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nylhydrazine, making osazones, to investigate if sugars were present. The results of the 11.8N rate are 

not presented in the original study report, therefore they are not considered any further. 
 

Table Error! No text of specified style in document.-4 Extraction process and efficiency for whole plants, 

straw and grain 

Day 0 Plant Sample (%TRR) Day 28 Plant Sample (%TRR) 

Water wash 27.0 Maceration in MeOH and 

MeOH/H2O (1:1) 

82.6 

Maceration in 

MeOH 

47.9 Shake with 2M HCl 2.04 

Dry and combust 25.1 MeOH wash 0.72 

Total 100          2M HCL reflux  3.78 

Grain 1.2N rate (%TRR) Na2EDTA soak 0.55 

NaCl soln. 33.76 Triton-X 100 soak 0.21 

Sonication in 

NaCl soln. 

5.40 NaOH shake 2.83 

Sonication in 

MeOH/H2O 

2.61 MeOH 0.17 

1.0M HCl, 12h 30.11 NaOH reflux 1.46 

MeOH 4.28 Total 94.62 

1.0M HCl 2.98 Chaff 1.2N rate (%TRR) 

Total 79.84 NaCl soak 29.84 

Straw 1.2N rate (%TRR) 0.5M HCl 7.64 

NaCl soak 38.19 Macerated in NaOH 16.19 

MeOH/H2O/HCl 7.00 NaOH stir 20.73 

HCl stir 4.61 NaOH reflux 5.43 

Macerated in 

NaOH 

15.79 Total 79.83 

NaOH stir 13.72   

HCl reflux 4.91   

NaOH reflux 6.37   

Triton-X 100 1.46   

Na2EDTA 0.04   

Total 92.08   

 

 

Storage stability of extracts of the 1.2N rate samples of straw and 11.8N rate samples of grains extracted 

1 and 6 months after the final harvest, respectively, were compared with extracts of stored samples, made 

1½ and 3 years later. All extraction after the initial were carried out using abbreviated methods, i.e. 

radioactivity was extracted into the same solvents for both stored and non-stored samples, but stored 

samples were not subjected to steps which had removed little or no radioactivity from the non-stored 

samples. All extracts were examined soon after their extraction by radio-HPLC using standard reference 

substances. Deviations in absolute retention times were detected because of different types of columns or 

age/use of columns between 1st and 2nd examinations. The profile of grain extracts prepared 1½ and 3 

years later did not vary significantly from the initial profile. The 1½ year stored straw samples showed 

no appreciable change in composition of extractable residues. Storage for 3 years caused changes, but in 

all cases parent mecoprop-P was the main component. Two major and some polar metabolites were the 

same, but major metabolites were not necessarily in exactly the same proportion as in initial extracts, i.e. 

residues in straw were approximately stable over 1½ year. No quantitative values were given, and 

chromatograms were not transparent.    

 

The results of the study are given in Table 7.2-2 to -5. Diagram of proposed metabolic pathway is 

displayed in Figure 7.2-1. 
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Table Error! No text of specified style in document.-5 Total radioactive residues (TRR) as mg/kg mecoprop-P 

equivalents in plants, sampled at 0, 28 and 103 (harvest) days after treatment. 

Plant part  Treatment, kg as/ha   PHI, days  TRR, mg/kg 

 Whole plant  1.41  0  86.31 

 Whole plant  1.41  28  11.67 

 Grains  1.41  103  0.165 

 Chaff  1.41  103  0.460 

 Straw, upper part  1.41  103  3.07 

 Straw, stubble  1.41  103  25.07 

 Straw, total  1.41  103  10.00 

 Grains  14.1  103  1.45 

 Chaff  14.1  103  5.07 

 Straw, total  14.1  103  130.9 

 

TRR in grains, chaff and upper part of straw was 0.165, 0.460 and 3.07 mg/kg, respectively, whereas 

total straw residues were 10.00 mg/kg, indicating a relatively minor translocation of active substance to 

upper parts of plants. 

 

Whole plants 

 
Table Error! No text of specified style in document.-6 Identification of metabolites in plants sampled 28 days 

after treatment with 1.41 kg as/ha.  

Component  mg/kg
1
  % of TRR 

U1 (polar metabolite)  0.02  <1 

U2 (polar metabolite)  0.78  6.7 

4-glucosyl-MPP   3.06  26.2 

U3  1.03  8.8 

2-glucosylmethyl-mecoprop  0.69  5.9 

2-hydroxymethyl-4-chloro-phenoxypropionic acid glucoside  1.33  11.4 

2-carboxy-4-chloro-phenoxypropionic acid  1.15  9.9 

2-hydroxymethyl-4-chloro-phenoxypropionic acid  1.74  14.9 

Mecoprop-P  0.48  4.1 

U4  0.20  1.7 

U5  0.17  1.5 

U6  0.05  <1 

U7  0.03  <1 
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Component  mg/kg
1
  % of TRR 

U8  0.02  <1 

Unassigned  0.15  1.3 

Extractable, not characterised  0.15  1.3 

Non-extractable  0.63  5.4 

Total radioactive residues recovered  11.67  99 

1 
As mg/kg mecoprop-P equivalents. 

 

• Readily extractable residues (methanol/water extracts) were 82.9% of TRR (9.67 mg/kg mecoprop-P 

equivalents).  

•  Further 11.4% of TRR (1.33 mg/kg mecoprop-P equivalents) was removed by successive extraction 

using acid and base reflux. Extracts contained some more parent mecoprop-P and some non-identified 

polar components, i.e. such components were not fully extracted with methanol.  

•  Non-extractable residues amounted to 5.4% of TRR (0.63 mg/kg mecoprop-P equivalents). This is 

bigger than the trigger value of 0.05 mg/kg, therefore bioavailability should have been investigated, but 

as residues were 5.4% of TRR only and ADI not low, no further work was required. 

•  Readily extractable residues comprised at least 14 metabolites of which individual not identified 

residues were <1-8.8% of TRR (0.02-1.03 mg/kg mecoprop-P equivalents).  

•  Six components were identified, namely parent mecoprop (4.1% of TRR, 0.48 mg/kg mecoprop-P 

equivalents), 2-hydroxymethyl-4-chloro-phenoxypropionic acid (14.9%, 1.74 mg/kg), its glucoside 

(11.4%, 1.33 mg/kg), 2-carboxy-4-chloro-phenoxypropionic acid (9.9%, 1.15 mg/kg), 4-glucosyl-MPP 

(26.2%, 3.06 mg/kg) and 2-glucosylmethyl-mecoprop (5.9%, 0.69 mg/kg).    
 

 

Straw and grain 
 

Table Error! No text of specified style in document.-7 Identification of metabolites in grains and straw 

sampled 108 days after treatment with 1.41 kg as/ha. 

