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What are we aiming for ?

Integrity of organic products
Free and equal access to markets
Appropriate regulation

Components of a 
regulatory system 

A  rule

A conformity 
assessment system

?

Harmonisation

Equivalence

Mutual 
recognition

Decreasing 
sameness

Convergence

Different approaches
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Harmonisation of CAS

US-EC

ICH

Safe Harbour

Codex Eq.

UN/ECE
TBT

ISTA

WANO

Marine Eq.

IECEE

Convergence

EU model

ICC
IASC

Who drives it

PrivatePublic

ICH

Safe Harbour

WANO

ISTA

UN/ECE
TBT

Codex Eq.

US-EC

EU model

IECEE

ICC

IASC

Marine Eq.
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Approach categories

One powerful 
driver

Bi-lateral Treaty Communication

US-ECICH

Safe Harbour

Codex Eq.

UN/ECE

TBTISTA

WANO

Marine Eq.

IECEE

EU model

International Conference on 
Harmonisation

ECJapan Min.of Health US FDA

JPMA EFPIA USPMA

IFPMASteering Committee

1º groups

Expert groups

EfficacyQualitySafety
Secretariat

Trilateral guidelines National legislation

Pharmaceuticals

Issues from ICH

European Leadership in ICH process
EU has large internal market for which 
others comply
Strong private sector involvement
Initial impetus from government

US-EC  - Safe Harbour

EC US

US Company 
self-certifies

Safe Harbour Principles

US Dept of Commerce lists 
company on website

Data protection

Audits by private certification organisations

Process backed by US Government

Issues from Safe Harbour

Unique one way process: addresses 
impacts of regulation of one jurisdication 
on another
Directly targets firm behaviour instead 
of government regulatory convergence
Private and public sector components –
resourcing issues

Codex – Equivalence guidelines

Bi or multilateral negotiations 
on equivalence of CAS

Discussion  phase

Consultation phase 

Acceptance by import country

Food import and export

Scope

How export country achieves the importing country objectives

Ideally using 
Codex standards

Periodic audits and 
correction of problems Public Comment Period

Trial or pilot study

Considerations 
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Issues from Codex

Main intergovernmental body on food  
issues already active in organic sector
‘Neutral’ space and transparency in 
negotiation
Possibility of multi-party discussions 
leading to multi-lateral agreements
Role of private sector not specified

US-EC MRAs

Office of US Trade 
Representation

TABD Sectoral US & EC regulatory 
agencies

6 different industry sectors

Based on international standards: ISO, IEC, Codex, ICH, IMO, etc...

Recognition of 
CABs

Recognition of equivalence 
of regulatory system  

(pharmaceuticals)

Authorities 
recognise CABs in 
other jurisdiction

European Commission 
DG Trade 

Mutual recognition of CAS

Joint audit
(medical devices)

Issues from US-EC MRA

Bilateral but nevertheless complicated
Structural differences were obstacles
Anticipated benefits not fully realised
Bilateral MRA as a stepping stone
Contagion effect good or bad?

US-EC Marine Equipment

Office of US Trade 
Representation

US Coast Guard & EC authorities

Marine equipment

CABs designated 
by responsible 

authority

European Commission 
DG Trade 

Determination of equivalency in CA based on IMO 
international standards

Certificates issued  
by a CAB are 

recognised in both 
territories

Comparative Study Workshop Set goals, scope 
and process

Issues from Marine Equipment

Equivalence based on international 
standards: high degree of convergence
Staged approach based on analysis of 
similarities and subsequent working on 
harmonisation
Bilateral government negotiation

UNECE Model

UN member country 
request

International 
standard

Preparation of draft CRO

General model

SDoC

UNECE 

Adoption in national regulations

Third party 
certification

Market 
surveillance

CAS

Call for participation



4

Issues from UNECE model

Use of international standards
Agreement on common CAS
Possible platform for organics
Deterrent to additional requirements
Requires government initiation
What role for private sector?

WTO/TBT

Member States

Positive consideration to equivalence

Framework for Convergence
Aim to facilitate trade via use  of international standards & CAS

Play full part in development of international standards 
and technical regulations

Mutual recognition of CAS

Use international standards  & CAS where they exist

Exceptions

Proposal for International CAS

Issues from WTO/TBT

A broad guideline only
Strong support for international 
standards and CAS
Exceptions – climate, safety, health, 
environment
Requires government initiation

ISTA

Technical Committees & Task Forces

Elected Executive Committee

Seed testing

Membership

ISTA

Secretariat

Accreditation Procedure
Proficiency test
QA system
Audit by ISTA

Authority to issue ISTA certificates

Cooperation with 
International Bodies+

ISTA MEMBERS: Member Laboratories and Personal Members

Ordinary Meetings
Designated Members Vote

ISTA 
RULES

Government 
Authority

Issues from ISTA

Coordination with international 
organisations
Hybrid regulatory system with 
government authorisation
Sector specific, international 
accreditation
One single certificate with colour coding

