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AN ABSTRACT

# # 4186075534 : MAJOR LAW
KEY WORD : PRECAUTIONARY PRINCIPLE / SPS / WTO / ENVIRONMENT / FOOD SAFETY

CHANVIT PRACHAYAPIPAT : PRECAUTIONARY PRINCIPLE IN INTERNATIONAL
TRADE IN AGRICULTURE AND FOOD. THESIS ADVISOR : ASSO. PROF. TASHMAI
RIKSHASUTA, pp. ISBN 974-03-1292-6

The objective of this thesis is to study and analyze Precautionary Principle implicated
in international trade in agriculture and food as appeared in EC Measures concerning Meat
and Meat Products (Hormones) case between European Union and the United State of
America and Japan Measures Affecting Agricultural Products case between Japan and the
United States of America. In both cases, the principle is adopted as a ground for applying
the sanitary measures in order to protect health or life of human, animal or plant. Two
starting points of argument are whether the said principle is obtained the status as
international customary or a general principle in international law pursuant to Article 38 of
the International Court of Justice Statute and whether the said principle is consistent with the

provision of the Agreement on the Application of Sanitary and Phytosanitary Measures.

The research finding shows that Precautionary Principle is neither international
customary, nor a general principle in international law pursuant to Article 38 of the
International Court of Justice Statute, but it is adopted in the sense of the Agreement on the
Application of Sanitary and Phytosanitary Measures under the conditions specified in Article
5.7. Presently, there has been an attempt coming from:European Union in making the said
principle more commercially acceptable-at the international level. In implementing sanitary
measure, of which the principle are being supportive, it claims the reason for the protection
of human animal or plant sanitary, but on the other hand, the hidden intention is to protect its

national trade benefits.
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WAINENAY), W1 19).

* “Pollution of the marine environment means the introduction by man, directly or
indirectly, of substances or energy into the marine environment, including estuaries,

which results or is likely to result in such deleterious effects as harm to living resources
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and marine life, hazards to human health, hindrance to marine activities, including
fishing and other legitimate uses of the sea, impairment of quality for use of sea water
and reduction of amenities.”

" “In order to protect the North Sea from possibly damaging effects of the most
dangerous substances... a precautionary approach is addressed which may require
action to control inputs of such substances even before a causal link has been

established by absolutely clear scientific evidence.”
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2 Carolyn Raffernsperger, Uses of the Precautionary Principle in International

Treaties and Agreements, (October 1999), available from http://www.biotech-

info.net/uses precautionary.html
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¥ Ministry-of Environment.and Energy, Danish Environmental Protection Agency,

Translation of “Faktuelt” No. 15 of November 6, 1998, available from

http://www.mem.dk/faktuelt/fak15.eng.htm

" pelexandre Kiss and Dinax Shelton, Fundamental Concept, Manual of
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this regard.-The determination-that a particular substance poses-a risk of cancer

is a scientific’ determination, bases on an evaluation of the potential for a
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has determined that if a substance induces cancer in animals, it poses some risk
of human carcinogenesis. And since the level of protection under Delaney
requires that there be zero risk of carcinogenesis, the United States prohibits the
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new legislation had been enacted which changed US regulation of pesticides and
encouraged international harmonization of pesticide tolerances (Food Quality Protection
Act of 1996, Pub. L. No 104-170). This new legislation did not affect food additives other
than pesticides residues. Thus, the Delaney Clause still governed the regulation by FDA
of food additives and compounds-administered to food-producing.-animals.

" The European Communities explained that E. Coli was a bacterium which
inhabited-the intestines of all . animals.-In the early days.of food bacteriology it had been
assumed 1o be ubiquitous and harmless. In the first FAQ monograph on meat hygiene,
published in 1957, it was stated that: “There are not convincing reports which directly
implicate E. Coli in outbreaks of food poisoning”. The second report of the E. Coli in
causing food-borne disease was lacking and should be investigated in the human
bowel”. When the European Communities, in 1964, had adopted its first rules on meat
hygiene, it had taken a precautionary approach, requiring hygienic structures,

equipment and handling procedures with a view to preventing all bacterial
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contamination of meat. This approach had been strongly criticised by the United States
on the grounds that it was not necessary to lay down detailed production and
processing methods, as consumer protection could be assured by end - product testing
for dangerous pathogens, which did not include E.Coli. Subsequently, outbreaks of
bacterial food poisoning, including several large E. Coli outbreaks in which children had
died, had persuaded the United States to review and propose radical changes to its
meat hygiene rules. Yet, only twenty years ago, E.Coli was not considered to be a
significant danger to human health.

With regard to BSE, the European Communities noted that this was a new disease of
cattle. It had been first recognized in the United Kingdom only 10 years ago. When it
had been found to be a member of the group of transmissible spongiform
encephalopathies, it had been widely assumed to be the bovine form scrapie, a disease
of sheep recognized for over 250 years. As there was no evidence of a danger to human
health from eating meat from scrapie-affected sheep, it had been assumed in some
quarters that there-would similarly, be no danger to humans-from BSE. That assumption
had recently been challenged by the appearance of a cluster of cases of a new from of
Creutzfeldt-Jakob ~disease; .a human spongiform— encephalopathy, ~which experts
considered was likely linked to BSE. In this case, it was fortunate that a precautionary
approach was taken at an early stage, despite the generally held view that any risk to
humans was uncertain or extremely small. The tissues known to contain the BSE agent,
as well as some in which infectivity had not been demonstrated but which could
possibly be affected, were removed from the human food chain. At the time, this action
was criticised in some quarters as an over-reaction but it now appeared to have been

far-sighted.
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“ MAFF ordinance No.73 of 1950.

7 The Plant Protection Law , Article 1.

2 Report of Panel , Japan — Measures Affecting Agricultural Products, WTO ,
WT/DS76/R para. 2.20.
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*In addition, the Plant Protection Law prohibits the importation of quarantine pests,
soil or plants contaminated by soil and packages containing these articles (Article 7,
paragraph 1, items 2 to 4).

* WT/DS76/2 (Request for the Establishment of a Panel by the United States).
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4 Report of Panel, Japan — Measures Affecting Agricultural Products, WTO,
WT/DS76/R para. 3.1.

* Japan clarified that the term “fresh fruits” related solely to walnuts. Furthermore,
nectarine was a variety of peach, this was subsequently confirmed by all three experts
advising the panel — therefore the term : “peaches, including nectarines” (Section VI of this

report deals with the Panel’s consultation with scientific experts).
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% According to the United States, Japan had confirmed this under Question 2 of
Japan’s Response to US Consultation Questions (US Exhibit 3), in which Japan stated;
“Lifting of import bans by variety is based on the legislation tabulated below. There is no
situation where lifting of import bans by variety is based in legislation other than that given

below”. The table referred to listed the Plant Protection Law and the Enforcement Regulation.



79

'
o

m’mﬁmﬁﬁmnﬁmﬁmmm ARBILATNNINYNANARFN LmeﬂﬁLﬁuﬁq AHLANFANNTEUIN

6

aneiug  (Variety)  lilddemansznusieilsz@nnmaeddsnisnmaiulsaresiiidalssiny
Codling Moth ndsannivgasiudn nseazvilasuhlignsdidiengnEaniasiisasuanalimiuia
ANADAARAINUAINANAIAINGEND
d|| v ¥ 1 o a M v K~ 1 adal a o I's
Lulsudiedn andgeuiEnilulduandliiind1danissendnsined (Product-by-
Product) thanldiudnwazynlssinnlfuazanizenizniesdieaniunannisidssmeagiingn
duginvualilsunagdseanianaiuziaianandng e igaiialssdnsnineesdanisi
o v o v o Y 1 v v o 1 -]El
AzU3IRITAUNNIANATIGTa NN EaRgLszImAR Y Aduanas SPS T ldiunisinvummul
1 v a VY dl U a =R o a o I's al Yy dl %
wsilunnsfuiinaanaasgFenazsiasigaiineniulaanianesnansug uinddeyanuansly
(=1 = Qzall a 1 1 [ 'S a o [ 1
winnsaulullldnaziinannuuanagssudvaeiugrasnansiueilunsasmanulsatian
= Y o = N dl R [ U o
LAATINANABAARENTLAYINANGY SPS Faenissziiiuannuides Aall dtjuaaiiudnamniy
aINIHANAIATUNNINgAIIIARNLA
anigasnibiudedn  guuldliuanmangiunainemansitanistsziiv
ANNIRENINBULARIWANA N ITAUHETIUANAINANAY SPS wazldldigaidiiavuunnsiig
1 o s a o as o . | dI o a T~ ¥ o aca
sendnvaneiugesnan i udannansaiulsavirell  Seanigewdnilduindqaiuianis
wansilscAninnaesdsnisngaiulsanlunamusaaiudeninuaniensyiounisi llasme

