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EXCHANGE OF LETTERS BETWEEN U.S. FOOD AND DRUG
ADMINISTRATION THE NORWEGIAN DIRECTORATE OF
FISHERIES REGARDING THE CONTROL OF LISTERIA

MONOCYTOGENES IN SMOKED SALMON PRODUCED IN
IORWAY EXPORT TO THE UNITED STATES.

1e\ \ [SYAY R 4

in the enclosed documents we have outlined a program on which the
Norwegian control of L. monocytogenes in smoked salmon would be
based. The program has been prepared fter previous consultations with
the FDA. It should satisfy FDA entrance requirements and should

thereby the need for the routine FDA collection of samples for Listeria
monocytogenes analysis in smoked salmon from Norway.

It is our intention to implement the program as soon as we receive a
confirmation on this from Food and Drug Administration.

We look forward to your reply.

fs/
Aksel Eikemo
MNicamndone DAamavn 1
irecLor goticral
Department of Quality Control
[s/
Geir Vaiset

Chief Inspector
Department of Quality Control
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Notes:

available. The analyst may analyze individual subs (portions or
composite multiple subs (portions) following BAM instructions.
Alternatively the Nordic committee on Food Analysis (NMKL) method No.
136, 1990. "Listeria monocytogenes detention in food" may be used.
Each analysis will be validated by use of appropriate controls.

ANALYZING LABORATORY

certified laboratories capable of performing L '"teria monocytogenes
analyses
ANNEX

An Annex is an attachment(s) to this document that contain specific
program information.

LISTERIA MONOCYTOGENES NEGATIVE

The absence of detectable Listeria monocytogenes for all samples is
required. The identification will be based on criteria outlined in the BAM
or NMKL. method No. 136, 1990. The absence of detectable Listeria
monocytogenes from these samples does not guarantee absence of
Listeria monocytogenes from the iot.

¢
LOT

A las in 4o . H

A lot is the quantity of smoked salmon produced by one processor at the
same plant during a period of not more than 14 consecutive days. A lot
is all production for shipment(s) destined for the U.S.

It is ﬁna! roduct and identified by uni a e code traceable to the

process and the dates of production.

PROCESSOR
A processor means any person engaged in commercial, custom, or

institutional processing of smoked salmon for inclusion under this
program.

____________ J - Amnlmim mdnd lamatle A€ $lomnn Airrivnre sasbaia -~ e
A prouucuon penu is a designated length of time during which product
is produce. It is not to exceed 14 consecutive days.
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Notes: SAFETY CONTROL SYSTEM

A safety control system is a multi-art program implementing a
preventative system of hazard control to ensure the safe preparation,
packing and holding of smoked salmon produced under this program. It
is equivalent to or the same as HACCP principles for preventing safety

hazards.
SUB (portionj

P ~nmrtinn) jo a cinmla 11t AF meaAdiiad mmllamd A £ oo PR
A sub {portion} is a single unit of product collected for analysis. The sub
(portion) may be taken from a larger unit or consist of the entire unit
SAMPLE

A sample consists of one or more subs (portions) of product collected
under an agreed upon sampling plan. Subs (portions) that are collected
by an official designated by the Norwegian Directorate of Fisheries shall
result in an official sample. The sample shall be aseptically collected,
transported and stored in a manner which maintains its integrity. The
sample will represent a lot that was produced during production period.
The sample can consist of subs (portions) from in-process or product and

quality assurance controls.

| 1
and why sample is collected. The purpose of the sampling plan is to
verify that the process safety control system is working properly. The
sample shall be collected in a2 manner consistent with current FDA
practices. This includes adjusting the number of subs (portions)
collected to correspond to the type of analytical method used and
purpose of the sample. The sampling plan may be modified based on
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of th ] anr
compliance with the processors safe ontrol system success at
excluding Listeria monocytogenes and compliance with government

regulations.

~
[

SMOKED SALMON HACCP PROGRAM

The Smoked Salmon HACCP Program is the Norwegian plan under which
action is taken to meet the requirements of this document.
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Norway

The Norwegian Directorate of Fisheries will ensure that the smoked
salmon produce during the production period is fit for human
consumption, the processor is operating under an effective safety control
system, the processor is under government inspection, and that all lots
of product, under this program are produced during periods from which
verification samples are negative for detectable Listeria Monocytogenes.

Shipment to the U.S. will be permitted under the following conditions:

product produced during a production period during which
Listeria monocytogenes is not detected

The processor is required to implement an effective safety
control system which is equivalent to or the same as HACCP
principles for preventing safety hazards and an effective
sanitation program. The Norwegian Directorate of Fisheries
will document that the safetv control system produces a safe

The Norwegian Directorate of Fisheries will document that the
processor is in compliance with the requirements of this
program, safety control system is implemented, and the
product is produced accordance with Norwegian "Quality
Regulations relating to Fish and Fishery Products” and
"Hygiene Regulations for the Productions a Sale/Distribution,
etc. for Foodstuffs” regulations.

