Co
1
o S,
2E5)
O Ve

SAICM/ICCM.3/INF/23

Distr.: General
22 June 2012

English only
O —_ Strategic Approach

SAalCIn tolnternational
~—

Chemicals Management

International Conference on Chemicals Management
Third session

Nairobi, 17-21 September 2012

Item 4 (e) of the provisional agenda*

Implementation of the Strategic Approach to
International Chemicals Management:
New and emerging policy issues

Submission for a nominated new emerging policy issue for
proposed actions on endocrine disrupting chemicals
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The secretariat has the honour to circulate, for the information of participants, the submission
of the nominated new emerging policy issue on international cooperation to build awareness and
understanding and promote actions on endocrine disrupting chemicals, included in Annex 1 to this
note. This submission has been reproduced as received and has not been formally edited.
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Annex 1
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SAICM - ICCM3 emerging Issues — UNEP Nomination

emerging policy issues for EDP — November 2010, Rev Aug 2011
consideration by the International .
. SAICM secretariat
Conference on Chemicals 11-13 chemin des Anémones
Management at its third session CH-1219 Chatelaine, Geneva
Switzerland

Tel: 4122917 86 31
Fax: 41 22 797 34 60
E-mail: saicm@unep.org

Issue Submitter
DTIE / Chemicals
International cooperation to build awareness and United Nations Environment Programme
understanding and promote actions on endocrine International Environment House
disrupting chemicals 11-13 Ch. des Anémones
CH-1219 Chételaine (GE)
Switzerland

Contact Person: Timothy Kasten,
Head UNEP/DTIE Chemicals

(Submission developed in cooperation with the World
Health Organization)

State the problem

Chemical interferences with hormonal systems started to be more intensely discussed 15 years ago. At that
time, however, there were several examples of how endocrine effects impacted wildlife and humans, but
still the effects were rarely presented as hormonal effects. During the latter part of the 1990°s numerous
national reports and assessments were presented regarding endocrine effects and endocrine disrupting
chemicals. A global assessment of the state-of-the-science was published in 2002 by IPCS. At that point it
was clear that endocrine effects occurred in wildlife while effects in humans at low-level (population)
exposure levels were much more uncertain and the mechanisms not well understood.

Endocrine effects are caused by a variety of chemicals with very different chemical structures and lead to a
variety of effects and endocrine endpoints. These effects may be manifested at relatively low doses. The
situation is further complicated by multi-chemical exposures with synergistic potential. The time of
exposure may be critical, especially in developing foetuses - whether wildlife or humans.

Problems are accentuated by the fact that production and use of chemicals are increasing in developing
countries where the risk management capacity is often limited. Furthermore, many products containing
these chemicals can constitute a significant source of exposure and may also pose serious risks during
recycling and disposal operations, in particular in countries that lack adequate risk management capacity.
Only a small portion of all the anthropogenic chemicals and their metabolites currently in use have been
adequately studied for their endocrine disruption potential.

The Global Plan of Action of SAICM also proposes to stakeholders some work areas and activities to
address EDC related issues, including the development of action plans to address priority concerns in
relation to groups with specific vulnerabilities; prioritization of assessment and related studies of groups of
chemicals that pose an unreasonable risk for human health and the environment which might include
chemicals adversely affecting the endocrine system; filling gaps in scientific knowledge such as gaps in
understanding of endocrine disruptors and; harmonizing principles and methods for risk assessment (e.g.
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for vulnerable groups) and specific toxicological endpoints (such as endocrine disruption and
ecotoxicology) and for new tools.

Hence, there is a need to continue to improve how EDC characteristics are addressed in risk assessments
and to support management decision making and prioritization with better scientific understanding. For
this, the different EDC endpoints are being defined and improved risk assessment methodologies developed
The problem is global although the issues can be different in different regions of the world. In developed
countries the EDC issue is not well understood for all endpoints and although legislation has been or is
being developed, more work is being done on risk assessment methodologies in order to support such
legislative mechanisms. In developing countries and countries with economies in transition the EDC
problems are much less studied and rarely addressed. An initiative at international level is therefore needed
to help address these different issues regarding EDCs ensuring involvement and support to developing
countries and countries with economies in transition.

