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Utrecht, The Netherlands, October 31, 2005

Dear Mr. Florenz,

On September 21, 2005, the Commission published a new draft directive on air quality. As scientists
working on health effects of air pollution, we are concerned about the draft directive, and we would
like to make three comments which will hopefully help you in your discussions. Briefly, our concerns
are that (1) the proposed PM3 s limit value is far too high to adequately protect public health; that
(2) ‘uncertainty’ is being used as an argument to support this high value whereas research, in no
small measure paid for by the Commission, has reduced uncertainty to the extent that an evidence
based pollution reduction policy can now be strongly supported; and (3) that the exclusion of all
‘natural’ PM from compliance considerations in effect reduces the protection of public health

from PM1g.

1. The proposed directive recognizes the importance of fine particulate matter (PM3 5).
It also recognizes that major adverse effects on health occur in Europe today as a
consequence of current exposure to PM2 5 including, as the proposed directive
mentions, an estimated 348,000 premature deaths in Europe every year. Especially,
the proposed directive argues that in the next fifteen years, all EU member states
should reduce their PM3 5 concentrations by at least 20% unless the average level is
below 7 |Jg/m3. This part of the proposal adequately reflects the best scientific evidence
on adverse health effects of PM> 5. As new studies come out, concern about these
effects is increasing rather than decreasing. See, for instance, the Scientific American
website www.sciam.com, September 21 2005. Surely, the evidence argues strongly in
favour of strong and swift implementation of policies to reduce exposure to PM2.5 in all
but the cleanest areas of Europe. Against this background, we are concerned that the
‘exposure reduction’ plans in the proposed directive for the time being will not be
legally binding. In fact, the only legally binding instrument that is being proposed is a
‘cap’ of an annual average PM3 5 concentration of 25 pg/m3. This is significantly higher
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than the range of values of 12-20 ug/ m3 proposed in earlier position papers of the
Clean Air For Europe (CAFE) activity, and, more importantly, it is a level associated with
very significant adverse health effects. We are concerned that the net effect of these
proposals will be that most Member States will no longer be stimulated to take
exposure reduction measures, as they are already below the 25 |,|g/m3 ‘cap’.

2. In the Commission document, the choice of the 25 ug/m3 level of the ‘cap’ is motivated
by referring to ‘inherent uncertainties in our current knowledge about the risks of
PM> 5'. Whereas complete certainty about these effects will never be achieved,
European research, funded in no small measure by the Commission, has produced a
wealth of data on PM3 5 in Europe in the last decade. This includes data on personal
exposure to PM2 5 (the EXPOLIS study), data on spatial variability and indoor-outdoor
relationships for PM3 5 (RUPIOH studies), effect of traffic on PM2 5 concentrations, and
effects of these concentrations on childhood allergy and asthma (the TRAPCA and
AIRALLERG studies), chemical composition and toxicity of PM2 5 collected in many
European regions including new member states (HEPMEAP, RAIAP and PAMCHAR
studies), cardiovascular effects of PM2 5 (ULTRA and HEAPSS study) etc. Much of this
work has been used in framing the answers to the so-called CAFE questions posed to
the World Health Organisation in 2002-2004. In addition, more than 100 monitoring
stations across Europe routinely provide data on PM2 5. In combination, these and
other studies have enormously improved our insights into PM2 5 in Europe, and several
of these studies clearly document significant health effects at measured PM3 5 levels in
Europe which are well below the ‘cap’. Surely, uncertainties remain, as is always the
case, and there are reasons for thinking that our estimates of adverse effects may be
too low rather than too high as argued in point 1. Further research is needed to address
these uncertainties. However , to choose a highly UNprotective level for the PM2 5 ‘cap’
comes dangerously close to ignoring much of the research that the Commission has
paid for, and the wider international body of evidence around it.