The Norwegian Directorate of Fisheries wiil assure that the
product does not contain detectabie Listeria monocytogenes

through verification sampling and by evaiuating processor

E e e s | F'S

verification resuits.

The Norwegian Directorate of Fisheries will assure that the
sample analysis for Listeria monocytogenes will comply with
procedures identified in Part Il of this document.

The Norwegian Directorate of Fisheries will permit shipment of
smoked salmon produced during an identified production
period and which have no unresolved sample results or other
issues pending.

The procedures and directives contained in each Annex and
other appropriate Norwegian regulations will be followed.

The Norwegian Directorate of Fisheries will require that all
shipment of smoked salmon to the U.S. shali be identified and
marked with the dates of production or a unique code
traceable to the processor and the dates of production.

N
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The Norwegian Directorate of Fisheries will submit a list of
processors participating in the Smoked Salmon HACCP
Program to the FDA Office of Seafood in accordance with
Annex A and Update the list as necessary.

Issuance of an export certificate will be the Norwegian
Directorate Fis'heries finai verification that the processor and

reqwrements UpOﬂ reques exr)
(o)

______ -~ .._..._A_...- | ey
presented to the appropriate Fo

1) Product Name:

2) Name and address of the processor or his current
Norwegian Directorate of Fisheries registration number
(register of approved plants);

3) Affirmation that the processor operated in compliance
with provisions of this document during the period
during which the covered product was produced;

4) Lot number which wiii identify the dates of production
or the production period {(not more than 14-days) or
unique cc a'e traceablie to the processor and the dates

5} Number and size of containers in lot;
6) Analytical results of the test for Listeria

1eets and method
th

he production

period dunnq Wthh the samnled product was
produced;

7) Date of certificate;

8) Name and stamp or seal of the authorizing official.

[3®)
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May 22, 1996

ANNEX A- NORWEGIAN DIRECTORATE OF FISHERIES

REGULATIONS GIVING THE AUTHORITY FOR SUPERVISION AND

CONTROL

1. "Quality Regulations reiating to Fish and Fishery Products”
laid down by the Ministry of Fisheries 1 July 1986 pursuant to the
Act of 28 May 1959 relating to quality control of fish and fishery
products and the Royal Decree of 8 April 1960 with subsequent
alterations, latest alteration 10 November 1985

2. "Hygiene Regulations for the Productions and Sale/Distribution etc. for
Foodstuffs" laid down by Royal Decree of 8 July 1983 pursuance
of The Food Act of 1-- May 1933 No. 3, latest alterations of 6
April 1995. By Roval Decree of 29 April 1988 the Directorate of

Fisheries is granted authority to make individual decisions and to
carry out supervision in pursuance of these Hygiene Regulations.

REQUIREMENTS FOR PROCESSOR APPROVAL

Production plants fulfilling the quality and hygiene regulations, are listed
in The Director General of Fisheries Register for Approved Piants for Fish
and Fishery Products. The Directorate of Fisheries wiii grant a speciai

entering this program. The piant shaii have a documented safety controi
system sanitation pian, sampie coliection procedure and corrective
action procedures. When reguested, the results of stipulated checks,
measurements or observation for these items will be made available to
the Norwegian Directorate of Fisheries. These documents shall be kept
in a record keeping system for at least 2 years

sub (portion) of in pr ocess or fmlshed oroduct from each days productron
for a week Composite the subs (portions) into one (1) sample an
analyze for Listeria monocytogenes. Negative analytic results are
required to enter the program.

The requirements for entering this program are the same for seasonal or
intermittent processors.

[\
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ANNEX A-NORWEGIAN DIRECTORATE OF FISHERIES CONTINUED

CONTROL

Facility inspections and official sampling provide verification that the
processor is in compliance with this document. Processor files, records
and registration documents are kept in a record keeping system that is
accessible to the Norwegian Directorate of Fisheries. The Directorate of
fisheries will perform less frequent inspections and verification sampling
as a history of processor compliance is estabiished.