ANNA

3.2.2.2 {191 2.2, 5.1 LaE 5.2
anigelidniiesdn denvuanismeseusiaiugresyyulildaddmangiu
naneAanfaINNIng 2.2 wazldlirseguuiugiunislasifiunnnnidesminning 5.1
WAr 52  anigewIn1udindINInsnsetLuunann1anIInenAanitesssyieanudaslng
Y Yo Y o a czll o o a erdl v & KR
nzdsed AL ANATRILAZANEUNNINLNIVRELATLUAN F 1IN FINE AERSTUAAS T IR
ANNIAENTURAANRL@LszInn  Codling. Moth  uazidiudnaanismsaariulsaludeanvuadls

o R =K = a a‘d‘ L3 1 -] a o c o
ﬂmqmumgﬂummﬂmmmmmmmmmmmﬂumummawuﬁmﬂ ANNAANTUNLAEINU

q

!
1=l ] a [ [

a a ac o ZJ/ dw Y & ! =2 A
UNAFa 3= @NENINUBIITN1IAFIANY BNIST WILTAWIINIIANENLNLNNTAIIRNWIIANTUR

—

dl al a % dl dl [ a =3 ] Y & K
tiudanuianatauazlduasginaaianasnlilainacuiuage asliaiunsouansliiiuns
wangIunieane tnaenienAAnAuTeteIAnsgnasniluaf EC-Hormone \enLNIAg 5.1
dl [~ o o d?/ dil/ U a v o
geiflunisinieiusnsaidunuguluning 2.2 mhwmsmﬂﬂwmm i
TUEa9N19Us LR UANMNIRLNATNNIAT 5.1 LAY 5.2 T ma‘?ﬁ@m?ml,ﬁudmﬁdﬁ

Tunssnemizaszsumania  lulaeuuluan19n19 s S uANIRLNATNNTZLIUNTN
o



80

A5 19TUANNT B LA UB LU UDIBIAN AN THAZ NN TN EATIANLAZT LA UD LU ANUFUNNTIATIES
ANNIALNANARINT  (Guideline for Pest Risk Analysis)” wsl liN@slnatiuayunistiug

o 1 a ar a dl [ MYy ava 12 [ 1 =
ﬂ\iﬂ@qqm’]ﬁﬂ’l’]NﬂﬂmﬂﬁﬁﬁiiﬂLllﬁ‘ﬂ’] Q_,I‘]J‘MVLNPLQ‘]J{J‘]_IMM”IN%@L@u‘ﬂLLuZﬂﬂﬂ@W%L@ZiﬂJNﬂ’ﬁ

1
o 6

dszifinannideinaniuauuansngluasiugresanineindaaselssdnsninaes
ax o = A o oa X .
98N19M9aiulsA  :INDINIIMIRRBLNTTLIUNNANLINLUHIGeLsEIN  Codling Moth  uay

A ¥ a = A o ¥ A A ¥ 35 ~ o [ { ¥ A 1 1
Naulafuinamingvzedwnndauninaqdes L‘W'E]@“LAT_IZﬂéuﬂWﬂ@qﬁﬂﬁﬁﬂl'ﬂ\imﬂuuﬁlﬂﬁl’hﬂm

1%

:J/ =® =3 1 dl I o al ¥ o a a dl dl % o =l
qumqmumfyuumuimmLuumiﬂmuummmmm@mmmﬂummﬁ 5.1 uaz 5.2 uazlill

3 1 1 v
fugusInenmansiuansepmdullldniidetszinn Codling moth azdnllszunnlu

=
&

14 ANNNIATT 2.2 wAtale

3

Q‘II Y ¥ I ¥ o a e A
ﬁyﬂquTmme mmmﬂmmuuLfaﬂmamm@mﬂgmmmwmﬂmmmmm

Larin1slsiiuAnuld N ganAaedniuNIAg 2.2, 5.1 uay 5.2 Taglauanqliifiunenanunan

I Aa

Fgs Ui NaNUSIaINARA A NaseTE N sAganulsANT  TaaiansnnAl  CxT  value

. . . dl v & K o/ o 1 [~3 dl 173
(Concentration times time) BILAPS LA AUDIAINNA NN LS TZUINWN AN IR L LAZIIAN LW

o/ o~

1 dl 1 Y v =X dl v @ K
niseuaundtdngivanieslunaliazisngeenin uazdeianateeauiuansliviuiiay

. | o oala i £ o o . A= : s o
WANFNTENINA LN UENHNAFAT OXT value Boiilufaiiadnepuunns1lungld3gmnaariu
TspnfitsrAninliwdiewiningazi fowulasllmuaaiugaemald douiladeau Nay

naliiiAANNLANFI9T89AT CXT Value 1 ANRANATIATUNNIMAREY Frezinan lun19gnaes

" flunnesnisnialsaydtyaieinaanaszndnglssma Nagnalin1sEuisanuaes

a

BIANTDIMNTUATNNTINEATIANNIUAINTINNBANTTUIAANITN UAZBIANTANATDINT UMY
e Teilsznavlildag 3 Tunay Ae
=X a [ e ©° ¥ dl I Y a ! o |
(1) szynedszinnaeuaninaiindnne liAanIsunsnszate vesAng e
(2)

(3). Huguwandeyanignarusanne liaesdunauusn

KR o A dl ' A

¥ = o A
SUINARINDY) FONHIUATAFIANULT AN

an

Faansduney azihldgnstvunsnasnisqreuneiafmnzan el 4

* Article 5.2 of the SPS Agreement indicated that when carrying out a risk
assessment, “Members shall take into account available scientific evidence; relevant
processes and production methods; relevant inspection, sampling and testing methods;
prevalence of specific diseases or pests; existence of pest- or disease — free areas; relevant

ecological and environment conditions; and quarantine or other treatment”.
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* Report of Panel, Japan — Measures Affecting Agricultural Products, WTO ,
WT/DS76/R para. 8.20.
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* Adopted 13 February 1998, WT/DS26/AB/R, stating as follows in paragraph 98:
“The initial burden lies on the complaining party, which must establish a prima facie case of
inconsistency with a particular provision of the SPS Agreement on the part of the defending
party, or more precisely; of-its:SPS measure or measure-complained-about. When that prima
facie case is made the burden of proof moves to the defending party, which must in turn
counter orrefute the claimed . inconsistency”. See also the Panel Report on.EC-Hormones,
op. cit., respectively, at paragraph 8.51 and 8.54

% Appellate Body Report on United States- Measure Affecting Imports of Woven
Wool Shirts and Blouses from India, adopted 23 May 1997, WT/DS33/AB/R, p.14.

0 Adopted on 13 February 1998, WT/DS26/AB/R, paragraph 180. See also panel
report on Australia — Measures Affecting Importation of Salmon, currently on appeal,
WT/DS18/R, paragraph 8.51: “We recall that Articles 5.1 and 5.2 may be viewed as one of

the specific applications of the basic obligations contained in Article 2.2".



84

pramms 2.2 fvuslfdlufeslsziuidermuanmegananeiugluls
psllantlsrannudngiunsingmaniiiameuazinualiiinisdensudmsumimsnsd
miﬁmmﬂafﬂﬂmnuﬁﬂgmmﬁmmmmmﬁﬁﬁmwﬂmmé’@qﬁﬁmi‘ﬁlﬂumﬁqmqqmmmmﬂ
57" upnflefansouunm 2.2 uar 5.1 Quuiiusnsdifiazfesinluiladndariuuanis
1/1M@‘umaﬁuﬁ%&m’uuﬁugmﬂﬂiﬂiuﬁummL?leimmﬁﬂ%’@@uwﬁﬂﬁmmﬁmmmmmaﬁrﬁ
Wene A ANANRUS LWERuaTNaTE I da i uuANIIMAAR LA R U LAT AN § 1NN

ANENARRSNUN AR aAEENATUNAR TagATHuNIATAgaLuaNLls LA™

a

(1) darnvupresiudmivilszmaddseasnlunisuandliiiudalsydnsninaesds

@ q

'
a a % c ¥

[ A d‘ o ] dl [
nsmsaiulsaianiaue lUiveunnandeidngnai
(2) damuupsesiiuduiuilszmagdseanlunisianliiunanisiigaldmiu
ANUTUARSTUAYBINARTUT

anigeuinigeniunanisuans liunasr@ngnmaesisnisnsaariulsaig

(-3 ¥

we duiiudne ludssiaunldiinnsigariuenusazanaiug - AncENa1suNARRIFaIRanTundnd

o

wangunInenaansiiesweagliinisiigaiianaiaeell  ilaeenduannAntiuaes

1
=

BTN NN ANAR LT NEIADITANAN TN WAL UAN § 1NN AN ARSI UR s ATWE

(e o

a a yd‘ a Y o a (=3 Y o &/43
NANTTUIAR Eu\lLﬁ]ﬁl’)‘ﬁquﬂ']\i'ﬁ’]ﬁlflﬁqﬁﬁlﬂﬂ@ﬁﬂ’?ﬁ"]\?ﬂ’]lﬂ@llLL@ﬁﬂQWNﬂﬂmuﬁﬂﬁJiﬂﬁﬂu

e ey

(1) AINNANFIUNEREFAAAMEERATUIAR Wid18199sHAMNWANGAY

FENINAABFVBINAAT U dia i minenfudngissasd unieinfiu

=

] ' a a aa as o A
191 BNRAXNIENUABLILANTNINARIITNNFALIEN (mﬂmmmmuimwm

1 ]
1 = =

ati9ntl) T lAFuANTINTa LA LA RSN TR AR DT wsivin Tl

LA e WA A R LAY

|
o A ] [ %

(2)  deasduFasnnuuanAszudaIiug aalaNd Aty rednnglscasd

o Ay 0, " X p ' v a =
°]JENﬂ’mﬂﬁ"ﬂﬂ‘t&ﬂﬁdﬂ@%’ﬂgﬂl&WMﬁﬁH%ﬂ?Wﬂ{]mfﬂﬂm::gm@’]?mqmm

" Article 2.2 provides that “Members shall ensure that any ... phytosanitary measure
... is not maintained without sufficient scientific evidence, except as provided for in
paragraph 7 of Article 5” (emphasis added).

