville, US
Asia:

Greater China

(Hong Kong, Shenzhen, Shanghai,
Ningbo)

India - Gurgaon
Thailand - Bangkok
Vietnam - Ho Chi Minh
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Test program

Test every single

Composite test for Test only one component

component component made of out of all homogenous
homogenous material materials
- Composite testing of |- Select only one
3 components in representative sample
single test group for testing
Cost High Low
Risk level Low High
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FDA — Food and Drug Administration BraikAaYEEE

=

— Agency of the United States BXFBEFH1F4
— Federal Food, Drug, and Cosmetic Act (FFDCA)B&a. At
— Supervision of &

— Food safety Bia&LE

— Dietary supplementation fEE#*N 5
— Pharmaceutical drugs #3553

_ Medical devices [EfTI%E
— Cosmetics (IG5
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FDA

Definition of food additives BEaZRINFIEN
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= Food additives (Section 201(s) of the FFDCA) BEX¥ 3B . AmfMILEREE
— any substance the intended use of which results or may reasonably be expected to result, directly or
indirectly, in its becoming a component ...of any food (including any substance intended for use in
producing, manufacturing, packing, processing, preparing, treating, packaging, transporting, or holding
food; ...) EBIRMBRIEVEIERIANSIEATIEARIRRY, EfEakEkEt, R ARmA—MksD, BE=FIN
BEmFENEYR (BfERTE~. HiE. g% L. fil& . f18. EhHEdEa e ai Tl

SERRYII;...)
/ \
Direct food additive Indirect food additive
BEEEYRIN [EliEz3=e )it
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Route to Compliance

= FDA premarket approval FDA_ gl
— Title 21 Code of Federal Regulations BXfRETE AN SE2178
— Food Contact Notification (FCN) B¥J{EitE <

= Compliance policy guides SBERISREE

= Exemptions from regulation ZABITE
— GRAS status VAL S

— Prior Sanction E3kiE
— Threshold of Regulation (TOR) exemption M & JH#A(TOR)EA%R,

TUVRheinland®
Precisely Right.



Reqgulations

Title 21 Code of Federal Regulations BXfRETE A 215

= Code of Federal Regulations (CFR)
= Process¥iE
— Food Additive Petition system (FAP) B Gl BiEE 5%t

Submission of dossier (migration data, dietary exposure calculation) 23212 FB=21E,
MBZEEITEH)

Tranferralinto a regulation if successful (ISREIE/MIN, FIEEEZK—IHLE

Generic 1B FHRY

Inconsistent form of regulations due to change in FDA guidance over time FDAfEREHIZ S
M T AR AA—E

Processis still open ISFEKIAEFFHEY
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Reqgulations e

Title 21 Code of Federal Regulations BXfRETE A 215
= Food Additive Chapters BRiniIIFIET

— 21CFR = Food and Drugs B&Ff1Z553

— 21 CFR 170~ 199 = Food Additives B &Rz I05!

—~ 21CFR 174~ 178 = Indirect Food Additives [BJ#Z25 N5

— 21 CFR 175 = Adhesives and coating ¥4 & XIF0iREHBS
- 21 CFR 176 = Paper and paperboard Z&FN4%tRZB 55>

— 21CFR 177 = Polymers (plastics and fabric) ER&%]
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Reqgulations

Title 21 Code of Federal Regulations BXfRETE A 215
= Specifications are listed for different polymers and paper, for example

Ry AR E RIS M S BRI E R E7 A A B iR K
— CFR177.1520 Polyolefines (PP, PE) B2\#&I2
— CFR177.1640 PS BRX )%
— CFR 177.1460 Melamine 5%

— CFR 176.170 Paper £&F04EHx
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Reqgulations

Title 21 Code of Federal Regulations BXIREIE AN 2155

= Compliance Steps ST
— Definition of regulation X
— Composition requirements b5
— Criteriafor testing of material
MR
— Limitations fR{E

TITLE 21--FOOD AND DRUGS
CHRFTER I--FOOD ZND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH ANWND HUMAN SERVICES
SUBCHAPTER B—-FOOD FOR HUMAN CONSUMPTION (CONTINUED)

PART 177 —--— INDIRECT FOOD ADDITIVES: POLYMERS

Subpart B--Substances for Use as Basic Components of S5ingle and Repeated Use Food Contact
Surfaces

Sec., 177.1550 Perflucrocarbkon resins.

