
CRC-9/3: Methamidophos  
The Chemical Review Committee, 

Recalling Article 5 of the Rotterdam Convention on the Prior Informed Consent 
Procedure for Certain Hazardous Chemicals and Pesticides in International Trade, 

1. Concludes that the notifications of final regulatory action for methamidophos 
submitted by Brazil and the European Union1 meet the criteria set out in Annex II to the 
Rotterdam Convention;  

2. Adopts the rationale for the Committee’s conclusions set out in the annex to the 
present decision. 

3. Recommends, in accordance with paragraph 6 of Article 5 of the Convention, that the 
Conference of the Parties should list methamidophos in Annex III to the Convention as a 
pesticide; 

4. Decides, in accordance with paragraph 1 of Article 7 of the Convention, to prepare a 
draft decision guidance document for methamidophos; 

5. Decides, in accordance with the process for drafting decision guidance documents set 
out in decision RC-2/2, that the composition of the intersessional drafting group to prepare the 
draft decision guidance document for methamidophos and the workplan of that group shall be as 
set out in annexes II and III to the report of the Committee’s ninth meeting, respectively. 

Annex to decision CRC-9/3  

Rationale for the conclusion by the Chemical Review Committee 
that the notifications of final regulatory action submitted by 
Brazil and the European Union in respect of methamidophos 
meet the criteria of Annex II to the Rotterdam Convention 

1. In reviewing the notifications of final regulatory action by Brazil to ban and the European 
Union to severely restrict methamidophos as a pesticide, together with the supporting 
documentation provided by those parties, the Committee was able to confirm that the final 
regulatory actions had been taken to protect human health and in the case of the European Union 
also the environment. The notifications from those parties were found to meet the information 
requirements of Annex I to the Rotterdam Convention.  

2. The notifications and supporting documentation were made available to the Committee for its 
consideration in documents UNEP/FAO/RC/CRC.9/8 and Add.1 and 2. Information on ongoing 
international trade was provided by CropLife International in 2013 and made available in 
document UNEP/FAO/RC/CRC.9/INF/8. 

I. Brazil  
(a) Scope of the notified regulatory action 

3. The final regulatory action was to ban the use of methamidophos as an insecticide and/or 
acaricide, including its sale, import and export. This action (Resolution-RDC No. 1 of 14 
January 2011: technical rule for the active ingredient methamidophos) was based on the results 
of a toxicological re-evaluation and resulted in a ban of all uses of methamidophos as a 
pesticide. The results of that re-evaluation are outlined in a technical note on the toxicological 
re-evaluation of methamidophos prepared by the National Health Surveillance Agency 
(ANVISA). The decision entered into force on 17 January 2011. 

(b) Annex II paragraph (a) criterion 

(a) Confirm that the final regulatory action has been taken in order to protect 
human health or the environment; 

                                                      
1 UNEP/FAO/RC/CRC.9/8, UNEP/FAO/RC/CRC.9/8/Add.1, UNEP/FAO/RC/CRC.9/8/Add.2. 



4. The Committee confirmed that the final regulatory action had been taken to protect human 
health. 

5. Resolution No. 1 of 14 January 2011 considered the pesticide methamidophos to be extremely 
acutely toxic, neurotoxic and immunotoxic and to cause endocrine toxicity, reproductive toxicity 
and developmental toxicity. 

6. The analysis carried out by ANVISA found residues of methamidophos in various foods for 
which the use of methamidophos was not allowed (fresh tomatoes, strawberries and lettuce) or 
restricted. This was considered a public health problem because those foods are usually eaten 
raw in Brazil. In addition, several studies showed that poisonings and deaths were linked to 
occupational exposure to methamidophos in Brazil. 