Information that can be used to assess the nominated issue

(i) Magnitude of the problem and its impact on human health or the environment, taking into account
vulnerable subpopulations and any toxicological and exposure data gaps; The issue is clearly global, there
are already numerous chemicals identified as potential EDCs. These include chemicals widely used in
consumer products such as flame-retardants, plasticizers, human care products, pesticides, pharmaceutical
(human and veterinary) etcetera. Studies on EDC related effects are mainly available from OECD countries
but some studies from developing regions have observed EDC effects in both humans and wildlife.
Exposure to EDCs is hence of global concern, but some vulnerable sub-populations are at higher risks such
as Northern Inuits due to their consumption of food with high fat content; others are those subjected to
pesticide spraying and use while those in rapidly growing economies with increased production and use of
pesticides, pharmaceuticals and of industrial chemicals are at risk as well. However, the most vulnerable
group is children, and in particular the developing foetus that can be exposed via their mothers. Close to
300 body-foreign chemicals (i.e. substances that are not natural to the human body) have been
demonstrated in the umbilical blood of new-borns in developed countries. Children are also more exposed
than adults via food, food containers, toys and other products that they can put into their mouths.

(ii) Extent to which the issue is being addressed by other bodies, particularly at the international level, and
how it is related to, complements or does not duplicate such work: WHO and UNEP are presently
developing an update of the 2002 IPCS state of the science document with internationally recognized
experts. The ongoing chemical assessment programmes of WHO include assessment of endocrine-active
chemicals as well as development of risk assessment methodologies relevant to such chemicals. Activities
are on-going in OECD countries and in particular the EU is analysing assessment and other needs for EDCs
in relation to regulatory requirements. The US EPA is also undertaking a screening program on EDCs. The
OECD test guidelines programme has and is developing test protocols for specific EDC endpoints and is
also developing a guidance document on hazard identification. As approaches for addressing the EDC issue
are still under development by different organizations and countries, an international initiative should help
in raising the awareness about them and thereby facilitate understanding and harmonization between these
and any new initiatives.

(iii )Existing knowledge and perceived gaps in understanding about the issue: Even though many endocrine
active chemicals have been assessed, the majority of these compounds still need to be studied to understand
their actions and confirm the need for control actions. A large number of chemicals are not yet at all tested
or assessed for their endocrine disruptive activity.

(iv) Extent to which the issue is of a cross-cutting nature: This is a truly cross-cutting issue with the great
variety of chemicals with potential ED action means that all sectors of chemical use are potentially affected.
Furthermore, ED active chemicals may be included and present in all types of products from food
packaging, cosmetics, and textiles to computers and construction materials. The issue of EDC is
interdisciplinary requiring expertise from a variety of scientific disciplines including, but not limited to,
environmental epidemiology, chemistry, medicine, biochemistry, eco-toxicology and statistics.

(v) Information on the anticipated deliverables from action on the issue.:
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Greater visibility and policy engagement, in particular in non-OECD countries.

Greater coordination, consistency and synergies between different initiatives around the globe engaging
actors from different sectors.

Improved capacity for assessing and managing risks from EDCs, in particular in developing countries.
Particular outputs would include: Expert guidance for risk identification and assessment; priority setting for
research and for risk management / control actions; information exchange and networking from which
scientists and policy makers in developing countries and countries with economies in transition could
especially benefit, resulting in greater understanding of the EDC issues and of needs for priority actions.

Selected references

Chen, D., Hale, R.C., (2010) A global Review of polybrominated diphenyl ether flame retardant contaimination in
birds. Environment International 36: 800-811.

DeWit C., Fisk, A., Hoobs, K., Muir, D., (2004) AMAP Assessment 2002: Persistent Organic Pollutants in the Arctic.
Avrctic Monitoring and Assessment Programme (AMAP), Oslo, Norway

DeWit C., Herzke, D., Vorkamp, K., (2010) Brominated flame retardants in the Arctic environment — trends and new
candidates. Science of the Total Environment 408: 2885-2918Reij

Diamanti-Kandarakis E et al. (2009) “Endocrine-Disrupting Chemicals: An Endocrine Society Scientific Statement”,
Endocrine Reviews 30(4):293-342

EC (1999) Community Strategy for Endocrine Disrupters - a range of substances suspected of interfering with the
hormone systems of humans and wildlife, Commission of the European Communities, COM(1999) 706 final

EC (2000) “Towards the establishment of a priority list of substances for further evaluation of their role in endocrine
disruption - preparation of a candidate list of substances as a basis for priority setting”, Final Report prepared by
BKH Consulting Engineers, Delft, The Netherlands in association with TNO Nutrition and Food Research, Zeist, The
Netherlands, for the European Commission, EC DG ENV M0355008/1786Q/10/11/00

Hutchinson, T.H., et al R Brown, K E Brugger, P M Campbell, M Holt, R La&nge, P McCahon, L J Tattersfield, and R
van Egmond, (2000) Ecological risk assessment of endocrine disruptors, Environ Health Perspect; 108(11): 1007-
1014.