3. The Commission proposes to allow Member States to subtract all ‘natural’ PM from
compliance considerations. The 1999 directive allowed such subtraction only when
Member States could show that specific events such as dust storms, leading to ‘natural’
contributions well in excess of normal ‘natural’ background, were responsible for non-
compliance. In effect, the new proposal allows for higher PM1g values everywhere
compared to the 1999 directive. Potentially, it will also lead to prolonged discussions
between the Commission and Member States about how high this ‘natural’ contribution
is in specific locations. It is important to note that from a scientific point of view, such
subtraction cannot be supported. The exposure-response relationships on which the
limit values are based have always included the ‘natural’ background. Surely, there is
no indication that effects of PM10 on mortality are less in countries such as Spain
where some of the PM10 comes from Sahara dust, as was shown in the EU funded
APHEA studies. Allowing subtraction of all ‘natural’ PM1g9 means allowing higher PM1g
exposures, and this comes down to allowing more adverse effects to occur in Europe.
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As scientists who have been involved in investigating the health effects of PM for many years,
we are concerned that the proposed Directive does not adequately reflect the best scientific
evidence we have to offer although we fully acknowledge that science is not the only driver of
environmental policies. It is also not clear to us how this Directive will help to achieve the
ambitious objectives of reduction of health impacts of air pollution in Europe, stated in the
Clean Air For Europe (CAFE) Thematic Strategy. We are prepared to answer any questions
that this letter may raise.

Sincerely, on behalf of the investigators listed below,

Bert Brunekreef, PhD
Professor of Environmental Epidemiology and Director
Institute for Risk Assessment Sciences, Universiteit Utrecht
PO Box 80178, 3508 TD, Utrecht, Netherlands
tel 31 30 2535400, direct line 31 30 2539490, fax 31 30 2539499
b.brunekreef@iras.uu.nl
coordinator of PEACE, TRAPCA, AIRALLERG and AIRNET projects
Past president of International Society for Environmental Epidemiology (ISEE)

cc CAFE Steering Group

H. Ross Anderson MD PhD
Professor of Epidemiology and Public Health
Division of Community Health Sciences
St George’s, University of London
Cranmer Terrace, London SW17 ORE, UK
Tel: +44 20 8725 5419 (direct) 5424 (main office) Fax: +44 20 8725 3584 (main office)
r.anderson@sgul.ac.uk
participant in APHEA studies

Dr Isabella Annesi-Maesano
Head, Epidemiology and public health Allergic and Respiratory diseases (EPAR) Department
Head, Occupation and Epidemiology Assembly, European Respiratory Society
Chair, Respiratory Diseases Section, International Union Against Tuberculosis and Lung
Diseases EPAR, INSERM U707
Faculté de Médecine Saint-Antoine 27, rue de Chaligny 75571 PARIS CEDEX 12 France
Tel: + 33 1 44738449 Fax: +33 1 44738462
http://ifr69.vijf.inserm.fr/~u472/EQUIPES/Isabella/Isabella pres.html
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Jon Ayres MD PhD
Professor of Environmental & Occupational Medicine
Department of Environmental & Occupational medicine
Liberty Safe Work Research Centre, University of Aberdeen
Foresterhill Road Aberdeen AB25 2ZP
Tel: +44 (0)1224 558188 Fax: +44 (0) 1224 551826
j.g.ayres@abdn.ac.uk
Participant in RUPIOH study

Tom Bellander PhD
Department of Occupational and Environmental Health, Stockholm County Council
Norrbacka III, SE-171 76 Stockholm, Sweden
direct +468-7373-670 fax +468-7373-770
tom.bellander@sll.se
www.snap.se, www.imm.ki.se
Participant in TRAPCA, AIRALLERG and HEAPSS studies

Prof. Alfred Bernard
UCL unité de Toxicologie Industrielle et de Medicine de Travail
Clos Chapelle-aux-Champs, 30.54 1200 Bruxelles Belgium
Tél : 32.2.764.39.34 Fax : 32.2.764.32.28
Bernard@toxi.ucl.ac.be
Coordinator of HELIOS and PNEUMO-NEPHROTOX projects