WANO

Members are nuclear power plant operators

Nuclear power stations
Maximise safety & reliability through exchange of information

Improvement by learning rather than by sanction

Training

Voluntary assessment programme

No legal enforcement but has influence

Continuous Improvement of Standards
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Issues from WANO

Capacity building, not conformity 
assessment
Common fate notion
No trade

EU – new & global approach

EC framework directives

General model

Permits use of CE mark

Technical standards

National accreditation

CEN

CENELAC

ETSI

Non binding

Using EN45000 
series

EA

Essential 
requirements

Issues from EU new approach

Integration of public and private actors
Role of favoured certification marks
Equivalence of national accreditors 
through MLA and use of common 
guidelines

IECEE

‘One product, one test, one market’

Electrical equipment

Test reports and certificates

Certification Management Committee

National  Committees

NCBs

Exchange of reports and MR between NCBs 
allows access to other markets

National 
standards

Conformity Assessment Board of IEC

Recognised 
NCB scheme

Issues from IECEE

International standard
Allowance for minor national differences 
Mutual recognition of recognised CABs
Recognising CAB uses report of export 
CAB 
Common report formats

Different approaches
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Harmonisation of CAS

US-EC

ICH

Safe Harbour

Codex Eq.

UN/ECE
TBT

ISTA

WANO

Marine Eq.

IECEE

Convergence

EU model

ICC
IASC
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Who drives it

PrivatePublic

ICH

Safe Harbour

WANO

ISTA

UN/ECE
TBT

Codex Eq.

US-EC

EU model

IECEE

ICC

IASC

Marine Eq.

Approach categories

One powerful 
driver

Bi-lateral Treaty Communication

US-ECICH

Safe Harbour

Codex Eq.

UN/ECE

TBTISTA

WANO

Marine Eq.

IECEE

EU model

Lessons learnt

Mutual benefit of private-public interaction
Continuous development of organic 
standards
Process needs trust and confidence building
Equivalence
Harmonisation of CA procedures required for 
MR
Various models to judge consistency of CAS
International forum
Legislative/institutional imbalance?

Organic is:

Mostly food
Advantageous
Small producers
3rd party certification
Process certification
Intnl standards
Standards 
developing

Legislation unequal
Private & public 
CABs
Some dominant 
markets
Market value small
CA guidelines exist
Accreditation

Harmonisation

Equivalence

Mutual 
recognition

Decreasing 
sameness

Convergence Potential models for organic

Mutual recognition
CAS
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Mutual recognition of CAS
Bi or tri-lateral negotiation

ISO65 as a basis for a common CAS

USA? EU?

Standards!

Japan?

CABs approved by domestic 
authority to assess 

conformity for all territories

One accreditation

Potential models for organic

Mutual recognition
Codex or UNECE model

CAS

Codex or UNECE model
Bi, tri, multi-lateral negotiation

Negotiated equivalence of CAS

International 
standard as basis

CABs approved by domestic 
authority to assess 

conformity for all territories

One accreditation

One standard

Codex UNECE

Harmonised CRO

Potential models for organic

Mutual recognition
Codex or UNECE model
International accreditation

CAS

International accreditation model
IFOAM Norms

Sector specific CAS

International

One accreditation

‘One’ standard

One accreditor

Problems

• Legitimacy of IFOAM

• Government say in Norms

• Voluntary and additional

• IOAS monopoly?

International accreditation model

Designated by 
governments?

Technical Committees & Task Forces

Elected Executive Committee

Membership?

Member CABs 

Secretariat

Accreditation procedure

Approval decision

Audit by IOAS?

Authority to issue ‘World Organic’ certificates

International 
standard & 

CA 

IFOAM? 
+

Cooperation with 
International Bodies?
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Potential models for organic

Mutual recognition
Codex or UNECE model 
International accreditation

International standards

CAS

Standards

International standard

One standard cannot fit all

An international standard 
is likely to remain a guide

Potential models for organic

Mutual recognition
Codex or UNECE model
International accreditation

International standards
Regional or national equivalence

CAS

Standards

Regional-national equivalence

Basic Standard

Approved regional 
variations

Legitimacy with 
regulators?

Codex Guidelines

National 
regulations

No adoption so 
far?

Regional-national equivalence

Basic Standard

Approved regional 
variations

Increased 
legitimacy?

Codex Guidelines?

National 
regulations

Adaptation and adoption 
of existing regulations?

Private 
standards?

International 
body?

Potential models for organic

Mutual recognition
Codex or UNECE model
International accreditation

International standards
Regional or national equivalence
Bilateral harmonisation and equivalence

CAS

Standards
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Bi, tri-lateral harmonisation
Bi or tri-lateral negotiation

USA? EU?

Independent 
assessment?

Japan?

Harmonisation and 
equivalence of standards

Other countries follow

Codex? UNECE?

Ways forward

Agree there is a problem
Forum for participation and trust 
building
Harmonisation measures and 
equivalence judgements
System for monitoring conformity 
assessment