. Report of Panel, Japan — Measures Affecting Agricultural Product , WTO ,
WT/DS76/R para. 8.30.

* Ibid para. 8.33.
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* Ibid.

*® All but two of the studies before the Panel were conducted on behalf of exporting
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% Report of Appellate Body, Japan — Measures Affecting Agriculture Products, WTO,
WT/DS76/AB/R para. 112.
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“* White Paper on Food Safety (Brussels, 12.1.2000 COM (1999)719 final), Chapter 2
Principles on Food Safety;
“9. ... In this way, the farm to table policy covering all sectors of the food chain, including
feed production, primary production, food processing, storage, transport and retail sale, will

be implemented systematically and in a consistent manner.”
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“" White Paper on Food Safety (Brussels, 12.1.2000 COM (1999)719 final), Chapter 2
Principles on Food Safety;
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PRECAUTHONARY IN IN TERNATIONAL
AGREEMENT

1 ‘Montreal Protocol on Substances That Deplete The Ozone Layer 1987

- (Preamble, paragraph 6) (as amended in 1990)

- Determined to protect the ozone layer by taking precautionary measures to control
_equitably total global emissions of substances that deplete it, with the ultimate
objective of their elimination on the basis of developments in scientific knowledge,
taking into account technical and economic considerations and bearmg in mind the
developmental needs of developing countries.

2. Report of Governing Council on the Work of its Fifteenth Session,
- United Nations Environment Programme, 44" Session 1989

- Recommends that all Governments adopt “the principle of precautionary action” as
“the basis of their policy with regard to the prevention and elimination of marine
pollution.

. Paris Convention for the Prevention of Marine Pollution from Land-
' Based Sources 1989

{(PARCOM Recommendation 89/1-22 June, 1989)

-~ Accept the principle of safeguarding the marine ecosystem of the Paris Convention
.~ area by reducing at source pollution emisstons of substances that are persistent, toxic,

- and liable to bioaccumulate by the use of the best available technology and other
appropriate measures. This applies especially when there is reason to assume that
certain damage or harmful effects on the living resources of the sea are likely to be
caused by such substances, even where there is no scientific evidence to prove a causal
link between emissions and effects {the principle of precautionary action).

._ 4. The Nordic Council’s Intematiﬂnal Conference on the Pollution of the
Seas 1990 :

And taking into account....the need for an effective precautionary approach, with that
important principle intended to safeguard the marine ecosystem by, among other
things, eliminating and preventing pollution emissions where there is reason to believe
that damage or harmful effects are likely to be caused, even where there is inadequate
or inconclusive scientific evidence to prove a causal hnk between emissions and

effects.
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The Third International Conference on Protection of the North Sea
1990 ‘

The participants...will continue to apply the precautionary principle, that is to take
action to avoid potentially damaging impacts of substances that are persistent, toxic,
and liable to bicaccumulate even where there is no scientific ewdence to prove a
causal link between emissions and effects.

- Bergen Ministerial Declaration on Sustamable Develepment in the

ECE Region 1990

In order to achieve sustainable development, policies must be based on the

. precautionary principle. Environmental measures must anticipate, prevent, and attack

the causes of environmental degradation. Where there are threats of serious or
trreversible damage, lack of full scientific certainty should not be used as a reason for
postponing measures to prevent environmental degradation.

Ministerial Declaration of the Second World Climate Conference

1990

In order to achieve sustainable development in all countries and to meet the needs of
present and future generations, precautionary megsures to meet the climate challenge
must anticipate, prevent, attack or minimize the causes of, and mitigate the adverse
consequences of, environmental degradation that might result from climate change.
Where there are threats of serious of irreversible damage, lack of full scientific
certainty should not be used as a reasons for postponing cost-effective measures to
prevent such environmental degradation. The measure adopted should take into
account different socioeconomic contexts.

London Convention 1972 (Resolution LDC.44/14) (as amended in
1991) |

AGREES that in implementing the London Dumping Convention the Contracting
Parties shall be guided by a precautionary approach to environmental protection
whereby appropriate preventive measures are taken when there is reason to believe
that substances of energy introduced in the marine environment are likely to cause
harm even when there is no conclusive evidence to prove a causai relation between
inputs and thexr effect; '

AGREES FURTHER that Contracting Parties shall take all necessary steps to ensure
the effective implementation of the precautionary approach to environmental
protection and to this end they shall;

(2) encourage prevention of pollution at the source, by the application of clean
production methods, including raw materials selection, product substitution and
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clean production technologies and processes and waste minimization throughout
society;

{(b) evaluate the environmental and economic consequences of alternative methods
of waste management, including long-term consequences; :

(c) encourage and use as fully as possible scientific and socio-economic research in
order to achieve an improved understanding on which to base long-range policy
options;

(d} endeavor to reduce risk and scientific uncertainty relating to proposed disposal
operations; and

(e) continue to take measures to ensure that potential adverse impacts of any
dumping are minimized, and that adequate monitoring is provided for early
detection and mitigation of these impacts...

Bamako Convention on Transboundary Hazardous Waste into Africa
1991

Each Party shall strive to adopt and implement the preventive, precautionary approach

to pollution problems which entails, inter alia, preventing the release into the

environment of substances which may cause harm to humans or the environment

without waiting for scientific proof regarding such harm. The Parties shall cooperate

-~ with each other in taking appropriate measures to implement the precautionary

principle to pollution prevention threugh the application of clean production methods,

- rather than the pursuit of a permissible emissions approach based on assimilative
- capacity assumptions.

10. OECD Council Recommendation on Integrated Pollution
Prevention and Control 1991 (4“' Session)

The Recommendation is accompanied by Guidance: which is an integral part of the
Recommendation. It lists some essential policy aspects including; the absence of
complete information should not preclude precautionary action to mitigate the risk
of significant harm to the environment.

11. UNCED Text on Protection of Ocean 1991

A precautlonary and anticipatory rather than a reactive approach is necessary to
prevent the degradation of the marine environment. This requires inter alia, the
adoption of precautionary measures, environment impact assessments, clean
production techniques, recycling, waste audits and minimization, construction and/or
improvement of sewage treatment facilities, quality management criteria for the
proper handling of hazardous substances, and a comprehensive approach to
damaging impacts form air, land, and water. Any management framework must - -
include the improvement of coastal human settlements  and the integrated
management and development of coastal areas,
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Helsinki Conventmn on the Protection and Use of Transboundary
Waterceurses and International Lakes 1992

The precautionary principle, by virtue of which action to avoid the potential
transboundary impact of the release of hazardous substances shall not be postponed
on the ground that scientific research has not fully proved a causal link between
those substances, on the one hand, and the potential transboundary impact, on the
other hand. .

U.N. Framework Convention on Climate Change 1992 (Article 3(3))

The Parties should take precautionary measures to anticipate, prevent or minimize
the causes of climate change and mitigafe its adverse effects, Where there are threats
of serious or irreversible damage, lack of full scientific certainty should not be used
as a reason for postponing such measures, taking into account that policies and
measures to deal with climate change should be cost effective so as to ensure global
benefits at the lowest possible cost...

Convention on the Protection of the Marine Environment of the

| Baltic Sea Area 1992 {Article 3(2))

The Contracting Parties shall apply the precautionary principle, ie., to take
preventative measures when there is reason to assume that substances or energy
introduced, directly or indirectly, into the marine environment may create hazards fo
human health, harm living resources and marine ecosystems, damage amenities or
interfere with other legitimate uses of the sea even when there is no conclusive
evidence of a causal relationship between inputs and their alleged effects.

Convention on the Protection of the Marine Environment of the
North-East Atlantic 1992 (Article 3(2))

The Contracting Parties shall apply;

(a) The precautionary principle, by virtue of which preventive measures are to be
taken when there are reasonable grounds for concern that substances or energy
introduced, directly or indirectly, into the marine environment may bring about
hazards to human health, harm living resources and marine ecosysterns,
damage amenities or interfere with other legitimate uses of the sea, even when
there is no conclusive evidence of a causal relationship between the mputs and
the effects.
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The Rio Declaration on Environment and Development 1992

In order to protect the environment, the precautionary approach shall be widely

- applied by States according to their capabilities. Where there are threats of serious or

irreversible damage, lack of full scientific certainty shall not be used as a reason for
postponing cost-effective measures to prevent environmental degradation.

Nuuk Declaration on Envumnment and Development in the Aretic
1993 (Principle 8)

We believe that development in the Arctic must incorporate the application of
precautionary approaches to development with environmental implications,
including prior assessment and sysiematic observation of the impacts of such
development. Therefore we shall maintain, as appropriate, or put into place as
quickly as possible, an internationally transparent domestic process for the
environmental impact assessment of proposed activities that are likely to have a

- significant adverse impact on the Arctic environment and are subject to decisions by

18.

19.

competent national authorities. To this end we support the implementation of the
provisions of the Convention on Environmental Impact Assessment in a
Transboundary Context. .

Esbjerg Declaration at the Final Internétionai Conference on
Protection of the North Sea 1995

The Minister RECOMMEND:

That the precautionary principle be applied in fisheries management policies in
accordance with the existing commitments of EU Member States, the corresponding
commitments of Norway and, additionally, possible results of the elaboration of the
FAQO Code of Conduct for Responsible Fisheries.