Component  Grains  Straw 

  
TRR

1
 

mg/kg 

 % 

 TRR 

 TRR
2
 

 mg/kg 

 Upper p.
2
 

 mg/kg 

 % of 

 TRR 

Metabolites U1a-h, polar  0.070  42.4       

Metabolite U1a, polar      0.85  0.26  8.4 

Metabolite U1b, polar       0.56  0.17  5.5 

Metabolite U2  0.005  3.0       

Metabolite U2, cluster of peaks, all <5% TRR      1.40  0.43  13.9 

Metabolite U3  0.009  5.5  0.77  0.24  7.8 

2-hydroxymethyl-4-chloro-phenoxypropionic acid      1.18  0.37  12.0 

2-carboxy-4-chloro-phenoxypropionic acid  0.010  6.1  1.42  0.44  14.3 

Mecoprop-P  0.004  2.4  2.20  0.68  22.0 

Metabolite U4  0.007  4.2  0.41  0.13  4.2 

Metabolite U5  0.003  1.8  0.07  0.02  <1 

Metabolite U6  0.005  3.0  0.09  0.03  <1 



Mecoprop-P Volume 3 – B.7 (AS)  

 

 

16 

Component  Grains  Straw 

  
TRR

1
 

mg/kg 

 % 

 TRR 

 TRR
2
 

 mg/kg 

 Upper p.
2
 

 mg/kg 

 % of 

 TRR 

Metabolite U7  0.005  3.0  0.04  0.01  <1 

Metabolite U8  0.003  1.8  0.06  0.02  <1 

Unassigned metabolites  0.011  6.7       

Extractable, not characterised components      0.15  0.05  1.6 

Non-extractable components  0.033  20.0  0.79  0.24  7.8 

Total radioactive residues recovered  0.165  99.9  10.03  3.09  100.1 

1
Total radioactive residues (TRR) as mg/kg mecoprop-P equivalents. 

2
Total radioactive residues (TRR) in straw or upper p. (part) of straw. 

 

Grains 

•  Extractability was 79.8% of TRR (0.132 mg/kg mecoprop-P equivalents). 

•  Parent mecoprop-P constituted 2.4% of TRR (0.004 mg/kg mecoprop-P equivalents)  

•  Metabolite 2-carboxy-4-chloro-phenoxypropionic acid constituted 6% of TRR (0.01 mg/kg mecoprop 

equivalents), whereas 2-hydroxymethyl-4-chloro-phenoxypropionic acid not was detected. 

•  Three metabolites (U2,6,7)  represented 3% of TRR, each 0.005 mg/kg, and four (U8,5,4,3) 

represented <6% of TRR, each <0.01 mg/kg mecoprop-P equivalents.  

•  A cluster of peaks comprised 42% of TRR, each peak representing 2-8% of TRR (0.004-0.14 mg/kg 

mecoprop-P equivalents by analogy with x10 treatment. These metabolites were almost certainly natural 

products (probably sugars) into which radioactivity had been incorporated. Although not proved, this 

was deduced from uptake to some degree in neighbouring control plants of radioactive labelled carbon 

dioxide which is the ultimate breakdown product of phenoxy herbicides in soil, see table B.6-6. In 

addition incorporated material in treated plants may include fragments of the labelled ring and 

conjugated compounds. 

•  Non-extractable residues amounted 20.0% of TRR (0.033 mg/kg mecoprop-P equivalents). 

 
Table Error! No text of specified style in document.-8 Total radioactive residues in samples of grains, chaff 

and straw from 1.41 kg as/ha treated plants and in neighbouring untreated plants. 

 Plant part TRR, mg/kg as mecoprop-P equivalents 

 Treated plants  

   Inside controls
1
  Outside controls

2
 

 Grains  0.165  0.015  0.009 

 Chaff  0.460  0.021  0.020 

 Straw  10.00  0.19  0.060 

 

The previous DAR evaluation concluded that the study was satisfactory. The main metabolic pathway 

was hydroxylation of the aromatic ring placed 2-methyl group. Another minor pathway was 

hydroxylation of the aromatic ring. Parent mecoprop-P and primary metabolites from the main pathway 

were, as % of TRR: 

 
Table Error! No text of specified style in document.-9 Parent and main metabolites determined as %TRR in 

wheat 

 Parent (mecoprop-P) HMCPP 
(1)

 CCPP 
(2)

 

Whole plants 4.1% 14.9% 9.9% 



Mecoprop-P Volume 3 – B.7 (AS)  

 

 

17 

Grain 2.4% not detected 6.1% 

Straw 22.0% 12% 14.3% 
(1) 

2-hydroxymethyl-4-chloro-phenoxypropionic acid 
(2) 

2-carboxy-4-chloro-phenoxypropionic acid 

 

As specified in Regulation 283/2013, the plant metabolism study was evaluated in accordance with 

OECD guideline 501. The rate at which the metabolism study was conducted was more critical 

compared to the proposed GAP (1.2N rate) and the growth stage identical (BBCH32). Acceptable 

sample stability and extraction efficiency were reported.  

 

Whole plant 

The positively identified metabolites (Table 7.2.3) represented 72.4% TRR, which is close to the 

acceptable 75% as stated in the guidance. There were a large number of unidentified metabolites in 

plants sampled at 28 days after treatment with 1.2N rate (Table 7.2.1-3), labelled U1 – U8. Four of 

these (U1, 6, 7 & 8) are not of concern as represent < 10% TRR and are at a concentration ≤ 0.05 

mg/kg. U4, U3 and U5 individually represent < 10%TRR, but are individually > 0.05 mg/kg, therefore 

should be identified according to OECD 501. However as much of the TRR has been positively 

identified (72.4%) and the method used in identification attempts was comprehensive (LC/MS), it can 

be considered that significant effort has been made to identify the components. Additionally, the 

whole plant sampled at this early stage (PHI 28 days c.f. 103 days at harvest) is not intended for the 

food chain therefore no further consideration of the metabolite identification is required.  

 

Grain 

In grain sampled at 108 days after treatment with 1.2N rate (table 7.2.1-3) there was 20%TRR non-

extractable components. According to the OECD guideline 501 “If radioactivity is present in the 

unextracted fraction down to trigger values of 0.05 mg/kg or 10% TRR, whichever is greater, release 

should be attempted for further identification.” 

As 10%TRR equates to 0.0165 mg/kg, the concentration must be < 0.05 mg/kg (which at 0.033 mg/kg 

it is) to not require further identification. The largest contribution at 42.4%TRR was assigned to 

metabolites U1a-h (polar). A case was submitted and accepted in the previous DAR evaluation that 

these were natural products (probably sugars) into which radioactivity had been incorporated. This 

was supported by data that demonstrated uptake in nearby control plants from radiolabelled CO2, 

which is the ultimate breakdown product of phenoxy herbicides in soil. The metabolite 2-carboxy-4-

chloro-phenoxypropionic acid was present at levels much greater than parent mecoprop-P (ca. 3:1 ratio 

respectively) therefore consideration of the toxicity of 2-carboxy-4-chloro-phenoxypropionic acid is 

necessary. The toxicological studies submitted by the applicant were insufficient to conclude that the 

metabolite CCPP was significantly less toxic than parent. It can therefore be concluded that the 

metabolites are of similar toxicity to parent, based on a consideration of their similar chemical 

structures and thus should be included in the residue definition. 

 

Straw 

The distribution of metabolites in straw (total) was of a comparable profile to that observed in just the 

upper part of the straw, though the latter had concentrations of radioactivity ca. 1/3
rd

 of the total straw. 

