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RECOGNIZING that FDA is charged with the enforcement of, among other
laws, the Federal Food, Drug, and Cosmetic Act, and the Fair Packaging and Labeling
Act,

Have reached the following understanding:

1. PURPOSE
The mutual goals of FDA and CNCA, in entering into this MOU, are to:

Establish a certification system that increases the likelihood that daily-use ceramicware
manufactured in the People's Republic of China and offered for import into the United
States complies with United States law. To that end, this MOU sets forth the Criteria for
Certification (the Criteria) of: 1) ceramicware to be exported directly from the People's

.Republic of China or from the People's Republic of China via Hong Kong to the United

States, as indicated by those involved in the trade (ceramicware manufacturers or
importers/exporters), and intended for use in the preparation, serving, or storage of food;
and 2) firins in the People's Republic of China manufacturing such ceramicware.

. Enable the FDA to reduce the frequency of its sampling of daily-use ceramicware from

factories in the People's Republic of China certified by CNCA/CIQ and offered for
import into the United States, in accordance with FDA's confidence in the effectiveness
of the CNCA/CIQ factory certification system.

. Provide for the cooperative exchange of scientific and regulatory information, technical

assistance, and research to help ensure the safety, quality, and proper labeling of

- ceramicware exported from the People's Republic of China and offered for entry into the

United States, under the terms of this MOU.

II. DEFINITIONS

For the purposes of this MOU, the Participants set out the following definitions:

. Action Level - means the concentration of an adulterant in or on a cbmmodity at which

FDA may take regulatory action against the commodity. The action level is non-
discriminatory, applies without distinction to domestic and imported products, and
reflects FDA's current thinking on the concentration of the adulterant in or on the
commodity at which regulatory action is appropriate.

Audit Sample - means a sample collected to verify analytical results provided through a
certification system or private laboratory analysis that purports to show that a product
complies with the Federal Food, Drug, and Cosmetic Act and/or FDA regulations.

. Certified Delivery Lot - means a quantity of ceramicware offered for entry into the

United States at one time, that is produced by a factory certified by a CNCA/CIQ, and is



in compliance with the CR. “RIAFOR.
CERAMICWARE set fO th

retail cartons in the lot are 1dent1ﬁed by a IQ stlcker/logo that s unprmted w1th the
standardized factory code of the CN CA/CIQ—cemﬁed factory N

mfoxmatmn rcgardmg its past hl’ tory o
Cosmetic Act or other information givin,
violative. i

F. Electronic Entry. Processmg stt
system wh1ch allows for a preudete :

percentage of such cleared erxtneq re ,,
among other things, the demonstrated de.
commﬂdxty/country/ﬁnn combinatior
xmplementmg regulatxons, and FD

bya set of three ﬁ gures that CNCA/ ( ~I, uses to desxgﬂate thc ‘factory number w1thm each =
province or city. S S ; . :

of firing. and the composmon and app cat

I Factory Lot Number or Productmn L@t N
that relates to both the date and period of man
conditions (manufacttmng date, kxln condit
the qualzty of the cerammware 2

pmnt to the honzontal plane passmg through the upper nm, tha d aes not exoeed 25
mllhmeters v



K. Hollowware - means ceramic articles having an mternal depth, as measured from the

lowest point to the horizontal plane passing through the upper rim, greater than 25
millimeters. The two categories of hollowware and their sub-categories are:

1. Large hollowware - Ceramic articles with a capacity of 1.1 liter or more.

a. Pitchers - Large ceramic hollowware vessels (sometimes known as
jugs) commonly used for storage and dispensing of fruit and vegetable
juices or other acidic beverages at or below room temperature.

Pitchers are generally manufactured without a lid but with a handle
and lip spout. Creamets, coffeepots and teapots are not considered to
be pitchers. Depending upon capacity, creamers, coffeepots and
teapots may be considered small or large hollowware.

b. Other (not including pitchers) - Ceramic vessels with a capacity of 1.1
liter or more. (Note that different action levels apply to pitchers than
to large hollowware other than pitchers under the Criteria.)

2. Small hollowware - Ceramic articles with a capacity of less than 1.1 liter.

a. Cups and Mugs - Small ceramic hollowware vessels commonly used
for consumption of beverages, for example, coffee or tea, at or above
room temperature. Cups and mugs usually, but not exelusively, have a
capacity of about 240 milliliters (240 ml) or 8 fluid ounces (8 fl. 0z.)
and are manufactured with a handle. Cups generally have a base and

- curved sides while a mug has cylindrical sides.

b. Other (not including cups and mugs) - Ceramic vessels with a capacity
ofless than 1.1 liter. (Note that different action levels apply to cups
and mugs than to small hollowware other than cups and mugs under
the Criteria.)

L. May Proceed Rate - means the rate of import entries entered into domestic commerce

without FDA physical examination or sampling that varies from a high near 100% for
commodity/country/firm combinations for which FDA has a high confidence of
compliance (e.g., particular firms have demonstrated a good compliance history and are
certified by a foreign government), to a low of at ot near 0% for commodity/country/firm
combinations for which FDA has a low confidence of compliance (e.g., firms with a
history of noncompliance with the Federal Food, Drug, and Cosmetic Act).

M. Sample - means portion of a certified delivery lot being offered for entry into the United

States that is intended to be representative of that lot. It consists of a number of units or
subsamples, collected as specified in Article V, governing SAMPLE COLLECTION.

