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Dated: March 20, 2006.
Joan F. Karr,

Acting Reports Clearance Officer, Centers for
Disease Control and Prevention.

[FR Doc. 06—2934 Filed 3—-24-06; 8:45 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control and
Prevention

Decision to Evaluate a Petition to
Designate a Class of Employees at
Blockson Chemical Company, Joliet,
lllinois, To Be Included in the Special
Exposure Cohort

AGENCY: Centers for Disease Control and
Prevention (CDC), Department of Health
and Human Services (HHS).

ACTION: Notice.

SUMMARY: The Department of Health and
Human Services (HHS) gives notice as
required by 42 CFR 83.12(e) of a
decision to evaluate a petition to
designate a class of employees at the
Blockson Chemical Company, in Joliet,
Ilinois, to be included in the Special
Exposure Cohort under the Energy
Employees Occupational Illness
Compensation Program Act of 2000. The
initial proposed definition for the class
being evaluated, subject to revision as
warranted by the evaluation, is as
follows:

Facility: Blockson Chemical
Company.

Location: Building 55.

Job Titles and/or Job Duties: Utility
Engineer, Laborer, Research Chemist,
Relief Operator, Plant Operator,
Maintenance and Pipefitter, Lead Mixer,
Operator, and Supervisor HF Acid.

Period of Employment: October 10,
1952 through December 31, 1962.

FOR FURTHER INFORMATION CONTACT:
Larry Elliott, Director, Office of
Compensation Analysis and Support,
National Institute for Occupational
Safety and Health, 4676 Columbia
Parkway, MS C—46, Cincinnati, OH
45226, Telephone 513-533-6800 (this is
not a toll-free number). Information
requests can also be submitted by e-mail
to OCAS@CDC.GOV.

Dated: March 21, 2006.
John Howard,
Director, National Institute for Occupational
Safety and Health Centers for Disease Control
and Prevention.
[FR Doc. E6—-4388 Filed 3—24—06; 8:45 am]
BILLING CODE 4163-18-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[FDA 225-06—8001]

Memorandum of Understanding
Between the Food and Drug
Administration, Department of Health
and Human Services, of the United
States of America and the Certification
and Accreditation Administration of
the People’s Republic of China
Covering Ceramicware Intended for
Use in the Preparation, Serving or
Storage of Food or Drink and Offered
for Export to the United States of
America

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is providing
notice of a memorandum of
understanding (MOU) between the Food
and Drug Administration, Department of
Health and Human Services, of the
United States of America and the

Certification and Accreditation
Administration of the People’s Republic
of China (CNCA).

The purpose of this MOU is to
establish a certification system that
increases the likelihood that daily-use
ceramicware manufactured in the
People’s Republic of China (China) and
offered for import into the United States
complies with U.S. law. To that end,
this MOU sets forth the criteria for
certification of ceramicware to be
exported directly from China to the
United States and intended for use in
the preparation, serving, or storage of
food, and for certification of firms in
China that are manufacturing such
ceramicware. These certifications will
enable FDA to reduce the frequency of
its sampling of daily-use ceramicware
from factories in China certified by
CNCA/China Entry-Exit Inspection and
Quarantine Bureaus (CIQs) and offered
for import into the United States, in
accordance with FDA’s confidence in
the effectiveness of the CNCA/CIQ
factory certification system.

DATES: The agreement became effective
January 26, 2006 (last signature date of
the Chinese version of the MOU).

FOR FURTHER INFORMATION CONTACT:
Matthew E. Eckel, Office of
International Programs (HFG-1), Food
and Drug Administration, 5600 Fishers
Lane, Rockville MD, 20857, 301-827—
4480, FAX: 301—-480-0716.
SUPPLEMENTARY INFORMATION: In
accordance with 21 CFR 20.108(c),
which states that all written agreements
and understandings between FDA and
others shall be published in the Federal
Register, the agency is publishing notice
of this MOU.