The greater %TRR observed in straw compared to the whole plant can be attributed to the drying out 

of the commodity thus concentration of radioactivity. Three metabolites (2-hydroxymethyl-4-chloro-

phenoxypropionic acid, 2-carboxy-4-chloro-phenoxypropionic acid and mecoprop-P) were positively 

identified and represented 48% of the total radioactivity. According to the OECD guideline 501, this 

total TRR identification is insufficient and warrants further characterisation of unidentified 

components, to include the selection of unidentified metabolites (U1a, 1b, 3 & 4) that were present at 

concentrations > 0.05 mg/kg, but < 10%TRR. The method used for metabolite characterisation was 

LC/MS, which is a comprehensive and sophisticated technique. It can therefore be concluded that an 

appropriate effort was made to identify these metabolites, which mitigates the requirement for 

identification as they all individually fall below 10%TRR. Metabolite U2 (cluster of peaks) 

represented 14%TRR and was present at a concentration of 0.43 mg/kg. However, each peak in this 
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cluster was reported to be individually < 5%TRR (equivalent to a max. concentration of 0.14 mg/kg) 

and in accordance with OECD guideline 501 identification is decided on a case-by-case basis. As the 

characterisation technique employed was LC/MS, which is a comprehensive technique, it is 

considered that sufficient efforts were made to identify the peaks in the U2 cluster.  

 

It should be noted that the EFSA Article 12 Reasoned Opinion (2013;11(4):3191) states:  

‘Further data on metabolism in plants are needed as the studies are not fully reliable … a high level of 

TRR remains unidentified in straw and levels of parent in straw were greater than in green plants. 

Consequently, further clarifications on the identity of the radioactive residue are still required.’ 

The RMS consider that although only 48% of total TRR was positively identified, each of the 

individual unidentified components were determined to be < 10%TRR and at low concentrations 

(max. 0.85 mg/kg, 8.4%TRR). Furthermore, as the method used for characterisation, LC/MS, was 

comprehensive further attempts for characterisation were considered unnecessary. Additionally, the 

higher levels in straw are attributed to the drying process and are unlikely to affect the overall 

metabolic pathway. The RMS considers the metabolism study acceptable. 

 

EFSA is also of the opinion that the identified metabolites, 2-hydroxymethyl-4-chloro-

phenoxypropionic acid and 2-carboxy-4-chloro-phenoxypropionic acid, should be included in the 

residue definition for risk assessment, as ‘measurable residues of parent compound were determined 

in all commodities, significant residues of metabolites are therefore expected as well.’ 

The RMS are in agreement with this decision and due to the significant quantities of HMCPP and 

CCPP observed in straw and the absence of acceptable toxicological data indicating that they are 

considered significantly less toxic than parent, these metabolites should be included in the risk 

assessment residue definition. 

 

Conclusion 

The plant metabolism study conducted on wheat, previously evaluated and considered acceptable in 

the original DAR is considered acceptable when evaluated under Regulation 283/2013 using the 

recommended guideline OECD 501.  

 

The absolute levels of the metabolites 2-hydroxymethyl-4-chloro-phenoxypropionic acid and 2-

carboxy-4-chloro-phenoxypropionic acid in grain are low, but they occur at more significant levels in 

straw, which raises concerns regarding metabolism in animals. The RMS are in agreement with EFSA 

[Reasoned Opinion 2013;11(4):3191] that these metabolites should be included in the residue 

definition for risk assessment:  

Mecoprop-P, 2-carboxy-4-chloro-phenoxypropionic acid (CCPP) and 2-hydroxymethyl-4-

chloro-phenoxypropionic acid (HMCPP), expressed as mecoprop-P.  

 

Using the metabolism study tentative conversion factors have been calculated for cereal grain (4) and 

cereal straw (2.2) for use in the risk assessment. These agree with those proposed by EFSA in the 

Reasoned Opinion (2013;11(4):3191), but are not calculated from residue trials data so should not be 

regarded as formal conversion factors, but as a method for estimating the worst case for use in the risk 

assessment.  

 

As only the single isomer of mecoprop-P is being supported, and the monitoring methods of analysis 

(see Volume 3, section of the active dossier) monitor of the single mecoprop-P isomer and the 

metabolites are considered to be of similar toxicity to parent, the residue definition for 

monitoring/enforcement is proposed as: mecoprop-P. 
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Figure Error! No text of specified style in document.-1 Proposed metabolic pathway for mecoprop-P in 

wheat 

 
 

 

B.7.2.2. Poultry 

A poultry metabolism study is not required since the dietary intake is calculated to be below 0.004 

mg/kg bw/day in NEU and it is considered that in a scenario appropriate to the proposed SEU GAP 

that intakes will be < 0.004 mg/kg bw/day hence no poultry metabolism study is considered to be 

required (see Volume 1, section 2.7.5).  
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Table Error! No text of specified style in document.-10 Extraction process and efficiency for animal matrices 

(PES = post extracted solid) 

Urine  

Centrifuged only Quantitative recovery (97 – 99.8%) 

Faeces 

MeOH wash 97% 

Milk  

MeCN precipitation, dieththylether and 

hexane partitioning 

89.8% 

2
nd

 MeCN wash and aq. extract 30.8% 

Liver and Kidney 

MeOH/water extraction and partition 

against hexane 

58% (liver) 

47.7 (kidney) 

Concentrated MeOH/water extract 54.7% (liver) 

44.3% (kidney) 

Protease enzyme extraction of PES 5.7% (liver) 

3.5% (kidney) 

Pepsin enzyme extraction of PES 20.1% (liver) 

20.2% (kidney) 

Caustic MeOH extraction at 58°C 2.7% (liver) 

2.4% (kidney) 

Caustic MeOH extraction at 70°C 13.5% (liver) 

13.0% (kidney) 

 

Distribution, excretion and recovery of the administered doses are given in Table 7.2-8. 
 

Table Error! No text of specified style in document.-11 Cumulative total radioactivity in urine, faeces, cage 

wash and milk and TRR in tissues in mg/kg expressed as mecoprop-P equivalents or in % of total 

administered dose. 