(c) Annex II paragraph (b) criteria  

(b) Establish that the final regulatory action has been taken as a consequence of 
a risk evaluation. This evaluation shall be based on a review of scientific data in the 
context of the conditions prevailing in the Party in question. For this purpose, the 
documentation provided shall demonstrate that: 

(i) Data have been generated according to scientifically recognized 
methods; 

(ii) Data reviews have been performed and documented according to 
generally recognized scientific principles and procedures; 

7. A detailed review conducted on behalf of the government of Brazil concluded that 
methamidophos was neurotoxic and immunotoxic and caused endocrine toxicity, reproductive 
toxicity and developmental toxicity. The technical note on the re-evaluation of methamidophos 
provided an assessment of the potential exposure and hazard in accordance with internationally 
recognized data and methodologies, including data and methodologies of the World Health 
Organization, the Food and Agriculture Organization of the United Nations, the Organization 
for Economic Cooperation and Development, the United States Environmental Protection 
Agency and the European Union. There is an extensive list of references cited in the technical 
note on the re-evaluation of methamidophos from a wide range of sources including well-known 
international journals such as Toxicology Letters, the International Journal of Environmental 
Research, Perspectives in Public Health and Environmental Health Perspectives. 

8. Thus, the Committee established that the data reviewed for the risk 
evaluation were generated according to scientifically recognized methods and that the 
data reviews were performed according to generally recognized scientific principles 
and procedures. 

(iii) The final regulatory action was based on a risk evaluation involving 
prevailing conditions within the Party taking the action; 

9. The use of pesticides in Brazil has been reported to have serious consequences for the health 
of agricultural workers and consumers of crops treated with those products. In most cases, the 
effects are conditioned by factors such as the high toxicity of the pesticide and the improper use 
and non-use of personal and collective protective equipment. The socioeconomic and cultural 
conditions of the majority of the field workers increase their vulnerability to toxic pesticides. 

10. The analysis carried out by ANVISA found residues of methamidophos in various 
foods for which the use of methamidophos was not allowed (fresh tomatoes, strawberries and 
lettuce) or restricted. That was considered a public health problem, because those foods are 
usually eaten raw in Brazil. Residues of methamidophos were detected above the legal 
maximum concentration limits. 

11. Several Brazilian researchers identified methamidophos as one of the most widely 
used pesticides in Brazil, resulting in the contamination of crops and drinking water. 
Methamidophos has been detected in drinking water at concentrations above legal limits. 

12. Poisonings and deaths linked to occupational exposure to methamidophos have been 
reported in several studies of direct or indirect poisonings in Brazil. 



13. The risk evaluation took into account national studies, including studies on exposure 
under the prevailing conditions in Brazil, and the toxicological endpoints for methamidophos. 
Therefore the Committee concluded that this criterion was met. 

(d) Annex II paragraph (c) criteria 

(c) Consider whether the final regulatory action provides a sufficiently broad 
basis to merit listing of the chemical in Annex III, by taking into account: 

(i) Whether the final regulatory action led, or would be expected to lead, to 
a significant decrease in the quantity of the chemical used or the number 
of its uses; 

14. The final regulatory action prohibits all uses of methamidophos as a pesticide, 
including production, trade and import. It also prohibits registration of all technical products and 
pesticide formulations based on methamidophos as the active ingredient. It will therefore lead to 
a significant decrease in the quantity of methamidophos used, as indicated by the data on 
imports and production provided by Brazil. 

(ii) Whether the final regulatory action led to an actual reduction of risk or 
would be expected to result in a significant reduction of risk for human 
health or the environment of the Party that submitted the notification; 

15. Since the regulatory action will significantly reduce human exposure to 
methamidophos, it is expected that it will also lead to a significant reduction of risk to human 
health.  

(iii) Whether the considerations that led to the final regulatory action been 
taken are applicable only in a limited geographical area or in other 
limited circumstances; 

16. Similar health issues are likely to be found in other countries where methamidophos 
is used, especially in developing countries. Therefore, the considerations that led to the final 
regulatory action are not limited to Brazil.  