Dated: March 17, 2006.
Jeffrey Shuren,
Assistant Commissioner for Policy.
BILLING CODE 4160-01-S
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MEMORANDUM OF UNDERSTANDING

BETWEEN THE

FOOD AND DRUG ADMINISTRATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
OF THE UNITED STATES OF AMERICA

AND THE

CERTIFICATION AND ACCREDITATION ADMINISTRATION
OF THE PEOPLE'S REPUBLIC OF CHINA

COVERING CERAMICWARE INTENDED FOR USE IN THE PREPARATION,
SERVING OR STORAGE OF FOOD OR DRINK AND OFFERED FOR EXPORT TO
TIIE UNITED STATES OF AMERICA

PREAMBLE

The Participants of this Memorandum of Understanding (MOU), the Food and
Drug Administration (FDA), Department of Health and Human Scrvices of the United
States of America, and the Certification and Accreditation Administration of the People's
Republic of China (CNCA), hercinafter referred to as the "Participants,”

RECOGNIZING that the General Administration of Quality Supervision,
Inspcction and Quarantine of the People’s Republic of China (AQSIQ) is the
governmental body in charge of the import and export commodity inspection of the
People’s Republic of China and that CNCA is the administrative body authorized by the
State Council to take charge of daily-use ceramicware intended for export to the United
States,

RECOGNIZING that the China Entry-Exit Inspection and Quarantine Bureaus
(CIQs), under the authority of AQSIQ, are authorized by AQSIQ/CNCA to conduct the
inspections, and collect and examine representative samples of all exports of ceramicware
from China to ensure that qualified daily-use ceramicware from CNCA/CIQ certiticd
factories intended for export to the United States is safe for use in the preparation,
serving, or storage of food or drink, and
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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) firms 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 commodity 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
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in compliance with the CRITERIA FOR CERTIFICATION FOR EXPORT OF
CERAMICWARE set forth in Attachment B of this MOU (Criteria). A certified delivery
lot may consist of one or more factory lots or production lots. All shipping cartons and
retail cartons in the lot are identified by a CIQ sticker/logo that is imprinted with the
standardized factory code of the CNCA/CIQ-certified factory.

D. Daily Use Ceramicware - means ceramic dinnerware intended for use in the preparation,
serving, or storage of food or drink that usually are inexpensive, more durable items that
have the expectation of being commonly used by the consumer.

E. Detention Without Physical Examination - means FDA's administrative act of detaining
an import entry of a specified article without physical examination on the basis of
information regarding its past history of violation of the Federal Food, Drug, and
Cosmetic Act or other information giving rise to an appearance that the product may be
violative. :

F. Electronic Entry Processing System - means an automated FDA import entry processing
system which allows for a pre-determined percentage of import entries to be cleared by
electronic means for entry into commerce in the United States. The pre-determined
percentage of such cleared entries, referred to as a "may proceed rate,"” depends upon,
among other things, the demonstrated degree of compliance of the
commodity/country/firm combination with the laws enforced by FDA and their
implementing regulations, and FDA's level of confidence that the
commodity/country/firm combination complies with such laws and regulations.

G. Factory Code - means an alpha-numeric code consisting of three parts with a total of six
characters (five figures and one letter) for a particular plant. The first two figures
represent the province or city, followed by the letter "T" for ceramicware, and followed
by a set of three figures that CNCA/CIQ uses to designate the factory number within each
province or city. ’

H. Factory Lot or Production Lot - means a unit of ceramicware that is uniform and that
represents ceramicware from no more than one homogeneously milled slip from the same
materials. The factory lot or production lot must be uniform in the time and temperature
of firing and the composition and application of the decorations and glazes.

I. Factory Lot Number or Production Lot Number - means a number assigned by the factory
that relates to both the date and period of manufacture and denotes a distinct group of
conditions (manufacturing date, kiln conditions; materials, patterns, etc.) that may affect
the quality of the ceramicware.

J. Flatware - means ceramic articles that have an internal depth, as measured from the lowest
point to the horizontal plane passing through the upper rim, that does not exceed 25
millimeters.
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K. Hollowware - means ceramic articles having an internal 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. Creamers, 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 exclusively, 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
of less 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 or 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.

N. 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




Federal Register/Vol. 71, No. 58/Monday, March 27, 2006/ Notices

15193

A.

the CNCA/CIQ factory code imprinted on it, and has the factory name and code, the year
of production of the factory lot and the factory lot number printed on its exterior surface.