World Charter for Nature 1982 (Paragraph 11)

11. Activities which might have an impact on nature shall be controlled, and the best
available technologies that minimize significant risks to nature or other adverse
effects shall be used; in particular:

(a) Activities which are hkely to cause irreversible damage to nature shall be
avoided;

(b) ~ Activities which are likely to pose a significant risk to nature shall be

: preceded by an exhaustive examination; their proponents shall demonstrate
that expected benefits outweigh potential damage to nature, and where
potential adverse effects are not fully understood, the activities should not
proceed;
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(c) Activities which may disturb nature shall be preceded by assessment of
their consequences, and environmental impact studies of development
projects shall be conducted sufficiently in advance, and if they are to be
undertaken, such activities shall be planned and carried out so as to
minimize potential adverse effects... '

Economic Declaration, Economic Summit of Industrialized Nations,
1990 (Principle 62)

We agree that, in the face of threats of irreversible environmental damage, lack of
full scientific certainty is no excuse to postpone actions which are justified in their
own right. -

Convention on Bioclogical Diversity 1992 (Preamblie)

Noting that it is vital to anticipate, prevent and attack the causes of significant
reduction or loss of biclogical diversity at source.

Noting also that where there is a threat of significant or loss of biological diversity,
lack of full scientific certainty should not be used as a reason for postponing
measures to avoid or minimize such a threat.

Draft International Convention on Environment and Development
IUCN 1995 (Article 7)

Lack of scientific certainty is no reason to postpone actxon fo a.vmd potentially
significant or irreversible harm to the environment.
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EXECUTIVE SUMMARY

Assuring thar the EU has the highest ‘standards of food safety is a key policy priority for the
Commission. This White Paper reflects this priority. A radical new approach is. proposed.
This process is driven by the need to guarantee a high level of food safety.

European Food Authority

The establishment of an independent European Food Authority is considered by the
Commission to be the most appropriate response to the need to guarantee a high level of food
- safery. This Authority would be entrusted with a2 number of key tasks embracing independent
_ scientific advice on all aspects relating to food safety, operation of rapid zlert systems,
. communication and dialogue with consumers on food safety and health issues as well as
networking with national agencies and scientific bodies. The Eurcpean Food Authonity will

Commission to decide on the appropriate response to that analysis. A European Food
- Authority could be in place by 2002 once the necessary legislation is in place. Before
' finalising our proposals we are inviting all interested parties to let us have their views by end
April. A definitive legisiative proposal would then be brought forward by the Commission.

| :'_.'.F ood Safety Legisiation

The setting up of the independent Authority is 1o be accompanied by a wide range of other
_measures to improve and bring coherence to the corpus of legisiation covering all aspects of
food producs from “farm to table”™.

Already the Commission has identified a wide range of measures that are necessary to
improve food safety standards. The White Paper sets out over 80 separate actions’ that are
_envisaged over the next few years.

~There have been enormous developments in the past decades, both in the methods of food

preduction and processing, and the controls required to ensure that acceptable safety

_'._--standards are being met. It is clear that, in a number of areas, existing European legislation
_has to be brought up to date.

Following the Commission’s Green Paper on food law (COM(97)176 final), and subsequent
- consultations, a new legal framework will be proposed. This will cover the whole of the food
chain, including animal feed production, establish a high level of consumer hezlth protection
_and clearly attribute primary responsibiiity for safe food production to indusiry, producers and
~suppliers. Approprate’ official controls at both national and European level will be
‘established. The ability to trace products through the whole food chain will be a key issue.
The use of scientific advice will underpin Food Safety policy, whilst the precautionary

'fprinclple will be used where appropriate. The ability to take rapid, effective, safeguard

measures in response to health emergencies throdghout the food cham will be an important
element.

200

_provide the Commission with the necessary analysis. It will be the responsibility of the .-
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Proposals for the animal feed sector will ensure that only suitable matenals are used in its

"'__manufacture. and that the use of additives is more effectively controlled. Certain food quality -
_issues, including food additives and flavourings and health claims, will be addressed, whilst
- controls over novel foods will be improved. '

“The risks associated with the contamination of foods have been brought into sharp focus by
the recent dioxin crisis. Steps will be taken to address those areas where the existing
‘legislation in this sector needs 1o be improved to provide adeguate protection.

Food Safety Controls

 The experience of the Commission’s own inspection service, which visits Member States on a
~ regular basis, has shown that there are wide variations in the manner in which Community
_legislation is being implemented and enforced. This means that consumers cannot be sure of
- receiving the same level of protection across the Community, and makes it difficult for the
effectiveness of national authority measures to be evaluated. It is proposed that, in co-’
 operation with the Member States, a Community framework for the development and
- operation of national control systems will be developed. This would take account of existing

best practices, and the experience of the Commission’s inspection services. It will be based on
- agreed criteria for the performance of these systems, and lead to clear guidelines on their
- operation. .

- In support of Community-level controls, more rapid, easiec-to- use, enforcement procedures in
. addition to existing infringement actions will be developed.

~ Controls on imports at the borders of the Community will be extended 1o cover all feed and
foodstuffs, and action taken to improve co-ordination between inspection posts.

- Consumer Information

If consumers are to be satisfied that the action proposed in White Paper is leading 10 a
genuine improvement in Food Safety standards, they must be kept well informed. The

- Commission, together with the new European Food Authority, will promote a dialogue with
consumers to encourage their involvement in the new Food Safety policy. At the same time,
consumers need to be kept better informed of f:mergmc Food Safetry concerns, and of "'ISkS to
certain groups from particular foods.

~Consumers have the right to expect information on food quality and constituents that is
helpful and clearly presented, so that informed choices can be made. Proposals on the
labelling of foods, building on existing rules, will be brought forward. The importance of a
balanced diet, and its impact on health, will be presented to consumers. :

~International dimension

The Community is the world’s largest importer/exporier of food products. The actions
proposed in the White Paper will need to be effectively presented and explained to our trading
pariners. An active role for the Community in international bodies will be an important
element in explaining European developments in Food Safety.
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Conclusions - : .
The implementation of ali the measures proposed in the White Paper wiil enable Food Safety
10 be organised in 2 more co-ordinated and integrated manner with a view 10 achieving the
highest possible level of health protection. : : :

Legistation will be reviewed and amended as necessary in order to make it more coherent,
comprehensive and up-to-date. Enforcement of this legislation at all levels will be promoted.

The Commission believes that the establishment of a new Authority, which will become the
scientific point of reference for the whole Union, will contribute to a high level of consumer
- health protection, and conseguently will help to restore and maintain consumer confidence.

The success of the measures proposed in this White Paper is intrinsically linked to the support
of the European Parliament and the Council. Their implementation will depend on the
commitment of the Member States. This White Paper also calls for strong involvement of the |
operators, who bear the prime responsibility for the daily apphcatxon of the requzrcmems for”
Food Safety. :

Greater transparency at all levels of Food Safety policy is the thread running through the
whole White Paper and will contribute fundamentally to enhancing consumer confidence in

- EU Food Safety policy.
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CHAPTER 2: PRINCIPLES OF FOOD SAFETY

This White Paper makes proposals that will transform EU food policy into a-pro-
active,. dynamic, coherent and comprehensive instrument o ensure a hwh ]ex el of

human health and consumer protection,

“The guiding principle throughout this White Paper is that food safety policy must be

based on a comprehensive, integrated approach. This means throughout the food
chain ' (farm to table?); across all food sectors; between the Member States; at the
EU extemal frontier and within the EU; in international and EU decision-making
fora, and -at all stages of the policy-making cycle. The pillars of food safety
contained in this White Paper (scientific advice, data collection and analysis,
regulatory and control aspects as weil as consumer information) must form a
seamless whole to achieve this integrated approach.

The roles of all stakeholders in the food chain (feed manufacturers, farmers and food

manufacturers/operators; the competent authorities in Memober States and third
countries; the Commission; consumers) must be clearly defined: feed manufacturers.
farmers and food operators have the primary responsibility for food safety:
competent authorities monitor and enforce this responsibility through the operation
of national surveillance and control systems; and the Commission concentrates on
evaluating the ability of competent authorities to deliver these systems through audits
and inspections at the national level. Consumers must also recognise that they arc
responsible for the proper storage, handling and cooking of food. In this way, the
farm to table policy coverng all sectors of the food chain, including feed
production, primary production, food processing, storage, transpor: and retail sale,
will be implemented systematically and in a consistent manner.

A successful food policy demands the traceability of feed and food and their
ingredients. Adequate procedures to facilitate such traceability must be introduced.
These include the obligation for feed and food businesses to ensure that adequate
procedures _are in place to withdraw feed and food from the market where a risk 10
the health of the consumer is posed. Operators should also keep adequate records of
suppliers of raw materials and ingredients so that the source of a problem can be
identified. It must be emphasised however that unambiguous tracing of feed and food
and their ingredients is a complex issue and must take into account the specificity of
different sectors and commoedities.

This comprehenswe integrated, approach will lead to a more coherent, effective
and dynamic food policy. It needs to address ¢ e shortcomings which flow from the
current sectoral, rigid approach, “which has limited its ability to deal rapidly and
flexibly with risks to human health. The policy needs to be kept under constant

~ review and, where necessarv, be adapied to respond to shortcomings, to deal with

emerging risks, and to recognise new developments in the production chain. At the
same time, the development of this approach needs tc be transparent, involving all
the stakeholders and allowing them to make effective contributions o new
developments. The level of transparency already achieved by making public

Thioughout this White Paper, the term “fuod chain’ covers the whole of the feed and feod chain
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scientific opinions and inspection reports should be extended 0 other food safety
related areas. ' : '

Risk analysis must form the foundation on which focd safety policy is based. The
EU must base its food policy on the application of the three components of risk
analysis: risk assessment (scientific advice and - information analysis) risk

- management (regulation and control) and risk communication.