Perfluorocarbon resins identified in this section may be safely used as articles or
components of articles intended to contact food, subject to the provisions of this section:

{a) Identity. For the purpose of this section, perfluorocarbon resins are those produced by:
(1) The homopolymerization and/or copolymerization of hexafluoropropylense and
tetrafluoroethylene, and (2) the copolymerization of perflucropropylvinylether and
tetrafluoroethylene (CAS Reg. Ho. 26655-00-5). The resins shall meet the eXtractives
limitations in paragraph ([d) of this section.

(b) Optional components. The perfluorocarbon resins identified in paragraph (a) of this
section as well a=s articles or coating made from these resins may include the following
optional components except that the resin identified in paragraph (a) (2) of this section may
not be used with the optional component, lithium polysilicate, mentioned in paragraph (b) (4)
of this section.
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Reqgulations e

Title 21 Code of Federal Regulations BXfRETE A 215
= Definition of Regulation TEX.
— Very precise definitions, if material does not meet definitions it is not covered

- FERRIIEN, MRVHATEEN, HABRER

= Composition Requirement p¢53
— Lists permitted additives, where these are not covered by general lists
— B EH—RRYERFAASERITCI R R I
— To be verified by supplier declaration passed along the supply chain, cannot be verified via

testing

- B EREIHNHEEAHNERE, AN T

A TUVRheinland®
Precisely Right.



) G OO TP PR AP
* * Kk *

* Kk Kk k Kk ok
* ok k k K

* k * Kk Kk *
* * k k

Reqgulations e

Title 21 Code of Federal Regulations BXfRETE A 215

Test criteria - type of testing varies between material AR /E- AR REIIRE ZEBU AR
— Total Extraction under fixed conditions BB R R ZEENE &/ >
Example: PC — CFR 177.1580 kk/ '

— Simulation tests acc. to real use f=HIESC{E AR \
Example: Paper and Paperboard—-CFR 176.170

— Extraction for checking residues of certain substances Z5B\;%, @B FLYIFRAVER
Example: Acrylnitrile copolymers — CFR 180.22 Acrylonitrile monomer extraction
— Physical tests to meet quality requirements H{TIIENXLiH EBREEK
Example: PP, PE - CFR 177.1520

Limitations PR
— For example restrictions on usage, food type or maximum temperature

- IREIERSY, RYEEEEESERE
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Food Contact Notifications Sy

Inventory of Effective Food Contact Notifications (FCN) B fefEftftithass
— Established by the Food And Drug Administration Modernization Actin 2000
2000FHEBMINZSYEIERIGETEL
— For materials, which are not covered by an existing clearance under a CFR chapter (e.g. Tritan)

X TECFRET FAKIA T BZAIEHE Tritan)

Process 13F&
— Gather information to support safety of the substance &S B LA IFHZYIRIVLZE
— FDAhas 120 days to review notification FDAB 120 KA B B EIEEN
— If there is no objection the FCN is automatically effective 120 days after submission
INERIFBERN, FCNTHRRZG120 KB4
— Only valid for the specific manufacturer listed in the notification Ri&RFAE SFr7BERYH ISR
http://mww.accessdata.fda.gov/scripts/fdcc/?set=FCN

A TUVRheinland®
Precisely Right.


http://www.accessdata.fda.gov/scripts/fdcc/?set=FCN

Food Additive Petitions vs.

Food Contance Notifications

_ Food Additive Petition Food Contact Notification
BminllRBERSR BEmiiEftitEhEs

Data £4E Requires similar data:
Chemical Identity, Intended conditions of use, Migration study, Estimate of
Dietary Exposure, Toxicological Review, Environmental Impace Assessment

. BERAYIEEE: :
WEEE, FTEEREN, IBAR, IXBEETA, SR, NRE
MG
Time Line BY{< 2-4 years 120 days X
Output it Regulation Food contact notification (published in
(CFR chapter) FDA's inventory)
RANEBFEEAE21H EBE RIS RN
Proprietary ¥ Generic 1B Proprietary ¥
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Compliance Policy Guides

= Compliance Policy Guides (CPG) i&<FIBEEIgS|
— Advise agency’s compliance staffs JIHIFSHIA RIRHEIN
— Derive from a request for an advisory opinion, from a petition from outside the Agency, or from a perceived need
for a policy clarification by FDA personnel kB & AR NANER, KEVHI/MNEPRIBER, SRBEFDAANRMBERE S
HNRE

— Not binding, but industry practise <2455, TI2TIIEHE

=  Ceramic [8&
— Restriction on Pb and Cd Contamination acc. to FDA CPG Sec. 545.400 and 450 £#FDA CPG Sec. 545.400 [
and 450BRHIEEFNRITHR
— Test method same with EU but different categories and limits #&U5;55REE{ERE, XFIFTBCEAE
— Test on six individual test specimens fE75MNEIZASIHAE i Tidie