Shipping Carton - means a box that contains one or more retail cartons of daily-use
ceramicware produced by a CNCA/CIQ-certified factory, has the CIQ sticker/logo with
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history of the CNCA/CiQ-certiﬁed factory and sufficient to provide a high
degree of confidence that the daily-use ceramicware exported to the United
States is in compliance with the Criteria;

Ensure that the CIQ laboratories that test. daily-use ceramicware to determine
its compliance with the Criteria follow the analytical procedures as described
in the ANALYTICAL METHODOLOGY set forth in Attachment A;

Authorize the export of and issue export certificates for daily-use céramicware
intended for export to the United States, either directly or transshipped
through Hong Kong or other countries, as indicated either by the manufacturer
or by the importer/exporter, only for those delivery lots that are in compliance
with the Criteria;

Require that all shipments of daily-use ceramicware intended to be exported

to the United States via Hong Kong or other countries, as indicated by either
the daily use ceramicware manufacturer or the importer/exporter, be sealed by
the CIQs in such a way as to help prevent opening during transit;

a. Work with manufacturers and CIQs to find solutions to any problems
found when daily-use ceramicware from a CNCA/CIQ-certified
factory and covered by this MOU are determined by FDA not to meet
the Criteria; '

b. Conduct an investigation if a daily-use ceramicware product from a
CNCA/CIQ certified factory is detained by FDA because of an
analytical finding of excessive levels of leachable lead or cadmium, to
determine the cause of the technical defect that led to the violation and
how it was remedied. CNCA should provide FDA with a full report, in
English, within three months of notification, on the findings of the
investigation and the corrective measures taken to ensure future
compliance;

Furnish FDA, upon request, with a copy, in both Chinese and English, of the
current procedures and regulations relevant to daily-use ceramicware
production/export and of the procedures/quality control plans used to ensure
that each production lot of daily-use ceramicware is in compliance with FDA
requirements; :

Encourage the development and use of lead-free and cadmium-free decals,
glazes and pigments in daily-use ceramicware and Chinese traditional
ceramicware production; and,
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5. Promptly notify CNCA and the First Secretary (Commercial) of the Embassy
of the People's Republic of China in the United States of any delivery lot or
pottion thereof of ceramicware covered by this MOU that is detained by FDA.
This notification, by the International Affairs Staff of FDA's Center for Food
Safety and Applied Nutrition, should include:

a. The CNCA/CIQ-certified factory number;
b. A copy of the accompanying CIQ certificate or certificate number;
¢. Production Lot number;

d. Quantity of daily-use ceramicware detained;

e. Commodity or the name of the produict and the style number or pattern
name; »

f. FDA's sample number;
g. Date sample collected;

h. Reason for detention, including the techmcal defect, e.g., defectlve
color in decal, if known;

i. Date of detention;
J- FDA's District Office that detained the product and Port of Entry;
k. Manufacturer/shipper name (Factory code, name and address); and
6. Provide advice to CNCA concerning approaches or actions that may be taken
by the manufacturer/shipper of the detained product to help ensure that
subsequent shipments are not detained.
7. On an annual basis, provide CNCA with results of any FDA analyses of daily-
use and other ceramicware offered for import into the Umted States from the

People's Republic of China.

IV. TECHNICAL INFORMATION EXCHANGE

The Participants intend to share expertise, provide assistance, and exchange
information. Such mutual cooperation may include, but is not be limited to:

A. Sharing current, new, and improved methods of sampling and testing of daily-use
ceramicware for lead and cadmium;
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VIL. PERIOD OF UNDERSTANDING

This MOU takes effect upon signature by both Participants and will continue for
five (5) years. The Participants intend to evaluate the MOU during the five-year period.
It may be extended or amended by written consent of the Participants. It may be
terminated by either Participant upon 30-days written notice to the other.

Signed at Rockville and Beijing in the English and Chinese Languages.

FOR THE U.S. FOOD AND DRUG
ADMINISTRATION,
DEPARTMENT OF HEALTH AND
HUMAN SERVICES OF THE
UNITED STATES OF AMERICA

@%qu:ﬁq\f y M;aw@;/

Andrew C. von Eschenbach, M.D.
Acting Commissioner of Food and Drugs

JG Moveathev Joos™

Date

FOR THE CERTIFICATION AND
ACCREDITATION ADMINISTRATION OF

‘THE PEOPLE’S REPUBLIC OF CHINA

q?q’;é%

Mr. Sun Da Wei \
Chief Administrator

/_z//z. /}éo{

Date

10



ATTACHMENTA

| Method 999.17 is ana ,éi'nat
procedure for low Ievels



ATTACHMENT B

CRITERIA FOR CERTIFICATION FOR EXPORT OF DAILY-USE CERAMICWARE

CNCA intends not to certify ceramicware factories that produce daily-use
ceramicware for export to the United States that contain levels of lead or cadmium that
exceed the following United States Food and Drug Administration guidance that is non-
discriminatory, and applies without distinction to domestic and imported products:

Large Hollowware

A. LEAD
, Maximum Level*
Category Action Basis Micrograms/mL
Flatware Average of 6 units 3.0
' N . 2.0
Small Hollowware other than cups, = Any one of 6 Units
mugs and pitchers .
Cups and mugs Any one of 6 units 0.5
Large Hollowware other than Any one of 6 units 1.0
pitchers
Pitchers Any one of 6 units 05
B. CADMIUM
Maximum Level*
Catego!y Action Basis Micrograms/mL,
Flatware Average of 6 units 0.5
Small Hollowware Any one of 6 units 0.5
Any one of 6 units 0.25

Micrograms of element per milliliter of four percent (4%) acetic acid leaching solution as
per cited analytical method. ‘

12
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