Matrix Dose level of 5 mg/kg feed Dose level 50 mg/kg feed 

 mg/kg % of adm. dose mg/kg % of adm. dose 

Urine  NA
1
 80.96 NA 64.53 

Faeces NA 10.97 NA 24.86 

Cage wash  NA 5.31 NA 6.52 

Milk NA 0.02 NA 0.02 

Omental fat 0.001
2
 NA 0.003

2
 NA 

Renal fat 0.001
2
 NA 0.003 NA 

Kidney 0.007 <0.01 0.097 <0.01 

Liver 0.001
2
 <0.01 0.031 <0.01 

Muscle hind <0.001 NA 0.001
2
 NA 

Muscle fore <0.001 NA 0.001
2
 NA 

Whole blood 0.005 NA 0.029 NA 

Plasma 0.004 NA 0.035 NA 

Total radioactivity NA 97.3 NA 95.9 

1. NA = not applicable. 

2. Residues calculated from data less than 30 dpm above background. 

 

The overall recovery of the administered radioactivity 7 days after start of dosing was 97.3% and 

95.9% for the 5 and 50 mg/kg feed level, respectively. The major route of excretion was via urine 

where radioactivity was 81.0% and 64.5% of administered doses 7 days after start of dosing in tests at 

the 5 and 50 mg/kg feed level, respectively. The corresponding excretions via faeces were 11.0 and 

24.9%, respectively and via milk 0.02% for both doses. Residues in tissues were very low, the highest 

in kidney and liver with 0.097 and 0.031 mg/kg mecoprop-P equivalents, respectively at the feed level 

of 50 mg/kg. At the 5 mg/kg feed level <0.01mg/kg, corresponding to <0.01% of administered dose, 

was observed in liver and kidney. Residues in fat and muscles were <0.01 mg/kg mecoprop-P 

equivalents at the 5 and 50 mg/kg feed level. 
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The distribution of radioactivity in goat 1 (5 mg/kg feed) is displayed in Table 7.2-9. The study does 

contain the results for goat 2 at 50 mg/kg feed, but as this is not the most appropriate dosing level to 

support the cereal use of mecoprop-P then these results have not been presented, but are described in 

the following paragraphs. 

 

 
Table Error! No text of specified style in document.-12 Quantitative distribution of radioactivity in goat 1 

(low dose) excreta following administration of 
14

C-mecoprop-P. 

 
 

 

Parent mecoprop-P amounted in urine to 95.9 and 92.7% of TRR 7 days after start of administration at 

the 5 and 50 mg/kg feed level, respectively. Three minor unidentified metabolites represented up to 

1.6% of TRR, including both doses. In accordance with OECD guidelines 503, as these unknowns are 

< 10%TRR and < 0.01 mg/kg then no characterisation is required providing they are not toxic. Parent 

mecoprop-P in a methanol extract of faeces amounted to 87.3 and 91.1% of TRR 7 days after start of 

dosing at the 5 and 50 mg/kg feed level, respectively. At the low dose, one minor metabolite 

represented up to 1.8% of TRR. At the higher dose, two unknowns up to a maximum of 2.2%TRR 

(0.06% dose) were also observed. . In accordance with OECD guidelines 503, as these unknowns are < 

10%TRR and < 0.01 mg/kg then no characterisation is required providing they are not toxic. 

A milk extract in acetonitrile from a sample at the 50 mg/kg feed level taken 6-7 days after start of 

administration and containing 29.6% of TRR (0.004 mg/kg mecoprop-P equivalents) shoved evidence 

for the presence of mecoprop-P in an amount of <LOQ. Residues in milk reached plateau 2 days after 

start of dosing. A kidney extract in methanol/water from a sample at the 50 mg/kg feed level contained 

44.3% of TRR, 31.1% of TRR were parent mecoprop-P (0.03 mg/kg mecoprop-P equivalents) and 2 

unknowns amounted to 10.5 and 2.7% of TRR. Liberated parent mecoprop-P using pepsin hydrolysis 

amounted to 16.6% of TRR. A liver extract in methanol/water from a sample at the 50 mg/kg feed 

level contained 54.7% of TRR. The radioactive residue consisted of a polar unknown of 0.017 mg/kg, 

expressed as mecoprop-P equivalents.  Non-extractable residues in kidneys from the 50 mg/kg feed 

level post extraction with methanol and methanol/water amounted to 0.051 mg/kg (52.3% of TRR); 

for liver the same residues were 0.013 mg/kg (42.0% of TRR). Following consecutive administration 

for 7 days, there was no evidence for any accumulation of radioactivity in milk and edible tissues. 

 

In conclusion, mecoprop-P was rapidly excreted, most of it as parent compound. Excretion was mainly 

via urine, less in faeces and minimal in milk; residues in tissues were very small. Non-extractable 

residues were also very small. There was no evidence for accumulation of residues in milk and fatty 
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tissues. The study is assessed as acceptable referring to the EU-guidelines concerning residues, 

1607/VI/97 rev. 2, Appendix F. 

 

Conclusion 

The lactating goat metabolism study is acceptable according to the OECD guideline 503. The study 

was conducted at a 14 N and 5.8N rate with respect to dairy and beef cattle in SEU. The majority of 

radioactivity was rapidly excreted in urine and faeces (combined ca. 90% at both doses) and after 7 

days of dosing the positively identified component of the radioactivity in urine was parent mecoprop-

P, which represented 96% (lower dose) and 93% (higher dose) of the total radioactivity. A similar profile 

was observed in faeces: 83%TRR (lower dose) and 91%TRR (higher dose). These values exceed the 

limit of 75% proposed as acceptable in the guideline OECD 503. Further identification of metabolites is 

therefore not considered necessary. Additionally, the unidentified metabolites were individually < 

3%TRR in urine and faeces. Radioactive residues in milk and tissues were minimal. 

 

In conclusion, the residue definition in animal products should be: Mecoprop-P both for 

enforcement and risk analysis.  
 

It should be noted that in their Article 12 Reasoned Opinion, EFSA concluded that this study was 

under-dosed, but this is in comparison to the dietary intake expected from grassland uses and is not 

applicable to the cereal use proposed in the GAP. In relation to the estimated dietary intakes (see 

Volume 1, section 2.7.5.) the dosing of goat 1 at 0.13 mg/kg bw/day is the most appropriate dosing 

level and corresponds to a dose rate of 14N and 5.8N with respect to dairy cattle and beef cattle. It can 

be concluded that the metabolism study is appropriately dosed. 

 

The metabolism study only doses with parent mecoprop-P, but as the metabolites HMCPP and CCPP 

are to be included in the plant residue definition and are significant residue components in straw, in 

accordance with the guidance, a consideration of the effect of dosing with these metabolites is 

necessary. However, the applicant has submitted a case claiming these metabolites are rapidly 

absorbed and excreted in livestock and therefore would not give rise to any significantly different 

animal metabolites that would be of toxicological concern. Thus additional vertebrate studies to 

investigate the metabolism of HMCPP and CCPP in ruminants are not required. This case is based on 

consideration of a similar active substance, MCPA, and it’s known metabolism in livestock. The case 

is presented below.  

 

Case: Are HMCCP and CCPP metabolism studies required? 

Comparison can be made to the metabolism of the related active ingredient, MCPA, along with its 

known metabolites CCPA and HMCPA, which have similar chemical structures to mecoprop-P, CCPP 

and HMCPP respectively: 
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were collected twice daily. 24 hours after final dose the goat was sacrificed and muscle and tissue 

samples taken. Radioactivity was determined by LSC analysis and the recovery of the total 

radioactivity is displayed below: 

 

 
 

Excretion via urine was the major route of elimination, accounting for 66.56% of administered dose. 

Excretion in faeces accounted for 26.28% and in milk 0.02%. Radioactivity in tissues was also very 

low. HPLC analysis of the urine samples demonstrated the major residue (97% TRR) was unchanged 

parent and 3 minor components ranged from 0.41 – 1.25% TRR. In faeces the major residue was again 

parent (86% TRR) and a minor component represented 1.19% TRR. Due to the large amount of 

identified TRR (>75%), these minor metabolites do not require characterisation. This study indicates 

that CCPA is well absorbed and rapidly excreted, with no evidence of accumulation of radioactivity in 

milk or edible tissues. 