. Traditional Ceramicware - means the ceramic dinnerware, spoons and other ware that

might be used to contain or store foods and beverages. Such items are usually porcelain
items, hand-painted with soft lead-containing enamels, and highly decorated with vivid

“colors and intricate patterns, which have been found to leach unacceptable levels of lead.

The patterns are of red, yellow, and green, and referred to as "Longevity," "Flowers on
Black," and "One Thousand Flowers," for example.

II1. BASIC OBLIGATIONS
THE CNCA
CNCA intends to ensure that daily-use ceramicware products that are intended for export
to the United States comply with the provisions of this MOU. CNCA should direct the
CIQs to inspect and certify factories, and inspect and analyze samples, to ensure that
ceramicware intended to be exported to the United States complies with these
requirements and provisions.
To carry out its responsibilities, CNCA intends to:

1. Implement and oversee a daily-use ceramicware factory certification system;

2.

»

. Provide, on a continuing basis, FDA's Center for Food Safety and
Applied Nutrition with a nationally standardized listing of factory
names, addresses and codes of CNCA/CIQ-certified daily-use
ceramicware factories that export such daily-use ceramicware to the
United States;

b. Authorize the export of qualified daily-use ceramicware to the United
States only from CNCA/CIQ-certified factories;

a. Affix to each shipping carton and retail carton containing daily-use
ceramicware that meets the Criteria a CIQ “H” (for Health)
sticker/logo that is imprinted with the factory code of the CIQ-certified
factory;

b. Require that the factory lot or production lot number be on each
shipping carton of the daily-use ceramicware that is to be exported to
the United States;

4. Inspect and analyze factory lots or production lots of daily-use ceramicware to
be exported to the United States at a rate commensurate with the compliance
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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 ceramicware
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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11. Prevent, to the extent practicable, the export to the United States of
ceramicware which is not produced in a CNCA/CIQ-certified factory, such as
Chinese traditional ceramicware.

B. THE FDA
FDA intends to:

1. Sample and analyze certified delivery lots of daily-use ceramicware produced
in CNCA/CIQ-certified factories, and offered for import into the United States
to ensure that such lots exported from the People's Republic of China and
offered for import into the United States comply with the laws of the United
States administered by the FDA;

2. Adjust its electronic entry processing system and conduct surveillance
monitoring of daily-use ceramicware from CNCA/CIQ-certified factories at a
rate consistent with the Agency's confidence in the effectiveness of the
CNCA/CIQ factory certification system, so that the may proceed rate can be
higher for daily-use ceramicware firms identified/certified by CNCA/CIQ as
consistently producing and exporting daily-use ceramicware in accordance
with this MOU than the may proceed rate for other Chinese daily-use
ceramicware firms not so identified and certified;

3. Sample and analyze delivery lots of daily-use ceramicware from
manufacturers not on the list of factories certified by the CNCA/CIQ at a
relatively high review and sampling rate consistent with the FDA's concern
about possible lead and cadmium contamination of daily-use ceramicware
from these uncertified factories, and place such firms on detention without
physical examination when it appears that the firms do not meet FDA's
requirements;

4. Detain, at FDA discretion, without physical examination, subsequent delivery
lots of daily-use ceramicware from a CNCA/CIQ-certified factory whose
products appear to be, through previous analysis, in violation of the United
States laws administered by the FDA. All daily-use ceramicware from a
CNCA/CIQ-certified factory that produces violative daily-use ceramicware
may remain subject to detention without physical examination until such time
as the CNCA provides assurance to FDA's satisfaction that appropriate
corrective actions have been implemented, and that future daily-use
ceramicware products from that factory complies with the Criteria. This
assurance includes the report of Section III., A., 8., b., above. FDA may then
resume review of ceramicware from the CNCA/CIQ-certified factory,
consistent with the provisions in II1.B.2, above;
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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
portion 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 product and the style number or pattern
name;

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

h. Reason for detention, including the technical defect, e.g., defective
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 United 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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. Sharing current, proposed, or modified regulations or legislation related to daily-use
ceramicware;

. As resources permit, the exchange of administrative, regulatory, and scientific personnel
knowledgeable about daily-use ceramicware;

. The exchange of information about daily-use ceramicware quality control operations,
plans, and procedures, including summaries of inspections, samples and analytical
results; and

. The exchange of data and research related to major food-caused health concerns that may
be attributed to lead and cadmium.

