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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

BOARD OF CUSTOMS
OF THE REPUBLIC OF FINLAND

PURPOSE

The mutual goals of the Food and Drug Administration (FDA) of the
United States of America and the Board of Customs of the Republic of
Finland in entering into this Memorandum of Understanding are to:

A. Establish certification requirements for the various food products
listed in the attachments to this document exported from Finland
to the United States to assure that contaminated food products will
not be imported into the United States.

B. Minimize the need for extensive FDA audit sampling of these
certified products from Finland that would be necessary without
this Memorandum.

DEFINITIONS

LOT: A lot is a quantity of a product produced by one manufacturer
during a discrete period of time not exceeding 1 day. It is produced in
one continuous process using a single processing line and packaged in

Identlcal contalners laentmea Dy a unlque COOB traceame i0 tne
manufacturer.

DEFECT ACTION LEVELS: The limits at or above which FDA will take

1 1 ' i+ +n A +c £
lega! action tc remove adulterated products from the market or prohibit

their entry into commerce in the United States. Defect action levels are
established for natural or unavoidable defects in food on the basis of
no hazard to health and the unavoidability of a substance.

Defect action levels do not represent permissible levels of
contamination where it is avoidable. Where no established defect
action level or action level for poisonous and deleterious substances or
tolerance exists, FDA may take legal action against the product at the
minimal detectable level of the contaminant.

SALMONELLA NEGATIVE: The absence of Salmonella in 30/25 gram
portions each taken from a lot of product. The portions are
reconstituted individually, or composited, and tested by procedures
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outlined in the "Bacteriological Analytical Manual" (BAM), 5th Ed.; or
in "Methods of Analysis"--Association of Official Analytical Chemists
(AOAC).

SUBSTANCE OF AGREEMENT

The Board of Customs of the Republic of Finland

agency lcspuubluie for the inspection necessary for consumer
mratantinan nitrnncac Af imnartad Ar avnartad fandetiiffe and Athar
'JIUI.CL:LIUII PUlpPUSTO UL HIITPUILTU Ul TAPUILLTU TUUUSLUTIO Aaliu vuic
nradiinte T fulfill ite reaenancihilitice 1inder thic mamaoarandiim the
’JIU\JUUI.O. TV 1TUHIN IO TUONPUVITIOIVITIULOY Juliuws LIl vl ainiviuiig, uuiv
Board of Customs will direct its activities to ensure that the food
produrts listed in the attachments are fit for human consumption. This
will be accomplished by inspecting products before dlstrlbutlon and by
collectmg and examining samples to ensure compliance with

appropriate regulations.

To discharge its responsibilities regarding the food products listed in
the attachments and to fuifill this Memorandum commitment:

A. The Board of Customs of the Republic of Finland will have the
Customs laboratory in Helsinki inspect each lot of a food product
offered to it by the manufacturer for export to the United States.
This inspection wiii be made to determine that the iot of food does
not exceed specmea contammatton ieveis. The Customs iaboratory

mm b o n dmameilad n Qi V\J Lanlaia
aimnpieieua as uescriveu 1 OECLIVUI V Deluv,

n Tha Raard Af Crictame will iceita an avnart rartificrata anlv fAar thaeca
(&) 11T LUUAQilu VUl WwUOLUIIIO VWV TOOUT Qit UI\P\Jl L woUlLtinivaloc vii v L1ivoo
Inte that meaet the criteria stinulated in each attachment faor the
101s That meet The criteria stipuiated Iin eacn attachiment 17or Ine

particular food.

O

The Board of Customs will have an agreement with the National
Board of Health, subordinate to the Ministry of Social Welfare and
Health, to the effect that the National Board of Health will inspect
for and certify to the Board of Customs that acidified/low-acid
canned foods meet the criteria stipulated in the relevant
attachment to this document.