 

 

Conclusion 

Using the metabolic behaviour of CCPA to represent that of CCPP, sufficient evidence is provided to 

conclude that the metabolite CCPP would be rapidly excreted, unchanged in a similar manner to 

parent mecoprop-P. Residues of CCPP in matrices for human consumption (milk and edible tissues) 

would therefore be very low and not of concern.  

 

The mecoprop-P dairy cow feeding study evaluated in section B.7.4.2. dosed with mecoprop-P only, 

but demonstrated that no residues of HMCCP (or CCPP) were observed in any matrix destined for 

human consumption. Furthermore intakes of HMCPP are lower than those of CCPP and the similarity 

in structure suggests HMCCP metabolite will behave in a similar manner to CCPP and significant 

residues will not arise in ruminant tissue. 

 

Thus further vertebrate studies assessing the metabolism of HMCPP and CCPP in livestock are not 

required. 

 

 

B.7.2.4. Pigs 

Metabolism in rats and goats is observed to be similar – parent mecoprop-P being the main constituent 

of the radioactivity, therefore no further metabolism study in swine is required. Additionally, the 

dietary intake is calculated to be below 0.004 mg/kg bw/day in NEU and the SEU dietary burden 

calculation was only exceeded by an insignificant amount considering the significantly worst case 

inputs used (see Volume 1, section 2.7.5).  

 

 

B.7.2.5. Fish 

A fish metabolism study is not required since no guidance has been released. 
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Note: In Tables 7.3-2 & 3 (below) the magnitude of residues of mecoprop-P (MCPP-P) only were 

reported. This is not in line with the proposed residue definition for risk assessment: mecoprop-P, 2-

carboxy-4-chloro-phenoxypropionic acid (CCPP) and 2-hydroxymethyl-4-chloro-phenoxypropionic 

acid (HMCPP), expressed as mecoprop-P. (See Section 7.3.1 for discussion of conversion factors). 
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Table Error! No text of specified style in document.-14 Results of residue trials in the Southern EU on winter cereals with mecoprop-P 

Trial No./ 

Location/ 

Year 

Commodity/ 

Variety 

Date of 

1.Sowing or 

planting 

2.Flowering 

3. Harvest 

Application rate per 

treatment 

Dates of 

treatment or 

no. of 

treatments 

and last date 

Growth 

stage at 

last 

treatment 

or date 

Portion 

analysed 

Residues 

(mg/kg) 

MCPP-p 

PHI 

(days) 

Remarks 

g a.s./ 

ha 

Water 

(l/ha) 

g a.s./hl 

Proposed GAP Winter and 

spring cereals: 

Wheat 

(including 

durum and 

spelt), barley, 

rye, oats and 

triticale. 

 1200 200 - 

400 

 1 BBCH 20 

– 32 

(winter) 

 

BBCH 13 

– 32 

(spring) 

    

IRI 19513 (field);  

R A0119 (analytical) 

 

397315/1 

 

Charantonnay, Southern 

France (2000) 

Winter wheat 

 

(variety 

Isengrain) 

1) 22/10/99 

2) N/A 

3) 19/07/00 

1500 

 

(actual 

1524) 

 

(2.5 

L/ha) 

250 

 

(act 

254) 

600 14/04/00 33 Green plant 

Green plant 

Green plant 

Green plant 

Grain 

Straw 

64 

0.79 

0.40 

0.14 

<0.05 

0.06 

0 

7 

14 

28 

96 

96 

Method: GC-MSD 

 

LOQ = 0.05 mg/kg 

IRI 19513 (field);  

R A0119 (analytical) 

 

397315/2 

 

Janneyrais, Southern 

France (2000) 

Winter barley 

 

(variety 

Pertine) 

1) 05/10/99 

2) N/A 

3) 21/06/00 

1500 

 

(actual 

1554) 

 

(2.5 

L/ha) 

250 

 

(act 

259) 

600 14/04/00 33 Green plant 

Green plant 

Green plant 

Green plant 

Grain 

Straw 

42 

0.68 

0.38 

0.14 

<0.05 

0.20 

0 

7 

14 

28 

68 

68 

Method: GC-MSD 

 

LOQ = 0.05 mg/kg 

IRI 19513 (field);  

R A0119 (analytical) 

 

397315/3 

 

Olius, Lleida, Spain 

(2000) 

Winter wheat 

 

(variety 

Tremier) 

1) 11/11/99 

2) N/A 

3) 07/07/00 

1500 

 

(actual 

1500) 

 

(2.5 

L/ha) 

250 

 

(act 

250) 

600 04/04/00 32 Green plant 

Green plant 

Green plant 

Green plant 

Grain 

Straw 

64 

2.8 

1.7 

0.18 

<0.05 

0.10 

0 

7 

14 

28 

94 

94 

Method: GC-MSD 

 

LOQ = 0.05 mg/kg 
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Trial No./ 

Location/ 

Year 

Commodity/ 

Variety 

Date of 

1.Sowing or 

planting 

2.Flowering 

3. Harvest 

Application rate per 

treatment 

Dates of 

treatment or 

no. of 

treatments 

and last date 

Growth 

stage at 

last 

treatment 

or date 

Portion 

analysed 

Residues 

(mg/kg) 

MCPP-p 

PHI 

(days) 

Remarks 

g a.s./ 

ha 

Water 

(l/ha) 

g a.s./hl 

IRI 20472 (field);  

R A01135 (analytical) 

 

680333/1 

 

St Trivier, Southern 

France (2001) 

Winter barley 

 

(variety 

Ladoga) 

1) 29/09/00 

2) N/A 

3) 25/06/01 

1200 

 

(actual 

1207) 

 

2.0 L/ha 

250 

 

(act 

254) 

480 30/03/01 32 Green plant 

Green plant 

Green plant 

Green plant 

Grain 

Straw 

14 

0.81 

0.61 

0.44 

<0.05 

<0.05 

0 

7 

13 

28 

87 

87 

Method: GC-MSD 

 

LOQ = 0.05 mg/kg 

IRI 20472 (field);  

R A01135 (analytical) 

 

680333/3 

 

St Trivier, Southern 

France (2001) 

Winter wheat 

 

(variety 

Cezanne) 

1) 20/10/00 

2) N/A 

3) 11/07/01 

1200 

 

(actual 

1175) 

 

2.0 L/ha 

250 

 

(act 

247) 

480 30/03/01 32 Green plant 

Green plant 

Green plant 

Green plant 

Grain 

Straw 

15 

3.0 

1.5 

0.73 

<0.05 

0.07 

0 

7 

13 

28 

103 

103 

Method: GC-MSD 

 

LOQ = 0.05 mg/kg 

IRI 20472 (field);  

R A01135 (analytical) 

 

680333/4 

 

Charantonnay, Southern 

France (2001) 

Winter wheat 

 

(variety 

Cezanne) 

1) 25/10/00 

2) N/A 

3) 10/07/01 

1200 

 

(actual 

1144) 

 

2.0 L/ha 

250 

 

(act 

241) 