The Commission will continue to use the best available science in developing its
focd safety measures. The organisation of the independent scientific advice, and the
role of a new European Food Authority in providing this advice, will be dealt with in
Chapter 4. The Commission recognises that consumers and the food industry need to
be confident that this advice is being produced to the highest standards of
independence, excellence and transparency.

Where appropriate, the precautionary principle will be applied in risk management
decisions. The Commission intends to present a Communication on this issue.

In the decision making process in the EU, other legitimate factors relevant for the
health protection of consumers and for the promotion of fair practices in food trade
can also be taken into account. The definition of the scope of such legitimate factors
is presently being studied at international level paricularly in Codex Alimentarius.
Examples of such other legitimate faciors are environmental considerations, animal
welfare, sustainable agriculture, consumers’ expeciation regarding product guality,
fair information and definition of the essential characteristics of products and their
process and production methods.
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% FOOD AND AGRICULTURE
| ORGANIZATION
OF THE UNITED NATIONS

JOINT QFFICE: Visle delle Terme di Caracallz 060100 ROME Tel: 3906 57051 -www.codexalimentarius.net Erail: codex @fao.org Facsimile: 39 06 5705 4593
Agenda Hem 4 : _ CX/GP 61/5

JOINT FAG/WHO FOOD STANDARDS PROGRAMME
CODEX COMMITTEE ON GENERAL PRINCIPLES
' Sixteenth Session
Paris, France, 23 -~ 27 April 2801

REVIEW OF THE STATEMENTS OF PRINCIPLE ON THE ROLE OF SCIENCE AND THE
_ EXTENT TO WHICH OTHER FACTORS ARE TAKEN INTO ACCOUNT:
ROLE OF SCIENCE AND OTHER FACTORS IN RELATION TO RISK ANALYSIS

i Background

1) The Joit FAG/WHO Expert Consultation on Risk Management and Food Safety referred 1o the
- Statements of Principle Concerning the Role of Science in the Codex Decision-Making Process and the
. Extent to which Other Faclors are Taken into Account (Procedural Manual, 10 Edition, Appendix: General
Decisions of the Commission} and recommended that the Commission should clarify the application of the
Second Statement of Principle.”’. The Consultation indicated that “in particular, this clarification should
include explicit description of the faclor< which may be considered, the extent to which these factors should be
- taken into account, and the procedures to be used in this regard. "2 A reference to such factors is also mc!udcd in
: ,:. the Proposed Drafl Working Principles for Risk Analysis under development

-2} Following the request of the 22™ Session of the Commission, the 13th Session of the Committee on
- General Principles considered the role of science and the application of "other factors” in the case of Bovine -
- Somatotropin. It did not come to a consensus on their application and decided that “other factors™ should also
' be considered from a general perspective in relation to risk analysis. The 14® Session therefore considered
- general aspects in relation to risk analysis (CX/GP 99/9) and agreed to consider this question further on the
basis of a revised paper at its 15® Session. Concarrently the CCGP asked the Committees responsible for
- food safety issves to identify and clerify the relevant factors taken into account in their work, in the
- framework of risk analysis, as this would facilitate the general debate in CCGP. :

.~ 3} The question of “other factors” was submitted for consideration to the Committee on Food Hygiene, the
- Committee on Food Additives and Contaminants, and the Committee on Residues of Veterinary Drugs in
‘Foods prior to the 14" Session, and the discussions were taken into account in the debate, especially those of

- the CCFH and CCRVDF which had a substantial debate on this issue. The Committee on Pesticide Residues

- did not discuss the question and decided to consider it further at its next session. The 15® Session of the

CCGP also agreed to ask the advice of the Commitice on Nuwrition and Foods for Special Diewary

afterwards. The CCNFSDU discussed the question briefiy due to time constraints and did not come to a

- conclusion but agreed that it could consider it further if required following further developments in the
- CCGP.

When elaborating and deciding upon food standurds Codex Alimentarius will have regard where
appropriate, 1o other legitimate factors relevant for the health protection of consumers and for the promotion
of fuir practices in food rade”

FAQ Food and Nutrition Paper No. 65




4) Following a question originating from the Commitice on- Food Additives and Coniamipants,-_.the» -
Exeeutive Commitiee noted that the question of other fegitimate factors was utider consideration by the
CCGP at the request -of the Commission. The CCGP had asked refevant Codex Committees to provide
examples of other legitimate factors taken into account in their decision-making processes so as o facilitate
the general debate in the CCGP on other legitimate factors. The CCEXEC confirmed that responsibility for
a system-wide approach to the consideration of “other legitimate factors” rested with the Committee on
General Principles and that no further action in this matter should be taken by the Cominittee on Food
Additives and Contaminants (or any other Committee) at the moment {ALINORM 01/3, para. 56).

5) The 15" Session of the CCGP discussed the revised paper and there was 10 consensus on the need 1o
take into account factors that did not meet the requirements of the second Statemaent of Principle and were
‘not related to health protection and fair trade, The Committee had an exchange of vicws on the examples
 presented in the paper, as several delegations asked for clarification on their status, and recalled that its
responsibility was fo develop general guidance on the identification, management, mierpretation of other
legitimate factors as defined in the second Statement of Principle, and that the criteria presented in the paper
‘offered a basis for discussion in that regard.

6) The Committee agreed that it should consider this issue further at iis next session on the basis of the
current text, taking into account the amendment made at the scssion and that the conclusions of the
" committecs involved would be taken into account. The Secretariai weuld develop draft geoeral guidance
"based on paragraph 34 of the document CX/GP 00/7 and circulate the revised text for comments and
* consideration by the next session. '

7y In view of the decision of the Committee, and as the relevant Committees did not discuss the question
further i the meantine, the present document does not include examples but considers only some general
-aspects as a background to the criferia proposed for further consideration.

"8) The Committee also discussed the integration of other factors in the framework of the Proposed Draft
" Working Principles for Risk Analysis (section on risk management} and it may need 1o consider whether the

773

_ criteria should be integraied inte the Working Principies or presenied as a separate text (ALINORM 01733,
. para, 93).

General aspects

9} As the Second Statement refers fo other factors “relevant for the health protection of consumers and for the
promotion of fair practices in food trade” the Commuittee should consider their relevance and the relationship
. with the scientfic basis of the decision-making process. This also corresponds to the reconumendations of the
- Expert consultation on Risk Management to clarify the integration of such factors There has been some
" discussion in the CCGP and relevant Committees on the need to extend the scope of these factors or the
- mandate of the Commitiee but there is no consensus to do se, as appeared alsg from earlier discussion on BST.

- 10) Earlier discussions allowed the Committee o ideniify the areas where no conclusion could be reached,
" especially the extension to factors which do not correspond to the second Statement. However, it appears
possible to reach consensus on the identification and clarification of the factors covered by the sccond
Statement, and to find a generally accepted understanding of such factors, in view of the experience of Codex .

- Commitices. The last session of the Committee agreed that it should concentrate on its original mandate from
-+ the Commuission: the factors mentioned in the sceond Statement, in the framework of risk analysis. The detailed
- - discussions held in the CCFH and CCRVDY show thal there is a large measure of consensus on several factars

. which are taken into account in the risk management process.

11} The factors to be considered in the framework of Codex arc linuted by the criteria set out in the Staiement,

. and this reflects the objectives of Codex to ensure healih protection and fair trade practices. When considering
food safety issues, several economie or practical concerns have been integrated into the process, although the

. criteria for their inclusion were not formally described. This is the case for example with control measures to

. prevent contamination in the codes of practice, which wke inte account the nature of the production or
processing methods, current technology, or economic feasibility, However, practical considerations of this
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- pature do not change the overall purpose of Codex texts to ensure the protection of consumers’ health. This
" general objective should be bome in mind when discussing the "other factors” in relation to risk analysis, as the -
recommendations made by Codex are intended to address safety issues and such factors should be considered -
in conjunction with the scientific basis of the decision. In the process the integrity of the risk assessment should
be respected and the separation with risk management should be maintained, as recommended by the Risk
-, Management Consuliation. E

*12) This is the general approach taken in the elaboration of Codex and the Commitiee should consider as a
matter of principle whether it should be reasserted. In some cases the "other factors” have been put forward as

- ¢lements which can be incompatible with the results of risk assessment. This question was discussed initially in

relation with BST but the relevance of risk assessment might be questioned in other cases, which would have
important conseguences for the overall focus of Codex work. It appeared from earlier discussions that there
was 1o consensus on the integration of other factors to an extent where they would take precedence over the

- results of risk assessment, or represent the decisive element ia the risk management decision.

©13) Another general aspect of the discussion relates to the relevance of othier factors in the framework of Codex -
as an intergovernmental standardization body. They should refiect aspects which are generaily accepted as part
of the decision process, and on which governments can reach consensus at ihe international level. The concerns
described by the Consultation as “societal choices" are addressed at the national level as such choices may
differ widely from one counury to another, because they correspond to different economic, social or cultural
conditions. These aspects were mentioned in the repert of the Consuliation, since its objective was aiso o
provide guidance to governments, not only to Codex or Expert Committees, and to propose recommendations
“which couid be used ai the national level.

