International
CICR
L

Feed

for

Food

GMP+ Feed Safety Assurance scheme

Minimum Requirements EWS

GMP+ BAS

Version: January 1%, 2012

© GMP+ International B.V.

All rights reserved. The information in this publica-
tion may be consulted on the screen, downloaded
and printed as long as this is done for your own,
non-commercial use. For other desired uses, prior
written permission should be obtained from the
GMP+ International B.V.

Stadhoudersplantsoen 12
2517 JL The Hague
The Netherlands

Tel: +31 (0)70 370 86 70
Fax: +31(0)70370 86 7

info@gmpplus.org
www.gmpplus.org




History of the document

Revision no. - Amendment Concerns Final imple-
Date of approval mentation date
0.0/09-2010 Transfer of the document from PDV to Entire 01-01-2011

GMP+ International and some restruc- | document

turing.

Expansion report requirement. Section 6 01-01-2011
0.1/09-2011 New introduction Section 1 01-01-2012
GMP+ BA5 Minimum Requirements EWS 2/12

Version: January 1%, 2012

GMP+ International




INDEX

1 INTRODUCTION

1.1 GENERAL

1.2 STRUCTURE OF THE GMP+ FEED SAFETY ASSURANCE SCHEME
2 EARLY WARNING SYSTEM 6
3 WHAT TO REPORT? 6
4 WHEN TO REPORT? 6
5 WHO SHOULD REPORT? 7
6 HOW TO REPORT? 7
7 WHAT WILL BE DONE WITH THE REPORT? 8
APPENDIX 1: DECISION TREE 10
APPENDIX 2: OBSERVATION REPORTING FORM 11
GMP+ BA5 Minimum Requirements EWS 3/12

Version: January 1% 2012 GMP+ International



1 Introduction

1.1 General

The GMP+ Feed Safety Assurance Scheme (GMP+ FSA scheme) was initiated
and developed in 1992 by the Dutch feed industry in response to various more or
less serious incidents involving contamination in feed materials. Although it started
as a national scheme, it has developed to become an international scheme that is
managed by GMP+ International in collaboration with various international stake-
holders.

The GMP+ FSA scheme is a complete scheme for the assurance of feed safety in
all the links of the feed chain. Demonstrable assurance of feed safety is a 'license
to sell’ in many countries and markets and participation in the GMP+ FSA scheme
can facilitate this excellently.

The basic principle of the GMP+ FSA scheme is that the feed chain is part of the
food production chain. Proper quality assurance of feed safety throughout the feed
chain has a high priority. It is important that companies take their responsibilities in
this respect by responding in a proper and convincing way to the need for safe feed
materials in the food production chain.

Based on needs in practice, multiple components have been integrated into the
GMP+ FSA scheme, such as requirements for the quality management system
(ISO 9001), HACCP, product standards, traceability, monitoring, prerequisites pro-
grammes, chain approach and the Early Warning System.

Together with the GMP+ partners, GMP+ International transparently sets clear re-
guirements so that feed safety is guaranteed and certification bodies are able to
carry out GMP+ certification independently.

GMP+ International supports the GMP+ participants with useful and practical infor-
mation by way of its various databases, newsletters, Q&A lists and seminars.

1.2 Structure of the GMP+ Feed Safety Assurance scheme

The documents within the GMP+ FSA scheme are subdivided into a number of
series. The next page shows a schematic representation of the contents of the
GMP+ FSA scheme:
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B — Standards BA - Appendices
Requirements for participating companies in the area Additional

of feed safety and sustainability. requirements for

participating
companiesin the area
of feed safety and
sustainability.

BCN — Country Notes
Requirements for specific countries

C - documents
Requirements in the area of the certification of the GMP+ FSA scheme.

D — documents
Additional information to help companies with the implementation of the GMP+
requirements.

All these documents are available via the website of GMP+ International
(www.gmpplus.org).

This document is referred to as GMP+ BA5 Minimum Requirements EWS and is
part of the GMP+ FSA scheme.
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http://www.gmpplus.org/

2 Early Warning System

The objective of an Early Warning and Response System (EWS) is the early detec-
tion and reporting of irregularities in (raw materials for use in) animal feeds® and to
allow rapid response and communication throughout the animal food production
chain, with the aim of preventing or limiting the harmful consequences for man,
animals and the environment.