480 03/04/01 32 Green plant 

Green plant 

Green plant 

Green plant 

Grain 

Straw 

42 

1.5 

0.64 

0.23 

<0.05 

<0.05 

0 

7 

14 

27 

98 

98 

Method: GC-MSD 

 

LOQ = 0.05 mg/kg 

IRI 20472 (field);  

R A01135 (analytical) 

 

680333/5 

 

Almacelles Lleida, 

Spain (2001) 

Winter barley  

 

(variety 

Graphic) 

1) 24/11/00 

2) N/A 

3) 06/06/01 

1200 

 

(actual 

1208) 

 

2.0 L/ha 

250 

 

(act 

254) 

480 19/03/01 32-33 Green plant 

Green plant 

Green plant 

Green plant 

Grain 

Straw 

30 

6.5 

6.0 

0.32 

<0.05 

0.32 

0 

7 

14 

29 

79 

79 

Method: GC-MSD 

 

LOQ = 0.05 mg/kg 

IRI 20472 (field);  

R A01135 (analytical) 

 

680333/6 

 

Menarguens Lleida, 

Spain (2001) 

Winter wheat  

 

(variety 

Sarina) 

1) 05/12/00 

2) N/A 

3) 20/06/01 

1200 

 

(actual 

1196) 

 

2.0 L/ha 

250 

 

(act 

252) 

480 26/03/01 32-33 Green plant 

Green plant 

Green plant 

Green plant 

Grain 

Straw 

42 

6.1 

3.3 

0.89 

<0.05 

0.28 

0 

7 

14 

28 

86 

86 

Method: GC-MSD 

 

LOQ = 0.05 mg/kg 
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Table Error! No text of specified style in document.-15 Results of residue trials in the Northern EU on winter and spring cereals with mecoprop-P 

Trial No./ 

Location/ 

Year 

Commodity/ 

Variety 

Date of 

1.Sowing or 

planting 

2.Flowering 

3. Harvest 

Application rate per 

treatment 

Dates of 

treatment or 

no. of 

treatments 

and last date 

Growth 

stage at 

last 

treatment 

or date 

Portion 

analysed 

Residues 

(mg/kg) 

MCPP-p 

PHI 

(days) 

Remarks 

g a.s./ 

ha 

Water 

(l/ha) 

g a.s./hl 

S13-00323 

 

S13-00323-01 

 

Melbourne, Derbyshire, 

DE73 1BW, UK  (2013) 

Winter wheat 

 

(variety 

Oakley) 

1) 18/10/12 

2) N/A 

3) 18/08/13 

1215 203 599 20/05/13 32 Green plant 

Green plant 

Green plant 

Green plant 

Green plant 

Green plant 

Green plant 

Grain 

Straw 

41.77 

23.73 

11.54 

7.92 

4.29 

0.62 

0.59 

< 0.01 

0.29 

0 

1 

3 

5 

7 

14 

29 

92 

92 

Method: LC-MS/MS 

 

LOQ = 0.01 mg/kg 

S13-00323 

 

S13-00323-02 

 

Mansfield Woodhouse, 

Nottinghamshire, NG19 

9EG, UK  (2013) 

Winter wheat 

 

(variety 

Gallant) 

1) 15/09/12 

2) N/A 

3) 09/08/13 

1245 208 599 13/05/13 32 Green plant 

Green plant 

Green plant 

Green plant 

Green plant 

Green plant 

Green plant 

Grain 

Straw 

61.93 

12.41 

2.34 

1.68 

1.45 

0.54 

0.11 

< 0.01 

0.11 

0 

1 

3 

5 

7 

15 

31 

88 

88 

Method: LC-MS/MS 

 

LOQ = 0.01 mg/kg 

S13-00323 

 

S13-00323-03 

 

21739, Dollern, 

Niedersachsen, 

Germany  (2013) 

Spring barley 

 

(variety 

Marthe) 

1) 16/04/13 

2) 20-

24/06/13 

3) 05/08/13 

1200 200 600 03/06/13 32 Green plant 

Green plant 

Green plant 

Green plant 

Green plant 

Green plant 

Green plant 

Grain 

Straw 

47.90 

32.52 

22.76 

14.44 

8.10 

3.55 

0.83 

< 0.01 

0.27 

0 

1 

3 

5 

7 

14 

30 

63 

63 

Method: LC-MS/MS 

 

LOQ = 0.01 mg/kg 
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Trial No./ 

Location/ 

Year 

Commodity/ 

Variety 

Date of 

1.Sowing or 

planting 

2.Flowering 

3. Harvest 

Application rate per 

treatment 

Dates of 

treatment or 

no. of 

treatments 

and last date 

Growth 

stage at 

last 

treatment 

or date 

Portion 

analysed 

Residues 

(mg/kg) 

MCPP-p 

PHI 

(days) 

Remarks 

g a.s./ 

ha 

Water 

(l/ha) 

g a.s./hl 

S13-00323 

 

S13-00323-04 

 

71665, Vaihingen an 

der Enz, Baden-

Wurttemberg, Germany 

(2013) 

Spring barley 

 

(variety 

Grace) 

1) 10/04/13 

2) Early June 

3) 02/08/13 

1268 211 601 20/05/13 32 Green plant 

Green plant 

Green plant 

Green plant 

Green plant 

Green plant 

Green plant 

Grain 

Straw 

28.00 

1.77 

1.31 

0.69 

0.37 

0.25 

0.08 

< 0.01 

< 0.01 

0 

1 

3 

5 

7 

13 

25 

69 

69 

Method: LC-MS/MS 

 

LOQ = 0.01 mg/kg 
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Straw residue (mg/kg) Ranks NEU Ranks SEU 

0.2  8 

0.27 9  

0.28  10 

0.29 11  

0.32  12 

ƩRank 28 50 

U values 14 18 

Critical value  

(n1 = 4, n2 = 8) 

4 

Umin > 4? Yes. Populations similar 

 

 

The residue trials have been evaluated and deemed acceptable to support the proposed GAP. A 

summary of the residue endpoints derived from the residue trials is presented in Table 7.3-5.  

 

The trials only looked for residues of mecoprop-P. This is not in line with the revised residue 

definition, which also contains metabolites HMCPP and CCPP. As the trials did not look for these 

metabolites, the following tentative conversion factors have been used: cereal grain (4) and cereal 

straw (2.2). These conversion factors are derived from the metabolism study and were proposed in the 

EFSA Reasoned Opinion (2013; 11(4):3191), although it was stated that further conformation of these 

values was required. In the absence of residue trial data these are currently deemed sufficient to 

represent the contribution of the additional metabolites for risk assessment. However, it is considered 

appropriate that further confirmatory residue trials data shall be requested to confirm levels of these 

metabolites in the harvested crop. 