D. The Board of Customs will require that all containers of lots of food
products exported to the United States, under certification, be
identified by a lot number and marked with the lot number. Ali
other information required by the Federai Food, Drug, and Cosmetic

Act, as amended January 1980 {21 U.S.C.A., Chapter 9, Sections
AN - [T n .......... PUR By Ty LY PR B T
SV 1 ne rai glllg dna Labeliny AL diso Witi oe

E. The Board of Customs will include the following information on the
certificate for each lot of the food products exported to the United
States
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1. Lot identification, including name and address of manufacturer;

2. Number and size of containers in the lot;

3. Analytical results of the tests conducted as specified in the
attachments to this agreement;

4. Food Canning Establishment (FCE) registration number for all
acidified/low acid canned foods;

5. Date of the certificate; and,

6. Name and stamp or seal of authorizing official.

F. The Board of Customs will affix its validated certificates to the
shipping manifest and the packing list, supplied by the
manufacturer, which indicates those lots physically present in each

nnnnnnnnnnn A cargo ¢
bUIILGIIICIILUu vairyuv unit.

G. The Board of Customs will furnish FDA with a copy of the current
Finnish regulations and the procedures used to ensure that each
product is am‘pntahlp

H. The Board of Customs will furnish FDA, upon request, with a full
description of the manufacturing processes and quality controls
used to ensure the production of sanitary food fit for human
consumption.

The Food and Drug Administration of the United States of America

The Food and Drug Administration (FDA) of the Department of Health
and Human Services of the United States of America is charged with
the enforcement of the Federal Food, Drug, and Cosmetic Act, the Fair
Packaging and Labeling Act, certain provisions of the Public Health
Service Act, and other related statutes. FDA directs its activities
toward the protection of the pubiic heaith of the United States by
ensuring that foods are safe and wholesome and are honestly and
informatively labeled. FDA accomplishes this goal in part through
inspections of food processors and distributors. In addition, it collects
and examines sampues io ensiie compliance with these statutes. FDA
makes a concerted effort to ensure that foods entering the United
States meet the same standards as domestic products. To discharge

these responsibilities regarding the food products listed in the
attachmants to this document and to fulfill this Memaorandum

QLLUVIIIIIVIILD LU LD Mvvuiiiw

commitment:

A. FDA may sample those products certified under this memorandum
to ensure that the products exported from the Republic of Finland
comply with the applicable specifications. FDA may also examine
the certified lots for other attributes to determine whether the
products comply with other requirements of the Federal Food,
Drug, and Cosmetic Act, the Fair Packaging and Labeling Act, the
Public Health Service Act, and other related statutes.

B. FDA will share any information obtained through its audit sampling
with the Board of Customs of the Republic of Finland.
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B. Official Methods
of Anaiysis, 16th

V1.

C. FDA will promptly notify the Board of Customs of the Republic of
Finland of any detention of any product covered by this

memorandum and of any modifications
regulations pertaining to these products.

D. FDA will share expertise and provide assistance to the Board of
Customs of the Republic of Finland when necessary. Areas of
mutual cooperation will include but will not be limited to: data
gathering, technical information updating, and the exchange of
new and/or improved methods of sampling and testing of the
enumerated food products. This will help ensure the safety of the
food products listed in the attachments exported to the United

States.

CARNRADIE MNIL L EMNTINNAN

OANITLE LULLCGUV TV
\WWhanavar nnecihla tha eama citheamnla will ha 11cad +A Aatarmina thae
yviitviliivvui PUOOIVIU, LI vuililie QUUOUIIIPI\J VYV I WY UOUVUU LW UCGLOGTIIinnIG uuic
levels, if any, of Salmonella and to determine compliance with the
established FDA defect action levels in food and compliance with any
specified FDA action levels for poisonous or deleterious substances in

collected in accordance with the applicable portions of “Bacteriological
Analytical Manual”, 5th Ed., 1978, Chapter | Food Sampling Plans and
Initial Sampling Handling, for Salmonella, and Chapter 4 of the FDA
"Inspection Operations Manual" for other attributes.

ANALYTICAL METHODOLOGY

Compliance with the established FDA defect action levels for natural or
unavoidabie defects in food and compiiance with any specified FDA
action ieveis for poisonous or deieterious substances in food wiii be

[ i L —— I A

determined according to

m~alo 8 M =

the methods contained in:

A "Dantarinlanianal Analutinal RManiial " B+l £A 107Q +ha Aconnintiann

IaY] vauv Lol |U|Uu|ba| r\lla'yl'ha' wialiuai, U RU., 1970, LI AosdsSUuvuialivll
nf Nffircial Analutical Chamicte 1111 Ninoataanth Qtroat ArlinAatan
AC AR A N RV ) ’_\lluly LiIvUl WwiitviinioLg, T3 iIvNHIvivwiiue: wuvovoL, mi 'll.sLUl.l
VA 22209,

B. "Official Methods of Analysis, Association of Official Analytical
Chemists,"” 13th Ed., 1980, the Association of Official Analytical
Chemists, 1111 Nineteenth Street, Arlington, VA 22209.