Where appropriate, electronic records and handwritten signatures executed on
electronic records satisfy and can replace paper records associated with this MOU.

V. SAMPLE COLLECTION

Whenever practicable, FDA intends to use the same representative sample to
determine conformance with the Criteria. A representative sample generally consists of:
Six (6) units of identical size, shape, color, decoration, and glaze collected from each
sampled delivery lot.

V1. ADMINISTRATIVE PROCEDURES

The Participants intend to mutually establish the ways and means of giving
instruction and guidance for the practical implementation and application of this MOU.
All travel and per diem expenses incurred by one of the Participants in the course of
providing technical assistance or other non-regulatory activities requested by the other
Participant in accordance with this MOU are to be borne by the requesting Participant,
upon receipt from the providing Participant of an itemized statement of account.

The Participants are expected to designate points of contact under this MOU. The
Participants are expected to notify each other or the points of contact by letter.

All activities undertaken pursuant to this MOU are to be conducted in accordance
with the laws and regulations of the United States of America and the People’s Republic
of China and are subject to the availability of personnel, resources, and appropriated
funds. This MOU is not intended to create any obligations under international or other
law.

Nothing in this MOU will in any way abrogate the responsibility or authority of
the U.S. Food and Drug Administration under section 801 of the Federal Food, Drug and
Cosmetic Act to examine any food product being offered for import into the United
States or under any other law administered by FDA.
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VII. 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

N, \ /
%@%a b,

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

oﬂf /U fd Vot ée,,t/‘ WAUNE

Date

FOR THE CERTIFICATION AND
ACCREDITATION ADMINISTRATION OF

‘THE PEOPLE’S REPUBLIC OF CHINA

1 7? ,{;‘ é%

Mr. Sun Da Wei - \
Chief Administrator

/.z//z. /}995"

Date
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ATTACHMENT A

ANALYTICAL METHODOLOGY

Compliance with the Criteria in Attachment B is determined by using analytical
methods described in the latest edition of Annual Book of ASTM Standards, of the
American Society for Testing and Materials (ASTM, 100 Barr Harbor Drive, West
Conshohocken, PA 19428-2959), currently volume 15.02 (2005), Standard Test Method
for Lead and Cadmium Extracted from Glazed Ceramic Surfaces, C738-94, or Standard
Test Method for Graphite Furnace Atomic Absorption Spectrometric Determination of
Lead and Cadmium Extracted from Ceramic Foodware, C1466-00.

The method also appears in the 17th Edition of Official Methods of Analysis
(AOAC International, 481 N. Frederick Avenue, Suite 500, Gaithersburg, MD 20877-
2417). Method 973.32 is used for high levels, Method 973.82 is used for low levels, and
Method 999.17 is an alternate graphite furnace atomic absorption spectrometric
procedure for low levels.

The levels of lead and cadmium are to be determined by analyzing each unit at the
same time, individually, according to the above-cited method.
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ATTACHMENT B

CRITERIA FOR CERTIFICATION FOR EXPORT OF DAILY-USE CERAMICWARE

CNCA intends not to certify ceramicware factories that produce daily-use

Category

Flatware

Small Hollowware other than cups,
mugs and pitchers

Cups and mugs

Large Hollowware other than
pitchers

Pitchers

B. CADMIUM

Category
Flatware
Small Hollowware

Large Hollowware

Action Basis

Average of 6 units

Any one of 6 Units

Any one of 6 units

Any one of 6 units

Any one of 6 units

Action Basis

Average of 6 units
Any one of 6 units

Any one of 6 units

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:

Maximum Level*
Micrograms/mL

3.0

2.0

0.5

1.0

0.5

Maximum Level*
Micrograms/mL

0.5

0.5

0.25

Micrograms of element per milliliter of four percent (4%) acetic acid leaching solution as
per cited analytical method.
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E. ROZFRRIFNE: REERYBYEBRLTELFRE, FE O
BAEE GRS R, HRRAKRIE ORI SEH SO 5 A Z M A BT
SR IATI B WA

F. BFHRXAERZ: RIEEEM FOA #OMKLERE. ZRGUBTFREHD
BAMTEE A EEL, DEEALE NS, BT HAEE, ADEXNTEEHE, BT
EXRERAT SRS / BE / CLNEAERS DA BEETHER RS RANRRS
BIRBLAIR LS LUK FDA MR & / B3 / kA B A e U AR

6. TS RE: REE BT HEZENE 6 AFH G ARFA—AFH) pid
BN— AR, § 2 MPREFERT, F8 1" REMRBN, BF 3 X%
S CNCA / CIQ AR B 4 T BT RARHS.