14} Codex recommendations differ from governmental regulations in their scope and applicability since they
are not implemented in practice. When  governments carry out sanitary measures, they take inio account th

specific conditions of the country to ensurc that these measures are applicable at the national level and
acceptable to all sectors of the economy and the public in general. The situation is different in Codex, where a
measurc based on sociclal or cultural choices miay be acceptabie in some countries and unaccepiable to others,
whereas Codex iexts should reflect international consensus and provide general guidance to member countries.
Governments may {nlegrate a range of “other legitimate factors™ in their national regulations, provided these
are consistent with their obligations under WTO, especially the TBT Agreement, and do not create unjustified

" barriers fo trade.

© 15) The faciors taken into account in 2 nadonal context may be justified under the TBT Agreement without
being applicable within Codex because different criteria apply at the national, regional and intemational levels;
the factors which characterize a spectfic national context may not be relevant iy other counfries or regions, or
for the purposes of international food standardization. It appears from eariier discussions that consensus cannot
be reached on the factors which are not direcily related o health or trade but involve socictal choices, since
there are no cbjective criteria to determine the choice of social or cultural models. '

Conclusions

16} The last session of the Committee discussed some of the examples provided in the document, which also .
. reflected the discussions held in some of the relevant Committees. However it was agreed that the Committee

should provide general guidance and concentrate on the criteria for the integration of “other legitimate factors™

and no further examples have been included in the present document. As agreed by the fast session, the criteria

were amended in view of the decision of the last session {ALINGRM 01/33, para. 91) and a reference to the

risk management process was also included in view of the current discussion in the Working Principles.

17} As regards the general aspects of "other factors” in the decision process, the Commitiee should provide a

. general orientation for Codex work in the framework of risk analysis, with the understanding that relevant

“committess can provide specific clarification on the integration of such factors in their own work. For this
purpose, the Committee may recall that risk assessment should be generally applied for health related issues
throughout Codex, and that other factors should be integrated at the risk management stage when appropriate
and in conformity with the general objectives of Codex to ensure the protection of health and fair trade
practices. In the process, the separation between risk assessment and risk management should be maintained.
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.":j 18) Taking into account the above considerations conceming hea!thian_d trade aspects of other factors in
relation to risk analysis, the Committee may therefore wish to recommend the following: BRI :

0 when health and safety matters are concerned, the first Statement of Princz}ﬂe Concerning the Role of
" Science and the Statements of Principle Relating to the Role of Food Safety Risk Assessment should be
followed; ' .
¢ other legitimate factors relevant for heaith protection and fair trade practices may be identified in the risk
. management process, and risk magagers should indicate how it affect the selection of risk management
options; o '

& consideration of other factors should not affect the scientific basis of risk analysis; in this process, the
separaiion between risk assessment and risk management should be respected, in order to ensure the
scientific integrity of the risk assessment;

¢ confusion should be avoided between justification of national mieasures under the SPS and TBT
Agreements and their validity at the international level; it should be recognized that some legitimate
concems- of governmenis when establishing their national legisiation are not generally applicable or
relevant world-wide

¢ only those other factors which can be accepied on a world-wide basis should be taken into account in the
frarnework of Codex;

¢ the incidence of specific other factors on the risk management reconunendaitons of Codex Commitices
should be clearly documented, including the rationale for their integration;

- ¢ heahh concerns relating to the environment, albeit not within the mandate of Codex, may be taken inio -
© account if international recommendations exist or a generally aceepted scientific basis exists 1o substantiate
them;

¢ the feasibility of risk managewicnt options due fo the nature and particular constrains of the production or
" processing methods, transport and storage, especially in developing countries, may be considered, concerns
refated {0 coonomic interests and {rade issues in seneral being substantiated by guantifiable data;

¢ the mtegration of other legitimate facfors in risk management should not create unjustified barriers 1o trade;
particufar attention should be given to the irapact on developing countries of the inclusion of such other
factors
19} These recommendations could serve as the guidelines refemed fo in para. 30 of the Proposed Drafl
- Working Principles for Risk Analysis (ALINGRM €1/33, Appendix 1)
“Guidelines should be defined for the integration in e risk management process of legitinate factors
other than science relevant for the health protection of consumers and for the promotion of fair
practices in food trade™
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WORKING PRINCIPLES FOR RISK ANALYSIS: THE APPLICATION OF PRECAUTION -
EN RIBK MANAGEMENT

- BACKGROUND

The 15" Session of the Committee on Gensgral Principles considered the Application of Precaution in Risk
" Management in the Proposed Draft Working Principles for Risk Analysis (para. 34-35), in the framework of
the section on Risk Management., The Committee discussed the proposals put forward in the comments and in
the course of the session in order to provide recommendations on the use of precaution in risk management but
recognized that no consensus existed at this stage. The Committee agreed that the alternative texts would be
circulated for comments, as part of the Proposed Drafl Working Principles for Risk Analysis and that a drafting
eroup coordinated by the French Secretariat would work by electonic mail in order to prepare a revised text

for consideration by the next session. The Committee noted that the French Secretariat would ensure prompt
distribution of niaterial to all members and ebservers, including replies to the Circular Letter sent at Step 3.

- The relevaat sections of the Proposed Draft Working Principles were circulated for comments by CL 2000/12-
. GP {April 2000). The French Secretariat prepared a revised text and a list of the main issues to be solved on
the basis of the comments received, either formally at Step 3 or informally i the Working Group. The revised
text is hereby circulated for additional comments at Step 3 and consideration by the 16" Session of the
- Comumittee. A Working Group will be held on 21 April 2001 to consider the Application of Precaution in Risk
\/Ianaoement and discuss the proposed text in order to facilitate the discussion, as agreed by the Committee at
its 15™ Session.

Governments and international organizations wishing to submit-comments on the above document should do so
in writing to the Secretary, Joint FAO/WHO Food Standards Programme, FAQ, Viale delle Terme di Caracalla,
00100 Rome, Haly, with a copy to the Codex Contact Point for France, SGCIVCODEX, Carré Austerlitz, 2
Boulevard Diderot 75703 Paris Cedex 12, Fax. 33 {0)1 4487 16 04, Email: sgci-codex-fi@sgei.finances.gouv. it
before 15 March 2001,

Note: The comments submitted at Step 3 in reply to the CL will be published in a separate document (CX/GP
L01/3-Add.1) o
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- PROPOSAL FOR REDRAFTING PARAGRAPHS 34 AND 35

34. "When relevant scientific evidence is insufficient to objectively and fully assess risk from a hazard in food
1 and where there is reasonable evidence to suggest that adverse effects on human health may occur, but it is
difficult fo evaluate their nature and their extent, it may be appropriate for {risk managers/members
covernments] to apply precaution 21 through interim measures to protect the health of consumers, without
vawaxtmg additional scientific data and a full risk assessment.

However, additional information for a more objectwe risk assessment should be sought and the measures taken
reviewed accordingly [within a reasonable time frame/until a more complete risk assessment is performed].”

[1] It is recognized that hazard identification is a crucial step in this process.
[2]1 Some Members refer to this concept as the "precautionary principie”.

35. In such situations the following considerations should be taken into account :

1} Examination of the full range of management options should be undertaken with all the stakeholders. This
should include an assessement of the potential advantages and disadvantages of the altemative measures,
including, where appropriate. flexibility and cost, effectiveness considerations.

There should be a transparent explanation of the need for the measures and the procedures followed to
establish them.

The decisions/measures taken are proportional 1o the potentlai extent of the health risk and based on the
available scientific data.

3. The decisions/measures tzken are consistent with those taken in similar circumstances. based on all the
available pertinent information, including avaijable scientific information.
The measures taken are the least trade restrictive to achieve protection of the health of consumers.

The decisions/measures are subject to ‘an on-going, trausparent review pmcesq involving interested
stakeholders.

Information should continue to be gathered to strengthen the - scientific evidence. The original
decisions should be reviewed and decisions taken to retam, modﬁfv strengthen or rescind any measures as
appropriate m the light of such mfoxmanon
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71 - DISCUSSION '

faragraph 34

Following the submission of comments in the framework of the Working Group, 2 revised version was drafted
{(see section 1I). This takes into account the discussions at the 15 Session of the Codex Committee on General
Principles and the elements of consensus in the above mentioned comments. However a aumber of questions

remain to be discussed.
» The first issue is whether both footnotes should be retained:
s Footnote I - [It is recognized that hazard identification is a crucial step in this process]

All comments recognize that hazard identification is an essential step. However it appears useful to clarify
further this requirement.

he Procedural Manual defines Hazard Identification as “The identification of biological, chemical, and
‘physical agents capable of causing adverse health effects and which may be present in a particular food or
group of foods.”

What elements should be identified at the hazard identification stage : clarifying the nature of the hazard,
evidence/probability of occurrence of adverse heaith effects 7

The reply to this question should bz considered in the wider framework of the factors that trigger the use of the
precautionary principle/approach (the extent of scientific dafa, other objective elements..}

e Footote 2: [ Some Members refer to this concep! as the "precautionary principle”.]
Some comments reguest that this reference be deleted.

In view of the positions which have aiready been expressed, should it be deleted of not 7

=]
L
¥s
&
9,"
I
g
0
o
S
o
o
&

» The second issue concerns rwo termis which ware retained 1
¢ [Risk managersfmember govermmenis|

it remains to be decided whether the precautionary principle/approach is relevant in Codex work.

This guestion is controversial.

Some comments point gut that the concept is not relevant for Cedex work, since it should work on the basis of
sciemtific evideace. In this context, if scientific evidence is insufficient, Codex should refrain- from developing:
standards. The decisions related to the implementation of the precautionary principle/approach would therefon

be relevant only for member governments.
e fwithin g reasonable time framef
When and how should a decision taken on the basis of the precautionary principle/approach be revised ?