EWS is therefore an addition to (preventive) quality assurance of the GMP+ Feed
Safety Assurance Scheme.

Various GMP+ standards state that a participant must draw up a documented pro-
cedure for the timely (and early) warning and handling of signals which indicate that
the safety of a product is not in accordance with the legal standards or with the
standards laid down in GMP+ BAL Product Standards and which may lead to dam-
age to the customers in the chain. These signals will be assessed on this basis
and, if desired, control measures will be taken to prevent or to control the hazard.

If there is a potential hazard which can not be controlled by the participant in ques-
tion and which may also cause damage to others then the participant is obliged to
inform GMP+ International. This should be done in accordance with this appendix
GMP+ BA5 Minimum requirements EWS.

3 What to report?

All non-conformities concerning legal/GMP+ standards (See BA1 Product Stan-
dards) should be reported, but also other GMP+ related violations.

Examples of reports:

a. Matters directly observable in the product (colour, odour - for example a
strong odour of petrol).

b. Analytical results falling outside standards or specifications (exceeding agreed

action limits, standards or tolerances, or extremely high values in the absence

of standards).

Abnormal illness/death of animals.

Rejected consignments of goods.

e. Unusual or inexplicable occurrences.

oo

4 When to report?

The reporting party decides whether or not the observation needs to be reported to
the EWS Reporting Point.

! Definition animal feed in accordance with the statutory legislation
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Where a non-conformity can not be rectified internally by means of (control) meas-
ures, or where the consequences threaten to pass beyond the bounds of the busi-
ness, the non-conformity must be reported directly to the EWS Reporting Point.

GMP+ International also requests a report if the non-conformity can be fixed or
controlled by the party involved. This is the case when information on the non-
conformity found, can be beneficial for other GMP+ certified companies. If you have
information on feed safety issues on, for example, a feed material from a certain
origin, you can inform GMP+ International so all GMP+ certified companies can be
alerted on that issue. You will be informed on these types of information as well if
any non-conformities occur at other GMP+ members.

If the non-conformity found is specific for your own production method / location,
there is no need to inform GMP+ International.

To help you decide whether or not you need to report, you can use the decision
tree in appendix 1.

Reporting on the basis of analysis results

When a report is made to GMP+ International on the basis of laboratory result (for

example a standard infringement) then account should be taken of:

a. Measuring inaccuracies

b. The analysis methods to be used for confirmation (preferably on the basis of
well-known, accepted methods)

c. repeatability / reproducibility (for example in the event of fluorine determina-
tions in molasses this is moderate)

5 Who should report?

A number of organisations may report within the framework of the EWS, for exam-
ple GMP+ certified feed companies and laboratories. Sector organisations, live-
stock holders, arable farmers, inspection agencies, dairy, meat and egg proces-
sors, the foodstuffs industry and, for example, veterinarians and agricultural con-
sultants may also make reports.

6 How to report?

When it is decided to make the report then the reporter must provide as much in-
formation as possible about the signal to the EWS Reporting Point. The reporter
should fill out the Observation Reporting Form (appendix 2) to make sure that every
part of information is included in the report.

You can fill out the form by hand, but preferably digitally. A Word version of this
form is also published on the GMP+ International website.

Once you've filled out the form, you can send it to the Central EWS reporting centre
GMP+ International. If you have any analysis supporting your report, please send
them along.
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Central EWS reporting centre GMP+ International:
GMP+ International

During ordinary business hours (in the Netherlands):
Contact person: Mr J. den Hartog or Mrs S. de Bruin
Tel. + 31 (0)70 3708670

Fax. + 31 (0)70 3708671

Mob. +31 (0)6 53833190

Mail: ews@gmpplus.org

Outside ordinary business hours (available 24/7):
Contact person: Mr J. den Hartog

Mob. +31 6 53833190

Private + 31 180 436224

Mail: ews@gmpplus.org

EWS team
Mr J. den Hartog (Managing Director of GMP+ International)
Mrs S. de Bruin (Coordinator EWS of GMP+ International)

NOTE:

An EWS report to GMP+ International does not substitute a report to the local au-
thorities. If the non-conformity is a legal non-conformity, you will also need to re-
port to the authorities in your country.