He T ARt RME—. SRAm B M F —H e S E M %58 I 2
BAaf, F—T SRR s ARRE . MA . B, RS SESA—H.

I TIMERARME: RET MBS AE. AR, CERH T
LHMMRB TR SR CEFENL BHAML. HE. BRS) HERE.

T BRI RS AT DGR FEZ AR 25 K MERSED.

Ko S0BIL: RHMBIGAE DBSAFEZ ABARAT 25 BRNIHRBM, 20
BT RBRIF AL

I KZOBM: ARATRET L1 FHOMRSEM,

a B KEREOBI CERAESD, BEATESARTEALTRAE. WERET
REMBRIEGH . W—BRERT, ETHAERYE. P55, WS, RERUbERE.
SR W, F AU R ATHLL AT O SR I AR LI,

by HAKZLBI CREEMR: AEATRET 11 HHHERED.

Ve EMENIR, Bl TREMTEIKT SR T MEAME A OB IR,

2, AELHBM: FEAT 11 FHMBERS M.



15204

Federal Register/Vol. 71, No. 58/Monday, March 27, 2006/ Notices

a. FAIAM: MEESOBRLEYATERERZEN FRAK, mimERE. #
FAAOAREE D (BRER) 240 ZFH® 8 WART, HHIEM. HEEHRENS lH
W, TAAF AR OME.

by EANELBI CREFEFFAR): FEAT L1 FH/NEESOEI.

Ve RS, BETARARKITSKESE TARARI RS LBLAR,

L. FAXE: REEOWHEKS DA LHERERREHALEEATHNOLE, T
WEROEIRMERTTE, X FDA A IERERMRE S / Sl / BX /K% B, x4
R OB EERNE £IFRES RBAFAME S 2 2, THEXEARHIKE 100%;
%t FDA RS AR REMR 0T & / ik / 5K / KK (BIt, SETRRA RS ALK,

AR, TTEXRAERE 0%.

M. Bd: BASRAREMFMER GRS =5, HRELE “BE” KKK
JLARE R BT R R

N. EHEEM: RIBAWL ONCA/ CIQNER T AN HBRMNET, BERTRE
H—ANREATEAEN, K HISHEH ONCA/ CIQ T/ REH CIQ4RE / 47, B LT
BHANTS, LT HBEFFHNLT #T.

0. H4M%E: REPLEFWRATREEINFREHNRANBEREMGLEDL, &
HHhHER HANYRETE, AN ERNERNEREN E2RALTHHAS
BIEB|THDIEZKFE. fln, 4. B, KHEHN “AHELH". Bk “TTH” SE
z.

= EERYUF
A. FEAREMERZFAMEATEEEER
CNCA RIEH OEIRER AR AT EAEERZHE. CNCA ¥iEF CIQ XTI #
TREFAE, HX#ER#TREMSN, UREMRBERLATS DRERMME.
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CNCA HBATHIAT, Bl

1. EHEMEEARAME MERR.

2. a. YE4EH R FDA (& S 2 £ F N B FR 4034 ONCA / CIQINE R B ﬂ%l‘ﬁé:l:}“
M2 RR. HaE RS M EFARELEE,

b. RHLHEL CNCA / CIQ WIEL) A= HM&# HAMESIMExXE.

.a MEHMAEMNNHAMERLNEG SRS XENTEREN, HEMWGHHT
CIQMETS REH CIQ “H” (B4A&) #E/HRiR.

b. kX HAMERLNE SRS EREF LT el ~#ts.

4, ¥25 CNCA / CIQ NET.) BAEMARE SLARFRA B2 LRt m AR A 2k B &
RFFE RS Z 8RRtk B AR L #ERE4t.

