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The PHARMAS project... Natural science

... will close knowledge gaps related to 12 target molecules

(antibiotics and anti-cancer drugs), by e.g.:

» determining human and animal exposure to target molecules

» producing probabilistic estimates of risk caused by exposure of

wildlife and humans to the selected pharmaceuticals

» go beyond typical substance-by-substance risk assessments by

Investigating toxicity of realistic mixtures

» identifying stable transformation products and investigate their

concentrations and (eco)toxicology
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The PHARMAS project ... Social / behavioural science

... will develop a prototype for an information / classification system
for PIE for Europe, by:

» exploring stakeholder needs and content requirements,

» evaluating scientific and socio-economic impact,

» develop a prototype for a web-based classification system (based on
Swedish experience):
» easily accessible DSS for practitioners (e.g. physicians, pharmacists)

» providing straightforward action alternatives

5/16/2013 3
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Exposure Effects Mixtures Metabolites
WP 1 WP 5

WP 6
Prototype Information /
Classification System

WP 7
Dissemination
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Tests and Assays A
WP2 - Effects

] OECD tests — exposing species to drugs

] Cytotoxic assays — e.g. Comet, micronucleus
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Iiiﬁstration .prod'ucé‘d in the laboratory of
Dr Al Rowland, Massey University
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Summed aquatic risk quotients - antibiotics
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Stakeholder requirements of
an environmental information/
classification system for PIE

WP 6.1
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Methodology e s

» Qualitative, in-depth interviews (~ 60
minutes) -
» Topics:

» attitude towards system,
evaluation of use and impacts,
information requirements,
own use (e.g. decision-making),
characteristics and design,

» risk perceptions.

» Characteristics and functions of
system left open

16 May 2013 9
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Methodology

» 12 stakeholder groups:

Env. authorities (including RBOs) / Chemical authorities 6 interviewees
Pharmaceutical Industry !
Water industry
Drinking Water authorities
Research organizations (different disciplines)
Medicines Authorities
Medical associations
Pharmacies / Pharmacy Associations
Consumer NGOs
. Environmental NGOs
. Public Health authorities
. Pharmaceutical Waste/Recycling Companies +
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Total : 29 interviewees
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Main findings a) Attitudes and exp. impacts

» Approval all through: 100% approve system

» Widespread potential 62% would use
uptake:

» Environ. impacts: most opinions +
» Economic impacts: + predominant (few
opinions)

» Behavioural impacts
(doctors/public): diverging opinions

16 May 2013 11
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Main findings b) Information requirements

» Strong and widespread requirements through
most groups for:

[

¥ ¥ ¥y ¥y

physico-chemical data
toxicity and ecotoxicity
behaviour in environment
behaviour in water TPs
sales and volumes data
environmental levels

16 May 2013
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Main findings b) Information requirements
» Strongest water actors, research
reguirements: actors, env NGOs.

16 May 2013 13
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Main findings

P Strongest

requirements:

» Less strong

requirements:

b) Information requirements

water actors, research
actors, env NGOs.

environmental
authorities
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Main findings b) Information requirements

P Strongest water actors, research
requirements: actors, env NGOs.

» Less strong environmental
requirements: authorities

» Some requirements: pharmaceutical industry

16 May 2013 17
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Main findings b) Information requirements

P Strongest water actors, research
requirements: actors, env NGOs.

» Less strong environmental
requirements: authorities

» Some requirements: pharmaceutical industry

» Minimal doctors / pharmacists
requirements:

16 May 2013 19
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Main findings c) Two approaches for IS on PIE

Two (non-exclusive!!l) concepts:

1) Knowledge-base approach

» Collects wide array of information, e.g.
* Intrinsic properties, environmental behaviour
 data on environmental occurrence,
« further information (e.g. behaviour in WWTPS)
» Strong stakeholder support (many affected by data gaps)

» Basis for development of specific DSS (e.g. WWTP processes).