7 What will be done with the report?

GMP+ International is obliged to handle the data in confidence:

a. All reports will be treated in confidence. No business-specific information will be
provided to third parties without the permission of the reporting body.

b. GMP+ International will allocate an anonymous serial number to the report so
that the report may be discussed anonymously (where possible).

c. GMP+ International will issue no information to third parties in the form of an
EWS report without prior consultation with the relevant EWS team for the feed
sector, the reporter and any third parties involved.

d. The information provided will be available only to GMP+ International and the
EWS team for the feed sector.

e. The EWS registers are accessible only to GMP+ International. Third parties will
only have access with the permission of the managing director of the GMP+ In-
ternational.

The report will be assessed by the GMP+ International EWS Internal feed team,
and discussed if necessary within the feed sector with the EWS team for the feed
sector.
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After assessing the report, there are three possible outcomes:

a. EWS alert — if the situation is urgent and not (completely) under control, a
EWS message will be published on the GMP+ International website. This
warns all GMP+ certified companies to take appropriate measures.

b. General report within the framework of the EWS procedure — if the situation is
under control, but it is useful to inform the other GMP+ members about what
happened. With this information, the other GMP+ members can take measures
in there own process.

c. No publication — the situation is under control and there is no need for inform-
ing the GMP+ certified companies (when the situation is based on an incident).

The reporting party will be informed of the outcome of the assessment. In the case

of a or b, the reporting party will also receive a draft on the message for approval.
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APPENDIX 1: Decision tree

Does the feed comply with:
- legal requirements relating
to safety, and; _Yes o There is no need for
- GMP+ requirements, and; aEWS report
- the usual merchantable

quality ?
J/ no

Is the problem isolated? (is Could information on the GMP+ Intemational
the location of all products yes issue help other GMP+ yes would like !o receve
known and are allproducts | ——> participantsprevent having | ———> areportwith use of
blocked?) the same problem? the form in GMP+
BA5
\L no \L no
Inform GMP+
International a_s.a.p. There is no need for
with use of the form a EWS report
in GMP+ BAS
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Appendix 2: OBSERVATION REPORTING FORM

Observation Report Form No.:

Date and time
of the obser-
vation:

Reported by:

Code:

(anonymous)

Telephone nr:

E-mail address:

Nature of report:

e What does the observation refer to?
e What has been observed, and what is the context of the problem?
e What is the (probable) cause date?

e What products or raw materials are involved?

e What anomalies, contaminants or hazards have been observed?
e Has there been an analysis (screening or confirmation)

e By whom? (accredited lab.)

e How was the sample taken?

e Which analysis method was used? (bundle method)

e What is the possible cause, is this confirmed or only suspected?

e What other information is available?

Origin of the
goods: /
Explanation
relating to
supplier of the
goods:

e What is the origin of the goods?

e Inthe case of sea transport: Is the name of the vessel known? If
so, which?

e Quantity/size of the batch involved?

e |s the batch part of a larger unit and if so is it known how big this is
and where the other products are?

e Where is the reported batch at this time?

Products or raw
materials already
been delivered or
blocked

(Information required to implement isolation of the relevant links in the
supply chain)

What measures
have already
been taken?

IMBASUIE i .oeiieiiiiii it e e e e et e e e e et e e et e e aaeeaaeeen
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Inform those Have the customers already been informed? Yes / No
involved. These are:

Has the supplier already been informed? Yes / No

This is

MEASUIE L:..cciiiiiiiiiiiiiiie ittt
What MEASUIES | oo
have DEEN taKEN | MEASUIE 2:........uuuieiiiiiiieiiieieiaretereraretererarere e e—.—————e—e—.—a—.—.—a—.—.r.rerarar.r—...

by the reporter in
the short term?

Agreed follow-up
action:

(Any follow-up action agreed between the reporter and the staff-
member at the reporting centre; when (after what period) will the re-
porter by called back?)

Has there been
discussion with
others?

Date: ----------------------------------------------------------------------------------------------------------------
St LA OO
Fax + 31 (0)70 3708671
Mail ews@gmpplus.org
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