5. HiR CIQ TR =7ExT A AMEHTRI. UHEHFARNN —CBETAEER
BE A COMTTTYEY FETHRIIS IR .

6. RSN HABER ML ORREFE AL OER, TREXEMEE
HZHOER BEEY / HORAHESFERHMEREZRXE.

7\%ﬁﬁﬁ%%%&?rﬁmﬁ/mmﬁ%%%@%ﬁﬁwﬁ%ﬁﬁﬁ%ﬁmﬁﬁw
B ESR CIQ LR, UMB THNEEREPFHE.

8. a. W FDAARER B CNCA / CIQAE L) I3F h A &5 Rl 1 B MRS MA R &7
W, 547/ CIQ — R F KA o) B 73k

b # K H CNCA / CIQWAET ] M H AR~ Lot RIHA / 4%l &3 &4 FDA
M, MHTAE, UMESBUDBE R L BARBMEK R R KA EIME, CNCA NE
MBBEME=AH W FDA R — 0 KIRES Ak BRIE UG FF & #058 ME I BT R B 24
& HERI SR E -

9. —% FDA E3R, W[ FDA 24t X HAMELE / 1 OBTERFMAE KPR E
U DRAES — H A R4 = AR /F & X B FDA ER IR / RERE SR F 304,
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10, Bh4E H MR B LR AT AR AR ALETEY B ENIEAK. MRS .

11, ZER{FHEERN, ByihdE ONCA / CIQAEL £/ mMRRMmM, W “A4ERE”,
HABRE.

B. EFBEAERMAYEER

FDA ?ﬂ

1+ % CNCA / CIQ IATE TS 4 7= iy S M Re 28 S ML BN R i, IF N A2 4 AR IR B 3K CIQ
WIE PR ARJFEN OFIXENHABELS KT A FIA ARRTHEERE
=K.

2, WEHLETMXCOBRAIIRAE CNCA/ CIQNIET) HAMEH#ITHERE. A
%%ﬂﬂﬁ%&ﬁﬁﬁtb%%—'ﬁﬁmm\f CNCA/CIQ T/ NEA RN A BN EERFHE—B. X
#, £ CNCA/CIQINE/NEAREEEERER. s —RA> BN D BHBES
Ay “FEXER” REWRKKE T RERBUAINE/INER R E HABESK “'ﬁIiﬁy_"é

3. XFRFUA CNCA / CIQ AIE TS 42 B MAE = i B FA B AT Btk LU X 48 7 1 EL B
ITHEEMIEE, HZWEE FDA Xk BXSIHAIET HHBREEE RYXERNEEH—
B, MEARXLEMVARE FIAKMER, ALLHFRRIEXLEMVIIABFNE.

4, XF— CNCA/ CIQ AIET) W H M ER ML, FHILaTLathRyE, & =RAYiE
% FDA $ATHIRE SRS, B FDA AT, ALERFRREATERME. LRAEE>TE
% H FBg %R CNCA / CIQWETL) WA H ARSI %R B30iNH, HZE ONCA BEtE
RER T AN EEEERS JFRB% CNCA/ CIQ METL M B AMES” BB FEHENKS
FDA ¥R AUMRIER M 1. ZBRERFERITE A= A K5 8 & b BUME WA, /5 FDA ]
WA XFR Bi% CNCA / CIQAE L) WIESRMAMIEFRRE, SHB =% BXE 2 LT
A2

5. AFGRIY EBERVEMLTHMURAP—8S, BAFEXEEEN—L4840M
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B, 4 LENE %N ONCA Fih e ARFLHE IR B R —FHH (F%). B FIA RMHZEH
MAEFPOEGESRR HNXBEMARNBE:

a. CNCA/ CIQ AEETJ 5

b. BB CIQ RIRAE 5 B ENF ERIE-B 4R 5

c. RS

d. M H ABRERNLYE,

e. AR ARUR KBS RS,

f. FDA BIFER 55

g. BURE B A

h. MEBRE, BEBARRK, mBENEMBERE, WRAERE,

i @B

J. 7= 5 (9 FDA M ALIRIRE O %,

k. 5=/ RBAGR (T RS, LM,

6+ BA RPN RMEAERT / REEAFT LRI 7 R84 5] ONCA ROt LU
BT RAES 5 B A BB

7. ¥ FDA XPvh 4 A RIER B X H A KA RN T4 REFERL ONCA.