 
Table Error! No text of specified style in document.-17 Residue endpoints 

Crop 

Region/ 

Indoor 

(a) 

Residue levels 

(mg/kg) 

observed in the 

supervised 

residue trials 

relevant to the 

supported 

GAPs 

Residue levels 

(mg/kg) 

observed in the 

supervised 

residue trials 

relevant to the 

supported 

GAPs 

Recommendations

/comments 
(OECD calculations) 

MRL 

proposals 

(mg/kg) 

HR
1
 

(mg/kg) 

(c) 

STMR
1
 

(mg/kg) 

(d) 

 Monitoring RD Risk 

assessment RD
1
 

 

Cereal 

grain 

NEU 

Outdoor 

4 x < 0.01*  

 

4 x 0.04  Combines trials on 

wheat (5) and 

barley (3), as 

application is early 

on in growing 

season therefore 

extrapolation 

acceptable. NEU 

and SEU trials are 

also combined for 

straw as data were 

confirmed to arise 

from the same 

population, 

according to the 

Mann-Whitney U 

test. 

0.01* 0.04 0.04 

Cereal 

grain 

SEU 

Outdoor 

8 x < 0.05* 8 x 0.2 0.05* 0.2 0.2 

Cereal 

straw 

NEU + 

SEU  

Outdoor 

< 0.01*, 2 x < 

0.05*, 0.06, 

0.07, 0.10, 0.11, 

0.20, 0.27, 0.28, 

0.29, 0.32 

 

0.022, 2 x 0.11, 

0.132, 0.154, 

0.22, 0.242, 

0.44, 0.594, 

0.616, 0.638, 

0.704  

N/A 0.704 0.231 
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Table Error! No text of specified style in document.-18 Doses used in feeding study, including comparable X 

rate to estimated intakes of beef cattle based on cereals in SEU. The dietary burden calculations are 

displayed below. 

 

mg/kg DM mg/kg bw/day* Rate compared to cereal dietary burden intakes for beef cattle in SEU 

as a worst-case scenario 

194 7 538 

582 21 1600 

1940 71 5460 

*based on a body weight of 550 kg 

 

Intakes calculated using HR input (maximum dietary burden) in SEU 

 
 

Intakes calculated using HR input (maximum dietary burden) in NEU 

 
 

A control group (2 cows) received diet and acetone only. 

 

Three of the cows in the 1940 mg/kg treatment group were used to generate depuration data. At the 

end of the dosing period, they were transferred to the control diet to measure the decline in residues 

following withdrawal of the test item from the diet. Animals were sacrificed between 15 and 21 hours 

of final dosing, except for the three cows used to generate depuration data, which were sacrificed 3, 5 

and 10 days after administration of the final dose. 

 

Residues of mecoprop-P and the potential metabolites 2-(2-hydroxymethyl-4-chlorophenoxy) 

propionic acid (HMCPP), 2-(2-carboxy-4-chlorophenoxy)propionic acid (CCPP) and 4-chloro-2- 

methyl phenol (PCOC) in milk and tissues were measured using an analytical method based on LC-

MS/MS. This method is designed to measure residues of mecoprop-P including its esters and 

conjugates. The limit of quantitation (LOQ) for each of the analytes in milk, skimmed milk, cream, 

muscle, liver, kidney and fat is 0.01 mg/kg (see Volume 3 of Active dossier, section B.5.1.2.5 for 

method validation). Samples were stored for a maximum of 235 days (8 months) at -20°C and extracts 

were stored at 4°C for a maximum of 7 days, these time periods are adequately covered by the storage 

stability studies discussed in Section B.7.1. 
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Residues of mecoprop-P were found in all matrices from cows in all groups. The results of the feeding 

studies are displayed in Table 7.4-2. Residues in whole milk reached a plateau after 5 days of dosing 

and remained stable throughout the dosing period. The residues in the 1940 mg/kg dosing group 

declined to less than the LOQ (0.01 mg/kg) after 2 days of withdrawal of mecoprop-P from the diet. 

Residues of mecoprop-P did not partition selectively into skimmed milk or cream. Residues of 

mecoprop-P in muscle, liver, kidney and fat in the 1940 mg/kg dosing group showed a decline after 

withdrawal of mecoprop-P from the diet. No residues of HMCPP or CCPP were found in any of the 

specimens in any treatment group.  

 

Although not specifically required by the guidance, residues of PCOC were monitored for in the 

feeding study. Residues of PCOC were found in cream (but not skimmed milk), liver and fat 

specimens from cows in the 1940 mg/kg dosing group only and in kidney specimens from cows in all 

the dosing groups.  Residues of PCOC in the highest dosing group declined to less than the LOQ in 

liver after 3 days of withdrawal of mecoprop-P from the diet and in kidney and fat after 5 days of 

withdrawal of mecoprop-P from the diet. Residues of PCOC up to a maximum of 0.076 mg/kg in the 

1940 mg/kg dosed study were observed. These levels are not of a concern, as the feeding studies are 

significantly overdosed and the level of the relevant impurity (max. of 5 g/kg) is controlled by the 

specification of the technical grade active substance. As PCOC is not formed as a result of metabolism 

in animals the levels in the animal samples would be very low, well below the level of toxicological 

relevance. No further consideration is required. 

 

Regression analysis for mecoprop-P in whole milk, skimmed milk and cream demonstrated a linear 

relationship between the dose level and the resulting residue concentration. Therefore the expected 

residues at a 1X rate can be concluded to be < LOQ (0.01 mg/kg). A non- linear relationship between 

the dose level and residue concentration was found for mecoprop-P in all other matrices. It is therefore 

infeasible to estimate residue levels of mecoprop-P in muscle, liver, kidney and fat for the 1X rate and 

to propose MRLs. However, considering the goat metabolism study (B.7.2.3), which was conducted at 

a much more appropriate rate of 0.13 mg/kg bw/day (10N compared to beef cattle in SEU), residues of 

mecoprop-P in these matrices were always found well below 0.01 mg/kg. It can therefore be reliably 

concluded that mecoprop-P residues will be < 0.01 mg/kg in muscle, liver, kidney and fat.   

 

Table 7.4-3 summarises the endpoints for use in the consumer risk assessments, considering the mean 

and highest residues. The residue definition for animal commodities is ‘mecoprop-P’ both for 

enforcement and risk analysis. 

 

Conclusion 

The livestock feeding study conducted on dairy cows is significantly overdosed (538X rate) compared 

with the estimated dietary burden calculated for beef cattle based on the intakes of cereal grain and 

straw. This feeding study was only dosed with parent mecoprop-P, but a case is made in section 

B.7.2.3. addressing this point and it can reasonably be concluded that residues of HMCCP and CCPP 

will not be expected in ruminant tissues.  