PARTICIPATING PARTIES
The Board of Customs of the Republic of Finland

Box 512 SF 00101
Helsinki 10, Finland

w
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Notes: VIl. LIAISON OFFICERS

A. For the Board of Customs, Republic of Finland
Director, Finnish Customs Laboratory
(currently Mr. Erkki Petaja)

Box 512 SF 00101
Helsinki 10, Finland
90-455-03-11, Telex 121559 TULHS SF

BZ o B. For the Food and Drug Administration
Director, Division

of Enforcement Director, Division of Regulatory Guidance (HFF-312)
(HFS-600) {currently John Taylor)

(Currently: Lee 200 C Street, S.W.

Bowers) Washington, D.C.

20204 202-485-0187, Telex 197623 PHS Pkin
Tel 202-205-5332

Fax 202-260-0133 | /), ADMINISTRATIVE PROCEDURES

The parties shall mutually agree on the ways and means of giving
instructions and guidance for the practical implementation and
application of this Memorandum.

Additional products may be added to the list of products subject to
certification under this agreement by mutual consent of the liaison
officers.

IX. PERIOD OF AGREEMENT

This Memorandum will become effective upon acceptance by both
parties and will continue indefinitely. It may be revised by mutual
consent or terminated by either party upon a 30-day advance written
notice to the other.

In witness whereof, the agencies have executed this Memorandum
covering the food products listed in the attachments to this document.

.

APPROVED AND ACCEPTED FOR THE BOARD OF CUSTOMS OF THE
REPUBLIC OF FINLAND

BY:
TITLE: Director General, Board of Custom
DATE: March 8, 1984

APPROVED AND ACCEPTED FOR THE FOOD AND DRUG
ADMINISTRATION OF THE UNITED STATES OF AMERICA

BY:

TITLE: Director, Food Division
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Notes:

See: AOAC, 16th
Ed., 1995

DATE:

March 8, 1984
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NarmetiamAan war Ml Aatacemnimad hayy et waill mnd bhn Beniead ¢
Culliplialive vwili U ucicliiiiicu vy, DUl vwill 1ivt ve ey w,
aarartainina if tha nradii~t ie-

aoLTiLaiiliniy 11 Uic pruvuuut io.

Salmonella negative; and,

Free of filth (Should not contain any insect or animal filth as
determined by the AOAC, 13th Ed., 44.053).

ATTACHMENT B

PRODUCTS: Soups: Canned and Dehydrated.

CANNED
___________________ b | I S SRR DU [ S | PR 1 | IR N |V P |
brller'g’ . b()lnplldnbe WIIl De aeterminea vy, put will not pe umiea
to:
LY WU Lwitiinnmn |U 1 uiv PIU\JUQGUO Have wouuwis UUVUP'.UU [AV]] snn Ia

by FDA for canned souns that are acidified or low acid

y TUA TOor canneg soups that are acigaitled or iow acla

canned foods as defined in applicable FDA regulations.

Examining at the processing location a minimum of 240
unlabeled cans from each lot to be offered for certification
for seam defects, dents, scratches, abrasions, and other
evidence of improper handling which could cause leakage.
Lots exhibiting defects of container integrity will not be
offered for certification.

Reviewing processing records from each lot to be offered
for certification with sufficient frequency to ensure the
scheduled filed processes are being followed and any
deviations from tne scneamea processes are competently

fl(‘atlon accordlng t ) le
evvdence of under orocessed lots Unde rocessed lots will
not be offered for certification.

10
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Notes: : DEHYDRATED
Criteria: Compliance will be determined by, but will not be
limited to, ascertaining if the product is Salmonella
negative.

SAMPLING SCHEDULE FOR CANNED SOUPS

1. Examine each finished lot, offered for certification for evidence of
under processing, i.e.: leaking cans, wet cases, swollen cans,
swarms of fruit flies around isolated pallet, etc.

2. When inspectional evidence indicates that an under processed lot
has been produced discontinue examination.

Under processed lots will not be offered for certification.

3. When the inspectional evidence indicates that the lot contains
accidentally damaged containers or cases these will be removed
from the lot before offering it for certification.