M. FRESEXRR
SE5XHRBRSEERHAR. REME. ZHRER . IHREMASETURE, BRRET:
A SEIATH. FEMSEK B R PR AR IR E 77
B. ZEBATHI. RINKBEIT 005 X H MRS A A€ Sk AR5
C. H#MAhRFE, #ITHXBAMETEAR. RAEFEARMEFEKOPHEAR
AT s
D. HXHHBERBSHERAE, HRNEF, AFRK. WENITESREEITEK



15208

Federal Register/Vol. 71, No. 58/Monday, March 27, 2006/ Notices

5 B
E. XEAXTREBHBEXNARRIBHNEXNREHNENGRENTRALER.

EHN, ATEXMERTFEX ENEFTABRRER T EEEREXNERLR.

. B
AEARE, FDA MEMAR—MREEERKRAERERE CRID. REEFLER
a5 NE—MNEHEORRBF RO R T, BR. B, BRI SRR KA

(=]
AR o

N BEEERF

5N FHARENLBMENEEERMEGHELSNEEOTATE S E—
HRBEAZERFERS -7 RN EAR MERE b R EE S LM S i S 2
BB N RERTT A, RERHBNS 5T ARTEMIER KIEE.

SERITREFZEER THRERSE L, HELFERBMX T,

W BRI RIESN N FRFBEREM P LA RICEMERE. B, AR
FRFARAGAS . BREARTHRE. 2EERERERY K EFERIAMER THE
EHTHIX S

EEEFEAXRERFDARE (BB AMmMLEME) K807 8l Hit
SR O EREMMEA R R TREFERER

. HBRFISCAE
EESRNERERERTEFRER AN 5 F. ZEWHRABE 5 FHRMAX
AZERBTHN . S2VEHHRETERREXFZER. &5 30 X EHE
X THIERESR.
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75 AW R R AL AR P LB R

R A REFE XM EBEXEDEMASE
ERNEATTHEEEERR BEBRABERERR
\Z“” 2~ % M%\z@
l {
ERNEATRBEERRK EmAREERRAK
PR FE Andrew C. von Eschenbach, M.D.
2000 % /2R /2H Lo0bE of B AL H
B A
SHAZE

AhEHR. FELRFSH B AENMEHRE, XANITTER: XERBS5HE
34 (ASTM, fiF 100BARR HARBOR DRIVE, WEST CONSHOHOCKEN, PA19428—2959) 2 &
AR (ASTM ARAESEAE) TRAT 15.02 (2005) HFRH “ EMPERREE H 4. BixgER
SEHE, CT38—94” , HE “MERMBIY. HEHEA B R TRIEHEL M E FEE,
C1466-00,”

SHERRT “EHFSWHIE” % 17 R (AOAC INTERNATIONAL, 48IN FREDERICK
AVENUE, SUITE 500, GAITHERSBURG, MD 20877—2417). 973.32 A TRHKTE (& 1),
973.82 FITFRMIAKF (FED. 7k 999. 17 B— N EHRWEEA TR B EFREOLE

B, R B R BRI RS — &4 R R B AT 2 TR B SE .
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B4 B:

H A HRBREIAEAED

CNCA MEMRMBENRBAHEBLI TRXERAAVEERNERENBET R

FIME. ZRERERIFEMER, TEHNHEH T E AR RO 5.

A H
eyt 1TEh M RERE (HE/ZEH)
i 2% I N 3.0
BRAR . KARFIGELLSM 7 o AT — 1 2.0
/N LA
MR NIRRT — 0.5
B LLAM R 2008 L AN AR — 1 1.0
4 N A — 1 0.5
B.
p i) ITEhEEH RrfRE* (Ho/ZH)
J 2% I A immie= 0.5
NELERL 7N M — 4 0.5
K LA PN AR — 1 0.25

o IIASHE, BEF SERE LBRT T ZT RN

[FR Doc. 06—2894 Filed 3—24—06; 8:45 am]
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