Prof Dr. med. Charlotte Braun-Fahrlander
Deputy Director and Head of the Department of Environment and Health
Institute of Social and Preventive Medicine, University of Basel
Steinengraben 49, CH-4051 Basel Switzerland
Tel: +41 61 270 22 20 Fax: +41 61 270 22 25
mailto:C.Braun@unibas.ch ; http://www.unibas.ch/ispmbs/
participant in PARSIFAL study

David Briggs
Professor of Environment and Health Science,
Department of Epidemiology and Public Health,
Imperial College London, Norfolk Place, London W2 1PG
Tel +44 (0)207 594 3329 Fax +44 (0)207 594 3196
d.briggs@imperial.ac.uk
Coordinator of APMOSPHERE project

Ken Donaldson
Professor of Respiratory Toxicology
Editor in Chief 'Particle and Fibre Toxicology'
MRC/University of Edinburgh Centre for Inflammation Research
ELEGI Colt Laboratory Queen's Medical Research Institute
47 Little France Crescent Edinburgh EH16 4T] UK, Tel 0131 242 6580
ken.donaldson@ed.ac.uk
participant in HEPMEAP study
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Erik Dybing, MD, PhD
Division Director and Professor, Division of Environmental Medicine
Norwegian Institute of Public Health
P.O. Box 4404 Nydalen NO-0403 Oslo, Norway
Phone: +47 22 04 26 37 Fax: +47 22 04 26 86
erik.dybing@fhi.no
coordinator of RAIAP project

Tony Fletcher, PhD
PEHRU Public and Environmental Health Research Unit,
London School of Hygiene & Tropical Medicine, Keppel Street, London WC1E
7HT, UK Tel +44 20 7927 2429 fax +44 20 7580 4524
tony.fletcher@Ishtm.ac.uk
coordinator of PATY project
President of International Society for Environmental Epidemiology (ISEE)

Francesco Forastiere, MD, PhD
Department of Epidemiology, Rome E Health Authority
Via Santa Costanza 53, 00198 Roma, Italy
Phone: --39-06 83060484, Fax: --39-06 83060463,
forastiere@asplazio.it
coordinator of HEAPSS project

Bertil Forsberg, PhD
Associate Professor
Occupational and Environmental Medicine
Dept of Public Health and Clinical Medicine
Umead University, S-90187 Umed Sweden
bertil.forsberg@envmed.umu.se
participant in ECRHS II study

Roy M. Harrison, OBE
Professor of Environmental Health
Division of Environmental Health & Risk Management
School of Geography, Earth & Environmental Sciences
The University of Birmingham, Edgbaston, Birmingham, B15 2TT, United Kingdom
Tele: 0121 414 3494 Fax: 0121 414 3709
r.m.harrison@bham.ac.uk
participant in RUPIOH project

Dr. Joachim Heinrich
Unit of Environmental Epidemiology
GSF Institute for Epidemiology
Ingolstaedter Landstrasse 1, D 85764 Neuherberg, Germany
Tel +49 89 3187 4150 fax +49 89 3187 3380
Joachim.heinrich@gsf.de
Participant in TRAPCA, ECRHS II and AIRALLERG studies
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Gerard Hoek, PhD
Institute for Risk Assessment Sciences, Universiteit Utrecht
PO Box 80178, 3508 TD, Utrecht, Netherlands
tel 31 30 2535400, direct line 31 30 2539498, fax 31 30 2539499
g.hoek@iras.uu.nl
coordinator of RUPIOH study, Councillor of International Society for Environmental
Epidemiology (ISEE)