CWALTICIARN CRAR TLHQ DOAMADARMM
EACLLUDIVUN FRUIIVIE | IO FRUURAIVI

£ 1 intnrin mannnutnannne ic datantad tha nranacenr will ha Ardarad +4~
1 LIOICTHIa ITIVINTVL Yy LUYTCTICO 190 UTLTLILTU UIT PIULTOOUVI Wil UT UluvciIcu v
affarnt rarrantinne Tha nrarcacenr will ha avehiidad fram thie nraaram
AQlicvuil LUIHICuiLliviio LR R A~ P' A ASASES IS AV} VWV WU UAwvIUVILVLU 1TV v Pl \Jsl ans
until comnliance with the Smoked Salmon HACCP Proaram can be
unin compliance with ihe omoxea scaimon RAUU ogra can be
demonstrated

The Directorate of Fisheries will verify that the processor is operating in
accordance with the document.

The plant can be readmitted into this program after successful
completion of the Directorate of Fisheries verification inspections and
negative analytical results.

N
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Notes:

May 22, 1996

ANNEX B- PROCESSOR REQUIREMENTS

The processor must develop an effective HACCP plan.

The plant shall fulfill the requirements in accordance with the
requirements described in Annex A. The plan, procedures, and
registrations shall be in accordance with Norwegian regulations, and
structured in accordance with the Manual of Own Checks System based
on HACCP.

nis docum eﬁt will become a part of the
,,,,,,,,,, [ T Y adminn bhmmmnd e LIAMNAD
processor's Own Check S tht:lll pasea o nALLr
Samples taken in accordance with Annex C will be included as part of
the processor's verification procedures

Own Check Based on HACCP in the Norwegian Fishing Industry
Activities and System Documentation in the Plants
I. Plant Organization

Background information about the plant.

Organization chart.

Description of organizational responsibilities.

Piant for Own Check/HACCP training of personnei.

Name and address of iaboratories used for anaiyzing controi

o pwN =

(o)

=

—n
L

Lvmmmivare Ammenid ty an

1. List of official regulations which the Own Check-system is

lll. Products and Production Processes

1. List of finished products with description of products,
packaging materials, and labels.
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2.1 Flow sheet.
2.2 Operating description. 7
2.3 A Critical Control Point Analysis (CCP - analysis sheet).

3. For each Critical Control Point document (CCP - sheet) listing:
a) Control point (Marked on the flow Sheet).
b) Hazard to be controlied.
c) Critical Limits.
d) Preventative measures.
ej Controi methods, frequencies and responsibie person.
fj Corrective actions.

~Y ANlaman ~e Nl A€ camiotratinma £
Yl Naiie Ul NuU. Ul reyisuatuiin

V. General Hygiene and Building Control Plan for the Plant.

V1. Procedure for Recall of Products and Procedure for Dealing with
Customer Complaints.

VIl. Description of how the Own Check Documents and Control Forms
are Handled and Filed.

own Check System.

[\
(o)
(o))
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Notes:

May 22, 1996

ANNEX C- SAMPLE PLANTS and ANALYSIS

The use of product sampling and microbiological analyses can help
verify that the producer safety control system is effective.

PROCESSOR

Each sampling plan must be individually evaluated because each
establishment location its safety control system and product

compliance with government regulations is unique Each sampling
plan will be evaluated by the Norwegian Directorate of Fisheries.

NORWEGIAN DIRECTORATE OF FISHERIES

Each sample plan will be based on processor compliance with the
Smoked Fish HACCP Program.

267
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Notes: ' October 15, 1996

Mr. Aksel Eikemo

Director General, Department of Quality Control
The Directorate of Fisheries

P.O. Box 185

N-5002 Bergen

Norway

Dear Mr. Eikemo:

This will acknowledge our receipt of both your May 22, 1996 letter
concerning the control of Listeria monocytogenes in Norwegian smoked
salmon that is intended for export to the United States and the
description of the proposed Norwegian smoked salmon HACCP Program
{Program) that will provide this control.

Please understand that because of the limited information at hand
concerning implementation of your HACCP Program, we consider the
Food and Drug Administration (FDA) action described in this letter to
represent an interim measure of cooperation with Norway in response to
your welcomed effort to ensure that hazards from L. monocytogenes in
Norwegian smoked fish that is to be exported are controlled. Because
the scope of this exchange of letters is limited to control of L.
monocytogenes, we do not consider this to constitute a Memoranda of
Understanding (MOU). However, your Program may very well form the
basis for a future MOU.

FDA will consider the success of the Program in setting the rate at which
the agency will examine Norwegian smoked salmon that is offered for
entry into the United States (U.S.) and that is identified as being from
processors that participate in your Program. While we are impressed
with your efforts, and thus will consider examining such fish at a lower
rate than would otherwise be the case, any change in examination rate is
contingent upon a determination by FDA that the Program is effectively
controlling L. monocytogenes in Norwegian smoked salmon, as shown by
the results of our analyses at the port of entry. Therefore, we do not
intend to make an immediate change in the examination rate of
Norwegian smoked fish. Nor can we specify how long it will take, or
how many Norwegian entries that FDA will need to examine to establish
that your Program is effective in controlling L. monocytogenes in smoked
fish. We will keep you informed of the progress of our review.