» Used for science and transparency in emerging env. issues.

16 May 2013 21
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Main findings

Some Knowledge Base examples:

=) U.S. Food and Drug Administration
IUA_\ Protecting and Promoting Your Health

Home § Food § Drugs | Medical Devices | Radiation-Emitting Products | \Vaccines, Blood & Biologics | Animal & Veterinary

Science & Research

© Home @ Science & Research @ Bioinformatics Tools @ Endocrine Disruptor Knowledge Base (EDKB)
Endocrine Disruptor Knowledge BED
BEEDKB Resources. Get e-mall Updates

» Endocrine Disruptor
Knowledge Base (EDKB)

Accessing EDKB Database Install EDKB

Accessing AR Binding Dataset ...resources to predict estrogen and androgen activity

(Androgen Receptor)

Accessing ER Binding Dataset
(Estrogen Receptor)

The Endocrine Disruptor Knowledge Base (EDKB) is intended to serve as a
resource for research and regulatory scientists to foster the development of
comptl 1al predictive toxicology models and reduce dependency on slow and
e¥nansive animal exnarimants The FNKR datahase is one of ten ArravTrack™

JOINT RESEARCH CENTRE

Institute for Health and Consumer Protection (IHCP)

EDKB Keywords

c) Two approaches for IS on PIE

ENERGY.GOV - iormaion avout your town or iy

PUBLIC SERVICES ~ SCIENCE & INNOVATION  MISSION

three months of deliberations among a diverse group of industry experts, environmental advocates,
academics and former state regulators.

The report includes recommendations in four key areas:

1. Making information about shale gas production operations more accessible to the
public

The repaort calls for the full disclosure of all chemicals used in fracturing fluids. While the committee
agrees with the prevailing view that the risk of leakage of fracturing fluids through fractures made in
deep shale reserves is remote where there are is large separation from drinking water, the report
finds that there is no economic or technical reason to prevent public disclosure of all chemicals
used in fracturing fluids.

It also callsQor the creation of a national database of all public information made about shale .
Assembling the data, whcr=r ymdisoarcodin porhans o bundrad-a ations, in a

comparable format would permit easier access by all interested parties.

@Mrine Active Substances Information System (EASIS) >

— filed under: endocrine disrupters

In December 1999, the European Commission adopted a @ Community Strategy for Endocrine Disrupters, focusing on she

further evaluation of their role in endocrine disruption.

Based on the output of @3 four study contracts commissioned over the period 2000-2007, the ¥ Directorate-General for the Environm
disruption. Althouah it has no normative or pre-normative implications, this database has proven useful in providing stakeholders witk

16 May 2013
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Main findings c) Two approaches for IS on PIE

2) DSS for doctors / pharmacists / patients

» Information on environmental performance of substances, i.e.
limited to:

a) intrinsic properties,
b) substance’s environmental risk / hazard.

» AiIms to influence behaviour routines and increase awareness:

» Possible criteria when choosing otherwise equivalent
pharmaceuticals

» Improved disposal of medicines.

» Could incentive companies to develop products with lower
impact.

16 May 2013 23



Ecologic Institute } e C O

Berlin
Brussels
Vienna .
www.ecologic.eu Washington DC

Main findings c) Two approaches for IS on PIE

Classification system for doctors / patients has widespread
support, but....
Strong “pull” for more data, stakeholders affected by gaps

To increase impact, system should go beyond
‘ needs of doctors / pharmacists, and include

elements of Knowledge-base approach

m) Multiplier effects (e.g. wastewater treatment)
=) More chances of uptake and use / impact

=) Fass.se already provides (some) additional data

16 May 2013 24
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Thank you for your attention.

Rodrigo Vidaurre

Ecologic Institute, Pfalzburger Str. 43-44, D-10717 Berlin
Tel. +49 (30) 86880-0, Fax +49 (30) 86880-100

rodrigo.vidaurre@ecoloqic.eu

www.ecologic.eu
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