IEH (1999) IEH Assessment on the ecological significance of endocrine disruption: Effects on reproductive function
and consequences for natural populations (Assessment A4MRC Institute for Environment and Health), University of
Leicester, UK,

IEH (2003) Information Exchange and International Co-ordination on Endocrine Disrupters An IEH report for the
European Commission, MRC Institute for Environment and Health, University of Leicester, UK

IPCS (editors: Damstra T, Barlow S, Bergman A, Kavlock R, Van Der Kraak G) (2002) “Global Assessment of the
State-of-the-Science of Endocrine Disruptors”, International Programme on Chemical Safety (IPCS),
WHO/PCS/EDC/02.2., World Health Organization (WHO), Geneva, Switzerland

IPCS (2004) Report of the Joint IPCS-Japan Workshop on “Endocrine Disruptors: Research needs and future
Directions”, 7-9 DECEMBER 2003, TOKYO, JAPAN, Report Prepared for the WHO/UNEP/ILO International
Programme on Chemical Safety (IPCS). WHO/IPCS/EDC/01/04

Kavlock RJ, Daston GP, DeRosa C, Fenner-Crisp P, Gray LE, Kaattari S, Lucier G, Luster M, Mac MJ, Maczka C,
Miller R, Moore J, Rolland R, Scott G, Sheehan DM, Sinks T, Tilson HA 1(996) Research needs for the risk
assessment of health and environmental effect of endocrine disruptors: A report of the USEPA-sponsored workshop.
Env Hith Perspectives 104 (suppl 4):715-740

Research Articles

Kortenkamp, A and Faust, M (2010) Combined exposures to anti-androgenic chemicals: steps towards cumulative risk
assessment. International Journal of Andrology 33 (2010): 463-474

National Research Council (2008) Phthalates and Cumulative Risk Assessment: The Task Ahead, Washington , D.C.,
USA, National Academic Press




SAICM/ICCM.3/INF/23

Society of Environmental Toxicology and Chemistry (SETAC). (2000) Endocrine Disruptors and Modulators
Technical Issue Paper. Pensacola, FL, USA.

Toms, L. M., et al. (2009) Polyfluoroalkyl chemcials in pooled blood serum form infants, children, and adults in
Awustralia. Environmental Science & Technology 44(7): 2648-2653.

US EPA Endocrine Disruptor Screening Program (EDSP)
http://epa.gov/endo/index.htm http://www.epa.gov/scipoly/oscpendo/pubs/edspoverview/development.htm

USEPA (2009) “Final List of Initial Pesticide Active Ingredients and Pesticide Inert Ingredients to be Screened Under
the Federal Food, Drug, and Cosmetic Act”, Environmental Protection Agency (EPA), Federal Register, Vol. 74, No.
71, April 15 2009, Notices

USEPA (2010) “Endocrine Disruptor Screening Program; Second List of Chemicals for Tier 1 Screening”,
Environmental Protection Agency (EPA), Federal Register, Vol. 75, No. 221, November 17, 2010, Notices

Wenzel, A., Miller, J., Ternes, T.; (2003) “Study on Endocrine Disrupters in Drinking Water” Study funded by the
European Commission and carried out by the Fraunhofer Institute for Molecular Biology and Applied Ecology (IME),
Schmallenberg, Germany

Woodruff TJ, Axelrad DA, Kyle AD, Nweke O, Miller GG, Hurley BJ 2004 Trends in environmentally related
childhood illnesses. Pediatrics 113:1133-1140

Woodruff T.J., Zota, R.A., (2008) Elevated house dust and serum concentrations of PBDEs in California: unintended
consequences of furniture flammability standards?

Describe the proposed cooperative action

With the objective of improving understanding among policy makers and other stakeholders of risks posed by EDCs
to human health and the environment and promoting actions to reduce these risks, it is proposed that an international
project on EDC be established to undertake the following by building on existing activities, in particular of OECD,
UNEP and WHO including the update of the 2002 IPCS Global Assessment of the State-of-the-Science of EDCs:

i) provide up-to-date information and scientific expert advice to policy decision makers and others responsible for
chemicals risk management, for the purpose of identifying or recommending potential measures that can contribute to
reductions in exposures and / or effects from EDCs, inter alia through timely updates to the new IPCS document with
the involvement of relevant expertise.

ii) raise awareness and facilitate information exchange and networking, inter alia through regional and sub-regional
workshops / discussion forums and a dedicated website that links to relevant information sources.

iii) provide international support activities to build capacities in countries, in particular developing countries and
countries with economies in transition, for assessing EDC issues in order to support decision making including
prioritization of actions, e.g. through guidance and training tools / activities involving relevant expertise. .

iv) create an international network of scientists, risk managers and others that are particularly concerned with EDC
issues to facilitate information exchange, discussion forums and mutual support in research and advice on translation
of research results into control action.




