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New MRL legislation in the EU
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{Acts whose publication & obligatory

REGULATION (EC) NO 396/2005 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 23 February 2005

on maximum residue levels of pesticides in or on food and feed of plant and animasl origin and
amending Coundl Directive 91 414/EEC

{Text with EEA relevance|

THE ELROPEAN PARLIAMENT AND THE COUNCL OF THE

ELRCFEAN LRECR, cereals (*), Council Directive &) 36 3/EEC of 14 July 1986
on the dxng of maximum levels for pesticlde residues in
amd on deodstutl of amdmal odgn (Y, and Councl
Directive 90044 2(EEC of 217 November 1990 on the
1|.'n'.||'.:.; of madmuem levels for |".\.'.i1n_|dn.' resldises i and on
Erc:d-u._m of phnt origin, inchding fruft and vegeta-
s (%), have been substantially amended several dimes. In

Having regard to the proposal from the Commission, the interests of darity and simplichy, those Directives
B prope should e repealed and replaced by 2 single acr.

Having regard to the Treaty establishing the Europesn
Community, and in partoular Artides 37 amd 152{4)(h)
therend,

Having regand to the opinbon of the European Economic and




New situation since September 1 2008

» All national MRL regulations in EU member states
are withdrawn

» Entry into force of MRLs of Regulation (EC)
396/2005

» MRLs are listed in annexes Il and Il

» Annexes |l and Il are published (and amended) Iin
separate regulations

Actually in force:

Regulation (EC) 149/2008
Regulation (EC) 839/2008
Regulation (EC) 256/2009
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Advantages of the new regulation for MRL enforcement
(for residue analysis and for monitoring)

» > 400 pesticides explicitly mentioned

» Default MRL of 0.01 mg/kg introduced
for all substances not explicitly
mentioned

» Nearly all fruits, vegetables etc.
separately mentioned
(>300 commodities separately listed)

» 66 kinds of food of animal origin
directly listed

» Definition of the required LOQ (if no
GAP or no residues)

» Additional list of pesticides for which
no MRLs are necessary (Annex V)
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Advantages of the new regulation for consumers

» All former European regulations

% of pesticides

considered .
xposure
] _ exceeding
> All MRLs checked in chronic and acute toxicological

threshold values

Intake assessments based on different
European diets

exposure helow
toxicological

threshold values

2500 pTMRLs

exposure » 2500 unsave (old national) MRLs
exceeding .
toxicological Wlthdrawn

threshold

» Last barriers in food trade inside the EU
disappeared

> Reduced number of MRL violations
exposure below observed now

toxicological
threshold
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Disadvantages of the new regulation and open points

» Compared to old national MRLs new EU MRLs are
often set at higher levels (provided that there is no
consumer risk)

» Approx. 50% of MRLs are provisional (not based on
GAP and results of residue trials)

» Analytical methods which correspond to the required
LOQs not generally available (new methods or
higher LOQs required)

Note:

Assessment of provisional MRLs is in progress!
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Thank you very much for your attention

Lutz Alder

Bundesinstitut flr Risikobewertung
Thielallee 88-92 e D-14195 Berlin
Tel. +49 30 84 12 33 77
lutz.alder@bfr.bund.de



Standard MRL setting proce

Assessment Assessment

of residue of toxicological
data package data

Good Agricultural practice
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Procedure for setting temporary MR

i 33

21 i

o

131 M

i

1

'
- Ak 0-:
T el s 1! S

.
- :
‘" h, “
. :
"

1’ 3

-

<

] b
s — e o
»r i

! IS &
 al

o T 1

-

\.

S

3

—— - ——— -

- S
|

- + &

————pe Sp—

, —teaad ¢
- AL

l_’

v
.
) N -
4
s 1 |
T4 !
| .
:
:
.

i
I
EN

/
—

-
- efsam

1
I +
1

: : -
1 = »
k

4
.

B s o]
' e e rwd e I e et
BRL L o), L

e e

Vg iy RS

:‘Li "
ot

L
| g (|
L ¥

sadiid

s ==

) il

du-@‘g-qm-'_.;ui

L. Alder, 2nd Latin American Pesticide Residue Workshop, Santa Fe / Argentina, June -9-11 2009 s = BFR



Option 1

3

Intake (in % of the toxicological reference value)

Member
States

sed temp. MRL
refined intake
calculations

2nd highest national M
no consumer risk
acceptable

RL ISe1 the temporary
MRL at the LOQ
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