Fintan Hurley
Scientific Director
Institute of Occupational Medicine (IOM)
Research Park North, Riccarton, Edinburgh EH14 4AP, Scotland, UK
Direct phone line: +44 (0) 131 449 8005 IOM Tel: +44 (0) 870 850 5131
IOM Fax: +44 (0)870 850 5132
fintan.hurley@iomhg.org.uk
Health effects leader for EXTERNE project
and CAFE cost-benefit analysis

Matti Jantunen, Professor,
National Public Health Institute of Finland
Department of Environmental Health
POBox 95 / FI 70701 Kuopio / FINLAND
tel: +358 17 201 340, fax: +358 17 201 184
matti.jantunen@ktl.fi
http://www.ktl.fi/expolis
Coordinator of EXPOLIS study

Klea Katsouyanni
Professor, Department of Hygiene and Epidemiology
University of Athens Medical School
75, Mikras Asias street 115 27 Athens Greece
Tel: +30-210-7462084 or 6 Fax: +30-210-7462080
kkatsouy@med.uoa.gr
Coordinator of APHEA studies

Frank J Kelly, PhD
Professor of Environmental Health and Director, Environmental Research Group
King’s College London, School of Biomedical and Health Sciences,
150 Stamford Street, London SE1 9NH UK
tel +44 20 7848 3894/4004 fax +44 20 78483891
Frank.Kelly@kcl.ac.uk
Participant in HEPMEAP study
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Dr. Wolfgang G. Kreyling
GSF - National Research Center for Environment and Health, GSF-Focus: Aerosols and Health
Institute for Inhalation Biology
P.O. Box 1129 D-85758 Neuherberg / Munich Germany
(postal address: Ingolstaedter Landstr.1) (D-85764 Neuherberg / Munich, Germany)
phone++49-89-3187-2309 fax ++449-89-3187-3397
Kreyling@gsf.de, International Society for Aerosols in Medicine, http://www.isam.org
Participant in ULTRA studies

Nino Kuenzli, M.D. ; Ph.D.
Associate Professor , Keck School of Medicine University of Southern California
and ICREA Research Professor, Barcelona - Spain (2006)
Department of Preventive Medicine
1540 Alcazar Street CHP 236, CHP236, 9013 HSC, Los Angeles, CA 90033
++1-323 442 2870 (direct)
kuenzli@usc.edu
Participant in ECRHS II study

Steffen Loft, Professor. MD, DMSc
Department of Environmental and Occupational Health
University of Copenhagen
@ster Farimagsgade 5, DK-1014 Copenhagen K, Denmark
s.loft@pubhealth.ku.dk

Sylvia Medina, MD, PhD
Coordinator of the APHEIS European Information System on Air Pollution and Health
Department of Environmental Health, French Institute of Public Health Surveillance (InVS)
12 rue du Val d'Osne 94415 Saint Maurice, cedex France
Tel: 00 33 (0) 1 41 79 67 00 Fax: 00 33 (0) 141 79 67 68
email: s.medina@invs.sante.fr
www.apheis.net ; www.invs.sante.fr

Benoit Nemery, MD, PhD
Professor of Toxicology and Occupational Medicine
K.U.Leuven Laboratorium voor Pneumologie
Herestraat 49 (O&N 706) B-3000 Leuven, Belgium
tel +32 16 347121 fax +32 16 347124
Ben.Nemery@med.kuleuven.be

Juha Pekkanen, MD
Research professor, Environmental Epidemiology Unit, National Public Health Institute (KTL)
Professor, Dept. of Public Health and General Practise University of Kuopio
Address: KTL, P.0O.Box 95, FIN-70701 Kuopio, Finland
Juha.Pekkanen@ktl.fi
Web site: http://www.ktl.fi/ytos
Tel(work): +358 17 201 368, fax +358 17 201 265
Coordinator of ULTRA 1 and ULTRA 2 studies
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Goran Pershagen, professor and chairman
Institute of Environmental Health
Karolinska Institute Box 210, S-171 77 Stockholm, Sweden
Tel: +46 8 52487460 Fax: +46 8 304571
goran.pershagen@ki.se
Coordinator of PARSIFAL study
Past president of International Society for Environmental Epidemiology (ISEE)

