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 is the potencial capacity of producing harm. 
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 is proportional to both the  and the . 
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þ  Risk analysis  is highly regulated at global level. (i.e. WHO, EFSA, FDA, EC etc. etc.) 

þ  No chemicals can be marketed without safety assessment and approval 

þ  Safety assessment is undertaken PRIOR to approval 

þ  The applicant (industry) provides the safety data,  which have to be performed to 

defined quality standards (GLP, QA, OECD, UE guidelines……) 

þ  The scientific Panels – which include scientists and regulators with a wide range of 
expertise – are responsible for setting quantitative Health Based Guidances 

RISK ANALYSIS RISK ANALYSIS RISK ANALYSIS RISK ANALYSIS 
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ADI – Admissible Daily Intake  

þ    represents the amount of a food additive, a pesticide  or a veterinary 

drug residue, expressed on a body weight basis, that can be ingested 

daily over whole lifetime without appreciable health risk. 
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∑ MRLs = TMDI 

∑ MRLs « ADI 
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Status of the active substance: Code no.
LOQ (mg/kg bw): proposed LOQ:

ADI (mg/kg bw/day): 0.013 ARfD (mg/kg bw): 0.02

Source of ADI: Source of ARfD:
Year of evaluation: Year of evaluation:

No of diets exceeding ADI: ---

Highest calculated 
TMDI values in % 

of ADI MS Diet

Highest contributor 
to MS diet 

(in % of ADI)

2nd contributor to 
MS diet 

(in % of ADI)

3rd contributor to 
MS diet 

(in % of ADI)
Commodity / 
group of commodities

pTMRLs at 
LOQ
(in % of ADI)

0.0 DE child 0.0 FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

Metribuzin

Toxicological end points

                     TMDI (range) in % of ADI
                        minimum - maximum

Chronic risk assessment

The risk assessment has been performed on the basis of the MRLs collected from Member States in April 2006. For each pesticide/commodity the highest national MRL was identified (proposed  temporary MRL = pTMRL). 
The pTMRLs have been submitted to EFSA in September 2006.

Explain choice of toxicological reference values. 

Commodity / 
group of commodities

Commodity / 
group of commodities

Coriander seed
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN) FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

Prepare workbook for refined 
calculations

Undo refined calculations

CHRONIC RISK ASSESSMENT 

Highest 
calculated 

TMDI values 
in % of ADI 

No of diet exceeding ADI = 0.013 mg /kg bw 

METRIBUZIN 

Highest 
calculated 

TMDI values 
in % of ADI 

0.00000….. 0.00000….. 
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Status of the active substance: Code no.
LOQ (mg/kg bw): proposed LOQ:

ADI (mg/kg bw/day): 0.125 ARfD (mg/kg bw):

Source of ADI: Source of ARfD:
Year of evaluation: Year of evaluation:

No of diets exceeding ADI: ---

Highest calculated 
TMDI values in % 

of ADI MS Diet

Highest contributor 
to MS diet 

(in % of ADI)

2nd contributor to 
MS diet 

(in % of ADI)

3rd contributor to 
MS diet 

(in % of ADI)
Commodity / 
group of commodities

pTMRLs at 
LOQ
(in % of ADI)

0.0 ES child 0.0 FRUIT (FRESH OR FROZEN)
0.0 IE adult 0.0 FRUIT (FRESH OR FROZEN)
0.0 ES adult 0.0 FRUIT (FRESH OR FROZEN)
0.0 WHO Cluster diet B 0.0 FRUIT (FRESH OR FROZEN)
0.0 UK vegetarian 0.0 FRUIT (FRESH OR FROZEN)
0.0 WHO regional European diet 0.0 FRUIT (FRESH OR FROZEN)
0.0 IT kids/toddler 0.0 FRUIT (FRESH OR FROZEN)
0.0 WHO cluster diet D 0.0 FRUIT (FRESH OR FROZEN)
0.0 DE child 0.0 0.0 FRUIT (FRESH OR FROZEN)
0.0 IT adult 0.0 FRUIT (FRESH OR FROZEN)
0.0 UK Toddler 0.0 FRUIT (FRESH OR FROZEN)
0.0 WHO cluster diet E 0.0 FRUIT (FRESH OR FROZEN)
0.0 UK Adult 0.0 FRUIT (FRESH OR FROZEN)
0.0 NL child 0.0 FRUIT (FRESH OR FROZEN)
0.0 WHO Cluster diet F 0.0 FRUIT (FRESH OR FROZEN)
0.0 NL general 0.0 FRUIT (FRESH OR FROZEN)

DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)
DK adult FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN) FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
Lentils
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

Commodity / 
group of commodities

Commodity / 
group of commodities

Lentils
Lentils

Pendimethalin

Toxicological end points

                     TMDI (range) in % of ADI
                        minimum - maximum

Chronic risk assessment

The risk assessment has been performed on the basis of the MRLs collected from Member States in April 2006. For each pesticide/commodity the highest national MRL was identified (proposed  temporary MRL = pTMRL). 
The pTMRLs have been submitted to EFSA in September 2006.

Explain choice of toxicological reference values. 

Lentils
Lentils
Lentils (fresh)
Lentils

Lentils
Lentils
Lentils
Lentils

Lentils
Lentils
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

Lentils
Lentils
Lentils
Lentils

FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)
FRUIT (FRESH OR FROZEN)

Prepare workbook for refined 
calculations

Undo refined calculations

Highest 
calculated 

TMDI values 
in % of ADI 

Highest 
calculated 

TMDI values 
in % of ADI 

No of diet exceeding ADI = 0.125 mg /kg bw 

Pendimethalin 

CHRONIC RISK ASSESSMENT 
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……. 

 

…… no risk !!! 
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