 

Results of the feeding study demonstrated that no residues of HMCPP and CCPP were observed in any 

of the matrices. A linear relationship was demonstrated between the dosing level and residue of 

mecoprop-P in milk and cream, therefore it can be concluded that expected residues at the 1X rate 

would be < LOQ (0.01 mg/kg) and an MRL can be proposed. However, a non-linear relationship 

between the dose level and observed residue in muscle, liver, kidney and fat means it is impossible to 

conclude that at the 1X rate residues of mecoprop-P in these matrices will be < LOQ. However, 

consideration of the ruminant metabolism study allows for the reasonable conclusion that levels of 

mecoprop-P in muscle, liver, kidney and fat will be <0.01 mg/kg. These levels will be used in the 

consumer risk assessments to represent a worst-case. 
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Table Error! No text of specified style in document.-19 Milk, cream, fat and tissue residues of mecoprop-P, HMCPP, CCPP and PCOC found in dairy cows dosed 

with mecoprop-P for 28 - 29 days 

Sample Day Mean residues (highest residue) determined  (mg/kg) 

  194 mg/kg (538X) in diet 582 mg/kg (1600X)  in diet 1940 mg/kg (5460X)  in diet 

  mecoprop-P 

 

 

HMCPP 

 

CCPP PCOC 

 

mecoprop-P 

 

 

HMCPP 

 

CCPP PCOC 

 

mecoprop-P 

 

 

HMCPP 

 

CCPP PCOC 

 
Milk -1 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 <0.01 

 1 0.012 (0.014) <0.01 <0.01 <0.01 0.047 <0.01 <0.01 <0.01 0.116 

 

 

 

 

 

 

 

<0.01 <0.01 <0.01 

 3 0.015 (0.018) <0.01 <0.01 <0.01 0.046 <0.01 <0.01 <0.01 0.154 <0.01 <0.01 <0.01 

 5 0.014 (0.016) <0.01 <0.01 <0.01 0.034 <0.01 <0.01 <0.01 0.109 <0.01 <0.01 <0.01 

 7 0.014 (0.016) <0.01 <0.01 <0.01 0.036 <0.01 <0.01 <0.01 0.120 <0.01 <0.01 <0.01 

 10 0.016 (0.019) <0.01 <0.01 <0.01 0.034 <0.01 <0.01 <0.01 0.108 <0.01 <0.01 <0.01 

 14 0.013 (0.013) <0.01 <0.01 <0.01 0.029 <0.01 <0.01 <0.01 0.099 <0.01 <0.01 <0.01 

 18 0.017 (0.023) <0.01 <0.01 <0.01 0.038 <0.01 <0.01 <0.01 0.110 <0.01 <0.01 <0.01 

 20 0.014 (0.016) <0.01 <0.01 <0.01 0.044 <0.01 <0.01 <0.01 0.108 <0.01 <0.01 <0.01 

 22 0.015 (0.016) <0.01 <0.01 <0.01 0.037 <0.01 <0.01 <0.01 0.109 <0.01 <0.01 <0.01 

 24 0.013 (0.016) <0.01 <0.01 <0.01 0.047 <0.01 <0.01 <0.01 0.100 <0.01 <0.01 <0.01 

 28 0.015 (0.017) <0.01 <0.01 <0.01 - - - - 0.152 <0.01 <0.01 <0.01 

29 - - - - 0.049 <0.01 <0.01 <0.01 - - - - 

Skimmed milk  0.013 (0.014) <0.01 <0.01 <0.01 0.036 <0.01 <0.01 <0.01 0.111 <0.01 <0.01 <0.01 

Cream  0.015 (0.019) <0.01 <0.01 <0.01 0.040 <0.01 <0.01 <0.01 0.133 <0.01 <0.01 0.024 

 
Muscle 28 - 29 0.084 (0.143) <0.01 <0.01 <0.01 0.142 (0.245) <0.01 <0.01 <0.01 0.182 (0.379) <0.01 <0.01 <0.01 

Liver 28 - 29 0.196 (0.314) <0.01 <0.01 <0.01 0.404 (0.661) <0.01 <0.01 <0.01 0.773 (1.074) <0.01 <0.01 0.016 

Kidney 28 - 29 0.999 (1.622) <0.01 <0.01 0.016 (0.018) 2.201 (3.385) <0.01 <0.01 0.029 (0.034) 6.226 (9.505) <0.01 <0.01 0.059 (0.076) 

Fat 28 - 29 0.192 (0.276) <0.01 <0.01 <0.01 0.255 (0.276) <0.01 <0.01 <0.01 0.451 (0.909) <0.01 <0.01 0.012 

 

 

Table Error! No text of specified style in document.-20 Animal inputs for consumer risk assessments: original values and scaled values 

Commodity Chronic risk (mean residue, mg/kg) Acute risk (highest residue, mg/kg) Proposed MRL (mg/kg) 

  Input  Input 

muscle - <0.01
1
 - <0.01

1
 0.01 (default) 

liver - <0.01
1
 - <0.01

1
 0.01 (default) 

kidney - <0.01
1
 - <0.01

1
 0.01 (default) 

fat - <0.01
1
 - <0.01

1
 0.01 (default) 

milk and cream 0.015 <0.01
2
 0.023 <0.01

2
 0.01(default) 

1
These values are estimated from the metabolism study. 



Mecoprop-P Volume 3 – B.7 (AS)  

 

 

40 

 

2
These inputs have been scaled to take into account that the feeding study was conducted at 538X rate compared to the calculated intakes from the dietary burden 

conducted in Volume 1, section 2.7.5 based on cereal consumption only. 
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B.7.4.3. Pigs 
 

A swine feeding study is not required since the dietary intake is calculated to be below 0.004 mg/kg 

bw/day for NEU and the SEU dietary burden calculation demonstrated the trigger was only exceeded 

by an insignificant amount considering the significantly worst case inputs used (see Volume 1, section 

2.7.5). 
 

 

B.7.4.4. Fish 
 

A fish study is not required since no official guidance has been released. 
 

 

B.7.5. EFFECTS OF PROCESSING  
 

B.7.5.1. Nature of the residue 

In accordance with the data requirements 283/2013, if residues ≥ 0.01 mg/kg are observed then 

information on the nature of residues during processing is required. Some of the submitted residue 

trials (SEU) only support an LOQ of 0.05 mg/kg and considering that mecoprop-P is highly water 

soluble, the nature of residues in cereal grain (the part of the crop to be processed) should be 

addressed.  

 

A case was submitted by the applicant citing that the plant metabolism study, conducted at 1.2 N, 

confirms that mecoprop-P is not expected above 0.01 mg/kg in grain (0.004 mg/kg at 1.2N). 

Additionally, in the DAR (Denmark, 1998) a high temperature hydrolysis study was provided (Annex 

IIA point 2.9.1). Whilst this study did not mimic the representative hydrolysis conditions for baking 

and brewing required by OECD 507 (pH 5, 100°C for 60 min), it does demonstrate that mecoprop-P 

was stable under pH 5, 7 and 9 conditions at 70°C for 8 days.  

 

Considering the likely residues of mecoprop-P in cereal grain, it can be concluded that residues are 

likely to be <0.01 mg/kg and no further information on the nature of mecoprop-P residues during 

processing is required. 
 

B.7.5.2. Distribution of the residue in peel and pulp 
 

Not applicable, cereals do not have peel. 

 
 

B.7.5.3. Magnitude of residues in processed commodities 
 

Processing or household studies are not needed as residues in the parts of the plant to be processed 

(grains) are lower than the trigger value of 0.1 mg/kg. No residues at or above the LOQ (0.05 mg/kg in 

SEU, 0.01 mg/kg in NEU) were found in cereal grains. 
 

 

B.7.6. RESIDUES IN SUCCEEDING OR ROTATIONAL CROPS 
 

 

B.7.6.1. Metabolism in rotational crops 
 

Metabolism studies in rotational crops are not required, since mecoprop-P is not persistent in soil 

(DT50 10.12 days). Additionally, there are no soil metabolites. 
 