(iv) Whether there is evidence of ongoing international trade in the chemical; 

17. According to the information available to the Committee, there is evidence of 
ongoing international trade. 

(e) Annex II paragraph (d) criterion 

(d) Take into account that intentional misuse is not in itself an adequate reason 
to list a chemical in Annex III. 

18. There is no indication in the notification or supporting documentation that concerns 
for intentional misuse prompted the final regulatory action.  

(f) Conclusion 

19. The Committee concluded that the notification of final regulatory action by Brazil 
met the criteria set out in Annex II to the Convention. 

II. European Union  
(a) Scope of the notified regulatory action 

20. The final regulatory action to severely restrict the use of methamidophos was taken 
for the category “pesticide” to protect human health and the environment.  

21. Commission Directive 2006/131/EC of 11 December 2006, amending Council 
Directive 91/414/EEC, severely restricted the placing on the market and use of plant protection 
products containing methamidophos. 

22. The restrictions imposed by Commission Directive 2006/131/EC limited the 
application of methamidophos to only one specific crop (potatoes) and defined a maximum 
application rate and a restricted number of applications. They also prohibited specific uses and 
limited the period of inclusion of methamidophos in Annex I to Directive 91/414/EEC to 18 
months after entry into force of Directive 2006/131/EC on 1 January 2007. 



23. As of 1 July 2008, methamidophos is not included in the list of authorized substances 
in Annex I. Hence, methamidophos is no longer allowed to be used as an active ingredient in 
plant protection products in the European Union. 

(b) Annex II paragraph (a) criterion 

(a) Confirm that the final regulatory action has been taken in order to protect 
human health or the environment; 

24. The Committee confirmed that the final regulatory action had been taken to 
protect human health and the environment. 

25. Risks to operators during mixing, loading and application were identified. 
High risks were indicated for chronic and acute dietary intake, especially for toddlers. 
The highest contributions to chronic risk came from consumption of plums and 
tomatoes and acute risk (Acute Reference Dose, ARfD) was high for all crops except 
broccoli, cauliflower, cabbage and potatoes. 

26. The environmental risk assessment revealed that the toxicity exposure ratios 
for a range of scenarios for terrestrial vertebrates indicated high acute and long-term 
risks for birds and high acute, short-term and long-term risks for mammals. 
Furthermore, high acute and long-term risks for aquatic organisms as well as high risk 
to beneficial arthropods were identified.  

(c) Annex II paragraph (b) criteria 

(b) Establish that the final regulatory action has been taken as a consequence of 
a risk evaluation. This evaluation shall be based on a review of scientific data in the 
context of the conditions prevailing in the Party in question. For this purpose, the 
documentation provided shall demonstrate that: 

(i) Data have been generated according to scientifically recognized methods; 

(ii) Data reviews have been performed and documented according to 
generally recognized scientific principles and procedures; 

27. Data on hazards and exposure used for the risk evaluation of methamidophos were 
generated according to scientifically recognized methods as specified in annexes II and III to 
Directive 91/414/EEC. Scientific data on the technical active substance and at least one 
representative formulation had to be submitted by the applicant for registration. The required 
data included a wide range of information concerning identity, physical, chemical and technical 
properties, methods of analysis, mammalian toxicology, residues, environmental fate and 
behaviour and ecotoxicology. The data were reviewed by the rapporteur member State (RMS) 
and summarized in a draft assessment report (DAR). In addition, the Scientific Panel on Plant 
Health, Plant Protection Products and their Residues of the European Food Safety Authority 
(EFSA) addressed specific questions. Moreover, based on a monograph and the opinions of 
EFSA, the European Commission established a draft review report that was submitted for peer 
review by the Standing Committee on the Food Chain and Animal Health (SCFCAH). 

28. Thus, the Committee established that the data underlying the risk evaluation 
were generated according to scientifically recognized methods and also that the data 
reviews were performed according to generally recognized scientific principles and 
procedures. 