= Silver plated hollowware §E{RZz28
— Restriction on Pb Contamination acc. to FDA CPG Sec. 545.500
ZSFDA CPG Sec. 545.500 PR#55 53

A TUVRheinland®
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Exemptions e

* GRAS Ri\ZZ2
— Generally Recognized As Safe (21 CFR 170.30) —fIA 2L 2
— Substance or material is evaluated as safe using scientificic procedures {ERRIZFE XS]

et RhA T2 h
— Self-declaration by the manufacturer Fh&EBE{T=EA

— GRAS affirmation petition GRASIEEH
— Past: GRAS Affirmation process which lead to a listing in 21 CFR 184 or 186
WX .GRASHIAIER, SEEMESIN21 CFR 184841867IZR+

— Now: Notification procedure which leads to either (1) FDA has no questions (2) FDA
doesnt find sufficient proof for GRAS classificiation (3) Ceased on notifiers request

" f)”b;f fﬁf@ggﬂ( 1)FDAAR XF(2) FDABEAD R HGRASIERRE 7o BUAKIE () RIERIE
JEskiE
https://mww.accessdata.fda.gov/scripts/fdcc/?set=GRASNotices

A TUVRheinland®
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Exemptions

GRAS RINEZ2
FDA considers common non-polymeric materials in contact with food as GRAS

FDAT S & RS S B A TS

Certain types and qualities of Stainless Steel, Aluminum & Glass

RLCRIF IR ERIASIN, IR

— Information is provided on an informal basis by FDA on request

FDANZRIZHIFIEDHHER

Prior Sanction S 3kt
Food packaging first brought under Food and Drugs Act in Additives Amendment 1958

BmEEHEVERIEL58F (RmfIZSminIFMEIESE) BHAY

Informal acceptancesissued FDA based on manufacturer inquiries before that
FDAMRIEZ RiHISRANERIAR T 7 IFEC RIS IERN

Until now recognition of these prior sanction letters, considered as GRAS

ZBRIALE, XEFRBIHUESESIANIRGRAS

) G OO TP PR AP
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* Kk Kk k Kk ok
* ok k k K
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* * k k
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Exemptions e

=  Threshold of Regulation (21 CFR 170.39) S2& 8RR LE A PRE]

— A substance which migration levels into the food are below the threshold of regulation if:
ETERT, TRARYRMIREERT ZHEE:
(1) The substance is not a carcinogen AND X4 A2 HUEY)
(2) The substance does not present any other health concern as 1 Z¥I R A F (eI B b {EER nlER
(a) use in question will only result in dietary concentrations at or below 0.5 ppb 1Z¥IRES B Geizit
A mPIERRIEEREFIRE, FMEMER/IFTEIET0.5 ppb
OR 8
(b) if the substance is regulated as direct food additive, and the dietary exposure to the
substance resulting from the proposed use is at or below 1% of the acceptable daily intake

HEEN BRI\ SRR, MEAESFINSESFTHRTERTIHEAERNLY%
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US State Legislation S

= California Prop 65 flM 65232
— Safe Drinking Water and Toxic EnforcementAct of 1986 1986FiX /K& &S =Y IRasiTE
— List of chemicals that are known to the State of California to JIFfERBIMN E5IHML YIRS
— cause cancer or SHUEESL
— birth defects or other reproductive harm H4EFRFEEEMMAEBE

— Warning label must be placed on the place of potential exposure (e.g. product, building, businesses)

if exposure exceeds the no-risk level IR BEFETTTXRKF, WIRESERZEVG@I6m. ERAD.
el) N EE SRR

— Enforcement though California Attorney Generals Office, consumer advocacies and citizens of
California (bounty hunters) NN SIEERIKIDNE. IBEENERFALFINNARESIBA) KT

— Court cases can give orientation on actual material limits &fRE{4a] LARISCIYIERIRES T IEE:

— Food contact court cases for e.g. ceramic and glass materials with decoration, aluminium cookware,
brass beverage dispensers, kitchen tools with grips, nylon cooking utensils, polycarbonate tableware

SeYERARERG, flahaRImMEENERE, BRE, SRR EEITEMER, Bk
ME, RxEEFER

TUVRheinland®
Precisely Right.