268



Recognize that in addition to an examination for L. monogcytogenes,
Norwegian smoked fish will remain subject to examination for other
attributes to determine whether it complies with the Federal Food, Drug
and Cosmetic Act, the Public Health Service Act, and the regulations that
implement them. As is the case with entries from other countries,
smoked fish found in violation of U.S. regulations will be detained in
accordance with FDA published procedures. Shipments from a processor
whose smoked fish has been previously found in violation may be subject
to detention without physical examination by FDA. Should this situation
arise in the case of smoked fish that are subject to the Program, the
Norwegian Directorate of Fisheries may request removai of a processor’s
product from detention without physicai examination after submitting a
shes the cause of the

report to the FDA office of Seafood that estabii
violation and provides verification that appropriate corrective actions
lhatin han;m ¢aliam 4 meavinamt fiibi10n Aladimma
navec Ueccll LaRCil LU pPIcvelil Tuldire viviatiulis.
Nina tarhnical nnint that ic nf eama ~anrarn tn 11c ic that valir Praaram
A A RAVERSAVIR IR VIo]) ’.IUIIIL LHIUL 1o VI OUVIHTIV LUVIHTVUIITTT LWV U o wiau YUul 1] I\Js|alll
states that a "lot" can consist of un to 14 consecutive davs of

tates that a "lot" can consist of up to 14 consecutive days of
production, and that the lot is linked to samnpling and ana!ysrs of product

that a lot will consist of productlon from a definite period of time not
exceeding one day, and this limitation is linked to product identity and
traceability when a recall is necessary. This is an important difference
that could become an issue during future MOU discussions.

In order to avoid confusion, Norway may wish to revise the language of
the Program to refer to the 14-day period as something other than a
"lot." Two possibilities would be to call it the "sampling verification
period”™ or the "production period for verification.” On the other hand,
Norway wishes to retain the term "lot" for purposes of this exchange of
ietters, we are taking this opportunity to clarify in this ietter, from the

—_F . _%__a o ‘.l. e WE _ oW L -

U.S. standpoint, that the term "iot" as used in your Program refers to the
fomdacesal lhadinsnmin ammamloan i s mvm Gl L mm e liomi; Lacs bl o e
HIEIval DELWECH! SAlllpies LidL aile tdRell 101 dlialysis vy e government
~E NlAviaravw: far tha niirmnAacnac Af varifinatinam and that ¢tha intarirnl armama
Ul INvVIvvay i1uil uUic puipustco VI veliltivatuiviil, aitu uilali uic niwcivai apana
mnara than Aana dauv Anf nradniatinn Chanlld NlAarwav'e | mAannnrutnnanac
IV LAy viile Uuy Ut PIU\‘UULIUII AW IRAVASIVER R 1V ] ) vvay 9 _L_-_ Illg!lgbx LUaU!IUO
tacting nroaram ha tha cithiart af an MOl hatwaan niir cniintriae FNA
l.vul.llls Plvululll LAY I S N A v UUUJUU\. W AL IVIW W UL Y Wil WA WA T L IUO’ I My
would expect that a term other than "lot" will be used to refer to the
products that are subject to a 14-day verification interval

It is not clear from section lll (A) of the Program whether the processing
environment must be free of L. monocytogenes, or whether only the
product needs to be free of L. monocytogenes. From the U.S.
standpoint, it is the intent of the Program to control L. monocytogenes in
the finished product, and that an effective sanitation program, in
accordance with section lll {B) of the Program, needs to include control
of L. monocytogenes in the processing environment.

N
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Notes: We noticed that several words in Annex B of the Program were crossed-
out when it was received. Mr. Birger Larsen of the Royal Norwegian
Embassy assured Mr. Thomas Latt of the FDA Office of Seafood, in a
telephone conversation, that the crossed-out words are not a part of this
exchange of letters and will not alter the Program. Based on that
telephone conversation, we accept Mr. Larsen's assurance that the
cross-outs will not alter te Program.

It is our understanding that the Norwegian Directorate of Fisheries and
FDA's Office of Seafood will maintain communication regarding product
detention, sampling, and changes in regulations, policies, and procedures
that may affect the Program. Either party may terminate the exchange
of letters 30 days after mailing written notification to the other party.

We look forward to continued cooperation between our two countries on
issues of mutual interest. Please find the enclosed Program revised as
agreed.

Sincerely yours,

[s/
Fred R. Shank, Ph.D.
Director
Center for Food Safety
and Applied Nutrition

270