On the basis of the comments, twe alternafive drafts could be proposed, The first refers to the proposal from
Malaysia for “a reasonable time frame”. The second links the review to “a more complete risk assessment”

Paragraph 35

(=N
)
r
P

This paragraph was amende wo fevels, in reply 1o the comments received. .

1} The presentation of the paragraph was reorganized in order to Improve the clarity and logic of the text.

2) Some amendments were introduced i each individual point (underlined in the text). This was intended to
address several concurting cominents on a consensus basis, »
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IV.

2:1 4
FOOD SANITATION LAW

Purpose of the law and system

The objective of this law is to protect the people from health hazards caused by the
consumption of food or drink, thereby tc contribute to the improvement and
promotion of the public health. :

QOutline of the law and system

The sale of chemical synthetics intended for use as food additives or foods
containing these chemical syntheties is forbidden, except where approved by the
Minister of Health and Welfare (Article 6, Law).

"When standards for methods of manufacture, labeling, or specifications for

ingredients have been established by the Minister of Health and Welfare, for foods,
food additives, apparatuses and container-packages for sale or business, it is
forbidden to sell all products which are not in conformity with the relevant statutes
(Article 7, Article 10, Article 11, Law). '

Those who wish to import foods, food additives, apparatuses or container-packages
for sale or business, must first notify the Minister of Health and Welfare (Article 17,
Law)

Cabinet Order and Ministerial Ordinances

The Cabinet Order for the Enforcement of Foods Sanitation Law.

Enforcement Regulation of the Sanitation Law.

Ministerial Ordinance Concerning Compositional Standards, etc. for Milk and Milk
Products.

Specifications and Standards for Food and Food Additives, etc. (Ministerial Notice)

QOutline of Specifications, Standards and Inspections, etc.
1. Items covered
2. Qutline of specifications, standards and inspections, etc.
i. Specifications and standards for foods and food additives
Specifications and standards for foods and food additives are established
for each item of foods and food additives on a scientific basis, after

consulting with the Food Sanitation Investigation Council. In establishing
standards or specifications, relevant international standards, prescribed by
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international organizations such as the FAQO or WHO, where they exist, are:
taken into consideration. However, there are difference standards from those
applied in other countries due to the differences in dietary habits. Prior to
establishment, an opportunity is guaranteed through holding Food Safety
Group Meetings, etc. for hearing of appropriate comments on the part of
foreign parties concerned.

ii. Procedures involved in the importation of foodstuffs (inspections)
The sanitation inspection of imported foodstuffs is omitted, after having
confirmed the methods of manufacture, etc., when the imported foodstuffs
meet the following conditions:

a. The sanitary condition of the foodstuffs in question is guaranteed not to
change during the time period of transport or storage in bond.

b. Confirmation that there has been no violation of the Law, etc. in the past
concerning the same foodstuffs as those in question.

When certain kinds of foods, etc. are repeatedly imported, if importers
submit their import plan at the time of the first importation, importers will
be exempted from filing import notifications for subsequent imports
within a specified period.

3. Procedures for the establishment and/or amendment of specifications, standards
and inspections, etc. :

Flowchart for establishment and amendment of specifications or standards

Original draft by the Environmental Health
Bureau, Ministry of Health and Welfare

Inquiry A Information
Food Sanitation ‘ﬁ_"“"‘"—a 7 Original draft ‘4 A > Periodic meeting
Investigation of Food Safety
. Council Submission of Comments Group composed
report & of foreign
A ' embassy officials
Final draft
v

Enactment | = Advance notice

in Tsusho Koho

Naotification to

Comments " GATT
Official announcement
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4, Certification systeni

i. Outline of import notification system

“Those who wish to import foods, etc. must first notify the Minister of Health
and Welfare on each occasion. The notification form is to be filed with the

" Quarantine Station at thirty major seaports and airports (including seven
branch offices, two subbranch offices, and four detached offices). The
Quarantine Station carefully be imported, and when necessary, some samples
may be taken for testing ete., in order to ensure food sanitation.

ii. Particular emphasis is given t inspections for the following foodstuffs

a. Foodstuffs, etc. having sanitary problems due to accidents during
transport to Japan, ete.

b. Foodstuffs, etc. to be‘imported for the first time into Japan

c. The same or similar kind of foodstuffs has previously violated the Food
Sanitation Law.

As for the sanitation inspection procedures for importing foods, the
following improved measures have been taken since April 1982, in order
to accelerate and simplify the procedute to a large extent.

a.

b.

Exemption for a certain period of time from inspections of foodstuffs
to be imported continuously. : _
Acceptance of the analysis table prepared by the official laboratories

in exporting countries.

Exemption from obligatory notification of foodstuffs for individuals
or for tests and research.

Filing of collective notification for foodstuffs to be imported
continuously {planned import system)

Filing of notification prior to. the arrival of cargo (prior-notification
system)

Prolonged operating time of Quarantine Station at both Narita and
Osaka International Airports. '
Consolidated administrative system. (a large-scale increase in
personnel - responsible,  and an increase ~counters. for, receipt of
notification) '
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- Flowchart for Notification System for Impbrted Foods, ete.

Advance consultation service
Advance information acquisition (regarding production methods, content of ingredients, etc.)
Advance inspection (by the competent government agency of the exporting country, or the official
' laboratory designated by the Minister of Health, Labour and Welfare)

l

Submission to the Quarantine Station
{(“Notification Form for Importation of Foods, etc.” and other related documents}

I

Examination of documents

v v

Food etc. not requiring examination Food ete. requiring examination
{Cargo not required inspection) {Cargo required inspection)
. Examination
Application for customs clearance :
(Shipment released) $
$ Judgment

Certificate of natification processing,
or certiﬁcafe of passing inspection

v | v

Customs declaration Sample found in violation of Sample found in accordance
: Food Sanitation Law with Food Sanitation Law
Application for
customs clearance
Application for Destruction Reshipment (Shipment released)
reconditioning ¢heating, : -

processing selecting, etc.) or
.'conversion to other purposes

Custorns declaration
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(REFERENCE)

IMPORT INSPECTION PROCEDURES BASED ON THE FOOD SANITATION
LAW - :

This Law prohibits the importation of the following foodstuffs, etc. for the prevention of
health hazards caused by their consumption, etc. _

0y

@

&)

“4)

Foods and food additives coming under any of the following categories.

i. Those which are rotten or decomposed or unripe. However, those foods which
are recognized as not harmful to human health and are edible or drinkable are
exempt from this rule.

ii. Those which contain or are in contact with poisonous or harmful substances
however the following cases are exempt from this rule.

a. Poisonous or harmful substances which are naturally contained in or attached
to foods or food additives are recognized in general as not being harmful to
human health because of their low toxicity and treating such substances used
for the foods or food additives.

b. Mingling or aceretion of poisonous or harmful substances are considered
inevitable by manufacturers of foods or food additives, and as not harmful to
human health in general. :

iii. Foods which have been contaminated with pathogenic micro-organisms or are
_suspected of such contamination and therefore harmful to human health.

iv. Foods which might be harmful to human health due to mingling, accretion or
other contamination by uncleanliness or foreign substances.

Meat and viscera of animals (including cattle, horses, pigs, sheep, goats, and
buffaloes) suffering from, suspected to be suffering from or having died from a
specified discase, or meat and viscera of animals, etc. not having an attached
certificate or a copy thereof issued by governmental authority of the exporting

country.

Chemical synthetics intended for use as food additives or preparations and foods

containing chemical synthetics except those approved by the Minister of Health and
Welfare as not harmful to human health.

“Foods and food additives which are not in conformity with the relevant statutes,

when standards or specifications are established for manufacture, processing, use
and ingredients, etc., by the Minister of Health and Welfare from the viewpoint of
public health.
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5 Appératuseé or con‘tainer-packages coming under any of following conditions

i. Apparatuses or container-packages which contain or are in contact with
poisonous or harmful substances, and are therefore harmful to human health.

ii. Apparatuses or container-packages which give poisonous effects through contact
with foods or food additives and are therefore harmful to human health.

(6) Apparatuses, container-packages which are not in conformity with the relevant
statutes, when specifications and manufacturing standards are established for
apparatus, container-packages or materials for sale or business, or related materials
by the Minister of health and Welfare from the viewpoint of public health.

(7) Toys which contain or are in contact with poisonous or harmful substances. It is
prescribed that those who wish to import foods, food additives, apparatuses,
container-packages, toys or cleansing agents (for vegetables, fruits and tableware)
for sale or business must submit a “Notification Form of Food etc. Importation” to
the Food Sanitation Inspector’s Office. '

(Note)

“Apparatus” means utensils such as tableware, cooking ware, and machines, instruments,
etc. used for collecting, manufacturing, processing preparing, storing, transporting,
delivering (or taking) foods or food additives, which come into direct contact with foods
or food additives. Machines, instruments, etc. used for collecting foods in agriculture and
fisheries are exempt.

“Container-package” means articles containing or packing foods or food additives to be
offered when foods or food additives are delivered.
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PLANT PROTECTION LAW

L Purpose of the law and system

The objectives of this law are to inspect the exporting, importing and domestic plant,
to control the injurious animal and plant, and to prevent the outbreak and/or
spreading thereof, thereby to ensure the stabilization and development of agricultural

production.

[I. OQutline of the law and system

Imported plants and their packing material or container must have phytosanitary
certificates issued by the relevant government organizations of the respective
exporting countries or copies of the same attached to them. (Article 6, paragraph 1).