US State Legislation S

= California Prop 65 filf65iR=E —
— Recentlistings &7 —
— Bisphenol A XXERA
— Listed on Prop 65 as Reproductive Toxicant on May 11 2015
201595 H 11 H#%5 8655 RE=MNEIESY)
— About 100 60 day notices and 20 settlements filed so far
ZIBRTALE, 495100560 KAERFI20(F0EMY

— Product type: Polycarbonate dish ware, thermal receipt paper, PC consumer products with long skin
contact e.g. cell phone casings etc

B BRI E R, PR, NARBIEZE MmO RKISHRESRE, WFVIINEF
—  Styrene X%
— Listed on Prop 65 as Carcinogen on April 22 2016 201654 H 22 B #4858 65S 1R Z=RIEUEYD
— No 60 day notice or settlement on consumer products;H28 &= faiR 860 KANBEAEEE
— OEHHA doesnt include polymerized styrene in that listing

INEREREEMLDRERBRSHRIETINTIE

TUVRheinland®
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US State Legislation S

= California Prop 65 jJi}N65122
— Recent listings TS 73R

— PFOA/PFOS £&8 ¥R R EF:FIHh
— Listed on November 10th, 2017 2017511 H10B#AIAFIZE
— Usage: Water/ oil repellant treatment, Surfactant in the PTFE polymerization but

used up in the process FiE: BT BKANE, RIUSESOMERSIEAREEMES, 1
ERBEFERR

— No settlement yet, two 60-day notices for PFOA in make-up concealer
A THCUERE FPFOARIFD 60 RAVERN HARIXAK N

— Nickel 38

— Listed as carcinogen since 1989 1989445 9ZUE

— No settlement on consumer products so far 24 H B E P RIA SEFIRIMY

— Current listing of ‘soluble Ni compounds® as reprotoxic on October 26th, 2018

20185F10826H, “FIiAMRA S N ABE SR
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US State Legislation S

= Other legislation EfthZEE£Z

— Bisphenol A XYEpA

— FDAdoes not restrict BPA in food contact applications besides FDAAJR#IBPATER SeiZAtAINFH,
bRT
— Polycarbonate infant feeding bottles and sippy cups SERi&EREEER) LYHRFNINE
— Epoxy coated containers for powdered and liquid infant formula 2£22) LEc /5 $3F00 0 B EAER

EnE
— Many states released further restrictions to provide more protection iFZMHE TH— IR FETE
VAR ER 22 IR

— Focus on children’s food or beverage containers £13Y) LE B fRE I B2
— Some states covering also food containers for adult use —YeMNIFEIFEMAFRANE RS

— E.g. California, Connecticut, llinois, Maine, Massachusetts, Minnesota, New York, Vermont,
Washington

A TUVRheinland®
Precisely Right.



US State Legislation S

= Other legislation EfthZEExZ

— Perfluorinated chemicals in food packaging B AEZ&EFHEAER
— Washington Chapter 70.95G RCW & Maine Title 32, Chapter 26-A{&11/5H0 (fEEsREH) 55
70.95GE FAREMNIEBIAZREI2EH26-AF
— Polyfluoroalkyl substances (PFAS) not to be used in paper food packaging Z&wEYI&(PFAS)
BT RRAEEE
— Enforcedtwo years after the respective departments of ecology found safer alternatives fEfHX

ESE IR E L 2RI R /RSEE

— Polystyrene Foam Materials Ban Z2ARXK 2 & 8irtEt
— San Francisco/ New York

A TUVRheinland®
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US Food Contact

Legislation vs. Other
Countries

_

Authority fEA144 Food & Drug Administration (FDA) European Commission (EC) FREEEZ RS
BEndnnEEEs

Legislation set-up 37;% System of material or substance Material specific regulations, usually all
specific regulations with possible compliance pieces covered under one
cross-references and exemptions regulation, many materials un-regulated by

from regulation FFEWIEATEZR  EU BREIMHIINE, BEE—MERH
AR, FUBEENRNGIRINERER — SHFERENERE, REHEER

BRI EMER
Labeling No general marking of food contact
BoRinE materials 72 Tl l
Authorized labs 12  No authorization o355t No authorization FTo#51Y
LI

Ministry of Health, Labour and Welfare
(MHLW) B4, S5TAIERED

One specification covering all food
contact materials, official positive lists for
certain materials just now under

development—FPH&IRE LB R M
i‘éiﬁmgﬂ B RIEEF AR A4 HRYIE
5

Certain label requirements per the
Japanese Household Goods and Quality
Labeling Law
ggﬁfﬁrﬁﬁﬁmﬁiﬁﬁiﬂ’ﬁgﬁ

System of MHLW approved labratories]2
&, FIHHEFERARFRINEIR=
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