(iii)  The final regulatory action was based on a risk evaluation involving 
prevailing conditions within the Party taking the action; 

29. The risk evaluation took into account the proposed conditions of use within 
the European Union, including intended uses, recommended application rates and good 
agricultural practices. The conclusions were reached on the basis of the evaluation of 
representative use of methamidophos in the European Union. 

30. Risks to operators during mixing, loading and application were identified. 
Suitable protective clothing and application equipment was mandatory and 
authorization holders had to report effects on operator health. High risks were indicated 



for chronic and acute dietary intake, especially for toddlers (consumption values were 
taken from the United Kingdom diet). The highest contributions to chronic risk came 
from consumption of plums and tomatoes and acute risk was high for all crops except 
broccoli, cauliflower, cabbage and potatoes. 

31. Methamidophos is a cholinesterase inhibitor and is characterized by high 
acute toxicity. It is classified “T+ - Very toxic” (Directive 67/548/EEC) and “Acute 
Tox. 2” (Regulation (EC) 1272/2008, implementing the Globally Harmonized System 
of Classification and Labelling of Chemicals).  

32. The environmental risk assessment revealed that the toxicity exposure ratios 
for a range of scenarios for terrestrial vertebrates indicated high acute and long-term 
risks for birds and high acute, short-term and long-term risks for mammals. A refined 
risk assessment was conducted as to the consumption of methamidophos in the field by 
yellow wagtails and wood mice. It appeared possible that feeding might be rapid 
enough for mortality to occur under field conditions. Furthermore, high acute and long-
term risks for aquatic organisms as well as a high risk to beneficial arthropods were 
identified. 

33. Based on the risks to human health and the environment that were identified 
during the review of the available data, the Committee established that a risk evaluation 
involving prevailing conditions in the European Union had been the basis for the final 
regulatory action. 

(d) Annex II paragraph (c) criteria 

(c) Consider whether the final regulatory action provides a sufficiently broad 
basis to merit listing of the chemical in Annex III, by taking into account: 

(i) Whether the final regulatory action led, or would be expected to lead, to a 
significant decrease in the quantity of the chemical used or the number of its 
uses; 

34. The regulatory action limited the use of methamidophos to one single crop 
(potatoes) that was in principle allowed in the European Union and specified a 
maximum application rate and number of applications of the active substance. All other 
uses i.e., for other crops or at higher rates of the active substance, were prohibited. The 
final regulatory action severely restricted the use of methamidophos. The restriction is 
expected to lead to a significant reduction in the quantity of methamidophos used. 

(ii) Whether the final regulatory action led to an actual reduction of risk or 
would be expected to result in a significant reduction of risk for human health or the 
environment of the Party that submitted the notification; 

35. Since the final regulatory action is expected to lead to a significant decrease 
in the quantity of methamidophos used, the risks for human health and the environment 
associated with its use are expected to decrease significantly. 

(iii) Whether the considerations that led to the final regulatory action 
being taken are applicable only in a limited geographical area or in other limited 
circumstances; 

36. Health and environmental problems similar to those identified by the 
European Union are likely to be encountered in other countries where methamidophos 
is used. 

(iv) Whether there is evidence of ongoing international trade in the 
chemical; 

37. According to the information available to the Committee, there is evidence of 
ongoing international trade. 

 (e) Annex II paragraph (d) criterion 



(d) Take into account that intentional misuse is not in itself an adequate reason 
to list a chemical in Annex III. 

38. There is no indication in the notification or supporting documentation that 
concerns for intentional misuse prompted the final regulatory action. 

(f) Conclusion 

39. The Committee concluded that the notification of final regulatory action by 
the European Union met the criteria set out in Annex II to the Convention. 

III. Conclusion 
40. The Committee concluded that the notifications of final regulatory action by 
Brazil and the European Union met the criteria set out in Annex II to the Convention. 
The Committee also concluded that the final regulatory actions taken by Brazil and the 
European Union provided a sufficient basis to merit including methamidophos in 
Annex III to the Convention in the pesticide category and that a decision guidance 
document should be drafted on the basis of the notifications. 

 


