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Two strands of OECD work on biotechnology
and nanotechnology

« Committee for Scientific and Technological Policy
(Directorate for Science, Technology and Innovation):

— Working Party on Biotechnology
— Working Party on Nanotechnology

« Chemicals Committee (Environment Directorate):
— Working Party on Manufactured Nanomaterials

— Joint Meeting of Chemicals Committee and the
Working Party on Chemicals, Pesticides and
Biotechnology




Risk/ Safety Assessment of Products of
Modern Biotechnology (GMOSs)

« OECD has two programmes related to the
harmonisation of risk/ safety assessment of transgenic
organisms (GMOs) mainly those crops which are
major trading commodities

 They are managed by the Chemicals Committee
e The first addresses environmental risk assessment

« The second addresses food/ feed safety assessment
of products derived from transgenic products

 There are many differences between countries on their
approach to such products

« More importantly, there are similarities including a
common approach to science-based risk
assessment




Environmental Risk/Safety Assessment
Plants-1993

Concept of Familiarity (environmental safety)
Basis of assessment

Risk/Safety Analysis

- Hazard identification

- Risk assessment if a hazard identified.

Common features

5 —provides basis

for international
cooperation

More
context-
specific
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>> Working Group and Task Force

e Similarities between countries
— Risk assessment systems
 Biology + trait + environment X interaction
« Use of familiarity (well-known products)

 Comparative (based on existing
knowledge)

o Step-by-step, case-by-case (specific, not
general)




Published Guidance

CROP PLANTS

 Crop Plants
e Fruits
e Mushrooms

BIOSAFETY [FOOD/FEED

Apple
Bananas
Citrus
Papaya
Stone fruits

(e.g. plum)
MUSHROOMS

IN progress

INn progress

BIOSAFETY FOOD/FEED

Cultivated
mushroom

QOyster mushroom

BIOSAFETY FOOD/FEED

Alfalfa

Barley

Cassava in progress

Cowpea in progress _
Cotton 2008 2004, 2009

Common bean
Grain sorghum
Maize

Oilseed rape

INn progress
Drogress 2008
2003 2002
1997, 2012 2001, 2011

proposal

iNn

Peppers -
Potato

under
Rice revision
Soybean 2001 2001, 2012
Pumpkins in progress
Sugar beet
Sugarcane 2011
Sunflower
Sweet potato
Tomato Drogress

Wheat




Work on Manufactured
Nanomaterials: Evaluation in 2006

° A key Statement: ORGANISATION FOR ECONOMIC CO-OPERATION AND DEVELOPMENT

 “the approaches for the @) OECD |
testing and assessment of T e
traditional chemicals are B e
INn general appropriate for s e e

assessing the safety of
nanomaterials, but may
have to be adapted to the
specificities of T2
nanomaterials.” SCEpe e

Much reseancth on miw uses for nanomaterials is L y aaned, whille o ith

fioor reawe applications in hnﬂdr:._nfildn such asing L [




>> OECD Council Recommendation

Endorsed by the OECD Council, December 2013,
recommends that:

o “Members, in the testing of manufactured
nanomaterials, apply the OECD Test Guidelines for
Chemical safety testing, adapted as appropriate to take
INnto account the specific properties of manufactured
nanomaterials; and the OECD Principles of Good
Laboratory Practice”

o This clears the way for the safety testing of
nanomaterials to be part of the OECD system of
Mutual Acceptance of Data

e Itisopen to non-members.




>> 1981 “Mutual Acceptance of Data”
Council Decision

OECD Council Decision on Mutual
Acceptance of Data In an Assessment of
Chemicals C(81)30(Final)

“Decides that the data generated in the testing of chemicals
In an OECD Member country in accordance with OECD
Test Guidelines and OECD Principles of Good Laboratory
Practice shall be accepted in other Member countries for
purposes of assessment and other uses relating to the

protection of man and the environment.”




Mutual Acceptance of Data (MAD)

Test Good Laboratory
A single quality Guidelines Practice A single quality
standard should be standard for
applied for testing of test facilities
all chemical throughout OECD
substances ﬂ

Mutual Acceptance of Data
Legally binding on OECD Member countries

—Avoids duplication of testing: around Euros 150 million saved
each year

—Reduces use of animals
—Reduces trade barriers




General lessons from the OECD’s work on
biotechnology and nanotechnology (1)

* Need for common language and a
common understanding between
stakeholders.

* Need for open, transparent and
effective participatory processes.

« Challenge of dealing with diversity
of technologies and applications. w
Not possible to generalise across
uses and situations. Guidance and

actions must be specific and fit for ﬁ

purpose, e.g. work on @icec
nanotechnology and tyres.

) Manotechnology and Tyres
Ay s R




General lessons from the OECD’s work on
biotechnology and nanotechnology (2)

 Importance of international co-ordination In risk
governance, regulation, testing and other
Implementation areas.

* Role of the OECD is to develop suitable
environments for both policy and its
Implementation.

e Data and scientific evidence are central to risk
assessment.

o Complementarity of voluntary and mandatory
measures, the former being for practitioners to
decide and governments to facilitate.




And other areas of work on regulation and
Innovation

Work on digital technologies, e.g.
 Recommendations on protection of privacy on-line
(already in 1980, amended in 2013).
 Work on cybersecurity
e Principles on Internet Policy Making (2011)

Life sciences:
 Recommendation on governance of clinical trials
(2013)
e Etc.




Thank you

Contact: Dirk.Pilat@oecd.org

Read more about our work

OECD WORK ON
SCIENCE,
TECHNOLOGY
AND INDUSTRY

»

@) OECD

Follow us On Twitter:
@OECDInnovation

Websites:
www.oecd.org/sti
www.oecd.org/chemicalsafety

Newsletter: www.oecd.org/sti/news.htm



http://www.oecd.org/sti
http://www.oecd.org/chemicalsafety
http://www.oecd.org/sti/news.htm
mailto:Dirk.Pilat@oecd.org

	Slide Number 1
	Two strands of OECD work on biotechnology and nanotechnology
	Risk/ Safety Assessment of Products of Modern Biotechnology (GMOs)
	Environmental Risk/Safety Assessment Plants-1993
	Working Group and Task Force
	Slide Number 6
	Work on Manufactured Nanomaterials: Evaluation in 2006
	OECD Council Recommendation�
	1981 “Mutual Acceptance of Data” Council Decision
	Slide Number 10
	General lessons from the OECD’s work on biotechnology and nanotechnology (1)
	General lessons from the OECD’s work on biotechnology and nanotechnology (2)
	And other areas of work on regulation and innovation
	 Thank you