Annette Peters, PhD
GSF National Research Center for Environment and Health
Institute of Epidemiology
Ingolstaedter Landstr. 1, D-85764 Neuherberg, Germany
phone: + 49 (0) 89 3187-4566 fax: + 49 (0) 89 3187-3380
peters@gsf.de
Coordinator of AIRGENE study
Councillor of International Society for Environmental Epidemiology (ISEE)

Raimo O. Salonen MD, PhD, Senior Researcher
PAMCHAR Project Coordinator
National Public Health Institute (KTL) Department of Environmental Health
Neulaniementie 4, PO Box 95 FI-70701 Kuopio FINLAND
phone: +358 17 201348 Fax: + 358 17 201265,
raimo.salonen@ktl.fi
http://www.pamchar.org/

Thomas Sandstrém, MD, PhD
Professor, Dept of Respiratory Medicine & Allergy
University Hospital, Umed, Sweden
Ph office +46-90-7852516 Fax +46-90-141369
thomas.sandstrom@Ilung.umu.se
coordinator of HEPMEAP study

Per Schwarze, PhD
Norwegian Institute of Public Health
P.O. Box 4404 Nydalen NO-0403 Oslo, Norway
Phone: +47 22 04 26 37 Fax: +47 22 04 26 86
Per.schwarze@fhi.no
Participant in RAIAP study

Radim J. Sram, M.D., D.Sc.
Laboratory of Genetic Ecotoxicology
c/o Institute of Experimental Medicine AS CR
Videnska 1083, 142 20 Prague 4, Czech Republic
phone: +420 241 062 596 fax: +420 241 062 785
sram@biomed.cas.cz
Coordinator of ‘Air Pollution and Health’ study
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Jordi Sunyer
Professor, Respiratory and Environmental Research Unit
Institut Municipal Investigacié Médica
Universitat Pompeu Fabra, ¢/ Doctor Aiguader 80
08003 Barcelona, Spain
Tel: +34932211009 Fax: +34932213237
jsunyer@imim.es
Participant in APHEA and ECRHS II studies

Professor Paolo Vineis
Chair in Environmental Epidemiology
Imperial College London
St Mary’s Campus, Norfolk Place W2 1PG, London
tel 020 75943372 fax 020 75943196
p.vineis@imperial.ac.uk
coordinator of GEN-AIR study

Stephan Weiland, MD, MSc
Professor and Chair Department of Epidemiology
University of Ulm Helmbholtzstr. 22, 89081 Ulm, Germany
Phone: *49-(0)731/5031061 Fax.: *49-(0)731/5031069
stephan.weiland@medizin.uni-ulm.de
http://www.uni-ulm.de/epidemiologie/
coordinator of PDCAAE (ISAAC II) study

Prof. Dr. Dr. H.-Erich Wichmann
GSF National Research Center for Environment and Health
Institute of Epidemiology, Director
University of Munich, Chair of Epidemiology
Ingolstaedter Landstr. 1, D-85764 Neuherberg, Germany
phone: + 49 (0) 89 3187-4066 fax: + 49 (0) 89 3187-4499
wichmann@gsf.de
participant in TRAPCA, AIRALLERG, AIRGENE, HEAPSS, ULTRA, APHEA studies

Professor Denis Zmirou-Navier
Nancy University - INSERM ERI n°11
Research unit "Assessment and prevention of occupational and environmental risks"
Medical School, A de la Forét de Haye, BP 184
54505 Vandoeuvre-les-Nancy Cedex France
tel +33 383 68 39 15 fax +33 383 68 34 89
Denis.Zmirou@nancy.inserm.fr
Www.ep2r.nancy.inserm.fr
participant in APHEA studies
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