4. A lot to be examined will be one production code as defined under
"ll. DEFINITIONS" of this Memorandum of Understanding.

5. Each examination will consist of a maximum of 576 containers.
When the inspectional evidence indicates that the lot contains
abnormal containers the examination will be discontinued. See
paragraph "6. Definitions" below for definitions of abnormal
containers. A lot in which the inspectional evidence indicates the
presence of abnormal containers will not be offered for
certification.

6. DEFINITIONS

a. Flippers - Only one end is slack or slightly bulged. That end will
remain flat if pressed in. Cans which bulge when sharply and
squarely struck end-down on a flat surface are flippers, provided
that the bulged end remains flat when pressed. Flippers result
from a lack of vacuum.

b. Springers - One end of a can bulges. Manual pressure on the
bulged end forces the opposite end out or the same end will spring
out with release of pressure. If both ends bulge out but only one
will remain flat when pressed, the can is a springer. Springers
result from a moderate positive pressure in the can. Bulking or
extensive denting of the side wall may produce a springer.

c. Swells - Both ends of the can are bulged. Neither will remain flat
without pressure. Soft swells yield to manual pressure, but no
impression can be made manually on hard swells. Swells result
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Notes:

from positive pressure in the can usually because of spoilage of the
contents. Some swelis, especially in acid products, may result
from chemical reaction between the contents and the container.

d. Others - Other abnormalities or defects, not defined in this
paragraph, inciude visibiy ieaking cans, severe denis around seams,

gross seam GeTeCIS, rusted contalners etc.

Criteria;

Criteria:

PRODUCTS: Candies: Chocolate and Licorice.

CHOCOLATE

Compliance will be determined by, but will not be limited to,
ascertaining if the product is:

Salmonella negative; and,

Contains filth that is less than the mathematical product of
the percentage of the characterizing ingredient in the
product {chocolate) muitiplied by the defect action ievel for

insect fiith, rodent fiith, or sheii in that mgrement A copy

Compliance will be determined by, but will not be limited to,
ascertaining if the product contains filth that is less than the
mathematical product of the percentage of wheat flour in
the product multiplied by the defect action level for insect
filth or rodent filth in wheat flour. A copy of the defect

action level is attached.
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Notes:

DEFECT ACTION LEVEL

CHOCOLATE AND Insect filth
CHOCOLATE LIQUOR

Rodent filth

Shell
COCOA POWDER, PRESS Insect filth
CAKE

Rodent filth

Shell
WHEAT FLOUR Insect filth

Rodent filth

Average exceeds 60
microscopic insect fragments
per 100 grams, when 6 100-
gram subsamples are
examined.

OR

If any 1 subsample contains
more than 90 insect
fragments

If average exceeds 1.0 rodent
hairs per 100 grams

OR

If any 1 subsample contains
more than 3 rodent hairs

For chocolate liquor, if the
shell is in excess of 2%
calculated on the basis of
alkali-free nibs

Average exceeds 75
microscopic insect fragments
per subsample of 50 grams

OR

Any 1 subsample contains
more than 125 microscopic
insect fragments

Average in 6 or more
subsamples exceeds 2 rodent
hairs per subsample of 50
grams

OR

Any 1 subsample contains
more than 4 rodent hairs

Shell in excess of 2%
calculated on the basis of
alkali-free nibs

Average of 50 or more insect
fragments per 50 grams

Average of 1 or more rodent
hairs per 50 grams
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UNCASED

CONIAINEHDS

LOT SIZE

{oontainarg)
iCONIaINGIS)

192 or less

193 - 288

913 -1488
1489-3408

> 3408

o

[{o]

PACKED
24/CASE
CASES
TO
EXAM-
INE

All

6

-
N

-
o]

20

22
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FOLLOW THIS SCHEDULE FOR THE EXAMINATION

PACKED PACKED
10/CASE 6/CASE
CASES CASES
LOoT TO LOT TO
SIZE EXAM-  SIZE EXAM-
{casas) INE [cagas) INE
1-16 Al 1-32 All
16-24 16 32-48 32
24-32 25 48.64 Aii-50
32-48 30 64-96 61
48-76 36 96-152 72

76-124 40 152-248 80
124-284 44 248-568 88

> 284 48 > 568 96

'...l
(@]
159