Importation of plants is not allowed at locations other than ports or airports
designated by ministerial ordinance (Article 6, paragraph 2). :

When a plant is imported, it must be inspected without delay by a Plant Quarantine
Inspector to determine if a phytosanitary certificate issued by the government
organization of the exporting country or its copy is attached, if it is a plant for which -
importation is prohibited, and ifany harmful living organisms or plants accompany it
(Articie 8, paragraph 1). '

|11 Cabinét Order and Ministerial Ordinances

Plant Protection Law Enforcement Order
- Plant Protection Law Enforcement Regulations

1Iv. Outline of Specifications, Standards and Inspections etc.

1. Items covered

Plants subject to the quarantine inspection of imported plants include flowering
plants, ferns, moss and liverwort (including plant parts, seeds, fruit, and other
gimilar processed goods such as “Mushiro” and “Komo” straw mattings).
Specifically, this includes seeds and seedlings, bulbs, cut flowers, fresh fruits,
vegetables, grains, beans, lumber, delicacies, seasonings, etc.



g2

2, :()utlinéofépecificaﬁons; standards and inspections etc. |

1.

ii.

iii.

Import restnctmns :
a. Plants may only be imported at ports or airports deszgnated by mlmstena} o
ordinance. e S
b. Phytosanitary certificates 1ssued by the relevant govemment orgamzatlon '
of the exporting country or copies thereof must be attached. . -
¢. When imported through the postal system, it must be sent as postal -
parcel, a small packet, or a commercial. -

d. Persons who import plants must immediately notlfy the Plant Pmtectmn i

Station and have the plants inspected by a Plant Quarantine Inspector.

Prohibition of importation

Importation of the following items is prohlblted e

a. Plants designated by ministerial ordinance and shipped. ﬁrom or passed i
through the district designated by ministerial ordma,nce

b. Injurious animal or plant

c. Soil or plants with soil

d. Packing material or container of the articles mentioned above

Among these, regarding a., importation of certain piants from certain reglons e
is prohibited because of the fear of plant diseases and injurious insects for =

which entry is subject to precautionary measures by Japan. These include the
Mediterranean fruit fly and Codling moth. Detection of these is very difficult -~

at the time of importation and, further, no suitable disinfecting method has -

been established, so the only way to prevent the entry of these diseases’ or '
pests is to ban importation.

Note that even when importation is prohibited for a plant, that plant may be -
imported under certain conditions when a method of complete disinfection of -
plant disease or injurious insect prohibited has been established in the '
exporting country and the reliability of that method has been recegmzed in
Japan. _ .

Measures after inspection : _
When no injurious animals or plants have been dlscovered asa result of the

inspection, a certificate of passage is issued and the plant can be 1mporwd e
When a-injurious animals or plant has been discovered, however, the Plant =~

Quarantine luspector orders disinfection, d1sposa1 ete. in accordance Wlth the -
situation.
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3. Procedures for the estabhshment andlor amendment of speclficatmns,
standards and mspectmns etc. »

Preparation of original draft by Plant
Protection Division, Ministry of
Agriculture, Forestry and Fisheries

Obtaining comments from scholars P u‘qiic
and experts and preparing final draft hearings

(Opinions)

Amendment of law and ordinance
{(notice in Office Gazette)

4. Certification system

Import inspection (guarantine) procedures under the Plant Protection Law

Application for import inspection to the Plant Protection Station _
(“Phytosanitary Certificate™ issued by competent government agency of exporting country)

.

Import inspection
If quarantine pests detected ' If quarantine pests not detected
l v

Sterilization {———pi Issue of “Plant Quarantine Certificate

¥ ¥
Discarded or returned Food Sanitation Law procedures
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s, _Pr_d;ﬁedukes for application

‘Note :  Regarding measures for improvement the inspection system, along with
: - the recent increase in imports of agricultural products, the time required -
for inspection at the airports has increased. Measures are being taken to
-speed up the inspections and, also, the system is undergoing
improvement such as increasing the number of inspection officers,
expanding of inspection facilities, etc. Effort is being made to inspect
plants accurately under the Plant Protection Law.

- Qutline of Quarantine Procedures of for Imported Plants

i.  Phytosanitary certificate issued by the competent government agency of the
exporting country or copy thereof shall be attached to all quarantine-designated
plants to be exported o Japan.

il. Any importer of plants shall submit written application to the Plant Protection
Station and shall later submit said plants for inspection by plant inspectors to
determine whether or not they harbor any injurious plants or animals or other matter.

iii. Should the Plant Quarantine Inspector determine that the planté are import-
prohibited articles, they shall not be imported. '

iv. = Should the Plant Quarantine Inspector determine that the plants inspected do harbor
any injurious plants or animals, said plants shall be disinfected. After determining
that the injurious plants or animals have been fully exterminated, a certificate will be
issued stating that said plant has passed inspection. :

v. . Should the Plant Quarantine Inspector determine that the plant inspected does not
fall under 1ii or iv above, a certificate will be issued stating that said plant has passed
inspection.

vi. Testing Organizations : Plant Protection Station {98 stations throughout Japan)
(REFERENCE)

Functions of plant pmtectxon sfations

The ever increasing expansion of international trade, however, has resulted in an influx of
wide varieties and tremendous quantities of agricultural products. Furthermore, the
development of modern transportation methods enables the movement of great numbers of
commodities in a short time, thereby facilitating the quick transportation of fresh plant
commodities from one place to another. As a necessary consequence, the danger of
invasion by noxious pests accompanying these plant imports has become increasingly
more serious. '

The quarantine offices have, thus far, protected Japanese agriculture from the infiltration
of pests from abroad by means of import quarantines the seaports and airports throughout
Japan. Furthermore, these offices also perform domestic quarantine to prevent the
proliferation and spread of local pests which are deemed to be a serious threat to crops.
In addition, quarantine officials mspect plants for export to respond to requlrements from
overseas countries. : :



' ) Import quarantine_

Plants and plant products are imported from foreign couniries by means of freight,
personal luggage and parcel post, etc. They are subject to plant quarantine to prevent a
possible invasion of pests which may be inhabiting these plants. It is stipulated by
Japanese law that a phytosanitary certificate issued by the authorities of the exporting
country be attached to the plants and that these plants be imported to designated seaports
and airports.

Import plants are classified into three categoﬁes 1; Import prohibited items, 2; Items
subject to quarantine, 3; lfems not subject to quarantine.

*Import-prehibited items
This category covers the following items:

1. plants shipped from a region where there are pests which have not yet occurred in
Japan and could cause serious darmage to crops and forest resources;

2. pests and plant pathogens;
3. soil; and
4. plants stuck with soil;

*Items subject to quarantine

This category covers plant items which are not designated as import prohibited
items but are inspected upon eatry. These items range widely covering seedlings,
ornamental plants, cut flowers, bulbs, seeds fruits, vegetables, grain, beans, logs, spice -
crops, herbs, etc.

*Jtems not subject to quarantine

No inspection is required for some highly processed items such as lumber, tea and
the like.

Imported plaunts are routinely inspected for pests. If plants could possible bear serious
pests, they are inspected more closely. Once any pests are found at the inspection site,
certain measures are taken on the plant consignment, eithér by sterilization, selection,

elimination of the pests or destruction (incineration) of the plants. '

Preshipment guarantine at origin

Some import prohibited items are exceptionally able to be imported, provided that
importation is conducted in accordance with the standards established by the Mlmster of
Agriculture, Forestry and Fisheries. :

These standards include terms and conditions on the kind and variety of the plant, its
production region, sterilization treatment, means of transportation and others. The table at
right shows items subject to these procedures. During export seasons, Japanese plant
quarantine officials are sent abroad to witness sterilization treatment and inspection by the
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authorities of the exportmg country. Even for the items subject to quarantme p}ant '
quarantme officials are sent to the countnes concemned, : '

For example, plant quarantine efﬁcials are dispatched to the Netherlands, from which
large quantities of cut flowers and bulbs are exported to Japan. The mspectmn is doné in
advance at the export site.

_ Major import prohibited piants

Regions Main imp.ort prohibited Pests
items
! Europe, South America, | All fresh fiuits (excluding | Mediterranean fruit fly
Australia, Hawaii, Afiica, { pineapple, coconut, etc.)
the Middle and Near East,
etc.
Europe, Australia, Africa, | Fresh fruifs such as apple, | Coding moth
North & South America, the | pear, peach, sweet cherry;
Middle and Near East, New | walnut in shell
Zealand, China, India, etc.
Asia (excluding Korean | Fresh fruits such as tropical | Oriental fruit {ly
Peninsula) Hawaii fruits, citrus, peach, tomato, | Melon fly
pepper,  Kkidney  bean,
pumpkin, watermelon,
cucumber, etc. (excluding
pineapple, coconut, durian,
etc.)
Micronesia, Polynesia, | Fresh fruits such as tropical | Queensland fruit fly
Australia (excluding | fruits, citrus, peach, apple,
| Tasmania) pear, kiwi fruit, olive,
| common coffee, date palm
(excluding pineapple,
, coconut, durian, efc.)
Europe, North America, | Wheat and barley straw Hussian fly
New Zealand
 United States of America | Roots ~ or  underground | Citrus burrowing nematode |
(including Hawaii) portions of - ~citrus,
pineapple, genera - of"
- Anthurium, etc.
All countries Rice plants, rice straw, rice | Rice pests
husk and rice in the husk
(excluding Korean
Peninsula and Taiwan)
Soil, plants with soil, plant
pests
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