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1.
Introduction

Two notifications on the chemical amitraz from the Islamic Republic of Iran and the European Community have been verified by the Secretariat as containing the information requirements of Annex I of the Rotterdam Convention. These two notifications have undergone a preliminary review by the Secretariat and Bureau, who evaluated whether or not the notifications appeared to meet the requirements of the Convention. The notifications, supporting documentation and results of the preliminary review were made available to the Chemical Review Committee for their consideration (document UNEP/FAO/RC/CRC6/5 and their corresponding addenda 1, 2 and 3 Rev 1).
The purpose of this report is to present the task group’s analysis of the notifications and supporting documentation and to put forward recommendations for the consideration of the Committee.
The report contains an overall analysis, together with a recommendation to the Committee. The report draws its conclusions based on the information provided in an annex, which consists of a spreadsheet summarising the information provided in the notifications of the two Parties, and an analysis of the compatibility of each notification with the requirements of Annex I and Annex II.

2.
Analysis of the notification from the Islamic Republic of Iran
2.1 Scope of the notified regulatory action

The notified regulatory action relates to amitraz and its pesticidal use. The decision made was to ban all uses of amitraz

The notification was found to comply with the information requirements of Annex I. 

The following table and analysis sets out how the notification from the Islamic Republic of Iran meets all the criteria of Annex II except criteria b (iii) and c (iv) (see annex for cross reference to detailed information in the notification and supporting documentation).

	Criteria
	Islamic Republic of Iran

	(a)
	Met

	(b)(i)
	Met

	(b)(ii)
	Met

	(b)(iii)
	Not met

	(c)(i)
	Met

	(c)(ii)
	Met

	(c)(iii)
	Met

	(c)(iv)
	[Open]

	(d)
	Met


2.2 Compatibility with the criteria of Annex II (a)
Amitraz has been used in the Islamic Republic of Iran as insecticide in pistachio, cotton and pears. The decision made was to ban all uses of amitraz in the country.  The regulatory action was taken to protect human health and the environment as indicated in point 2.4.2.1 and 2.4.2.2 of the notification form. With regards to the evaluation of hazards for human health the notification describes the adverse effects of amitraz on human health in case of exposure via various routes. However in the summary of environmental concerns given in point 2.4.2.2 only information on environmental and metabolic fate of the chemical was given without clear identification of environmental effects. The task group concluded that this criterion has been met.

2.3 Compatibility with the criteria of Annex II (b)

i) Data had been generated according to scientifically recognized methods
The hazard data presented in the notification originate from publicly available international peer reviewed sources, e.g. Environmental Protection Agency November 2002; R.E.D. Facts, EPA:  Re-registration Eligibility Decision, Amitraz, List A, Case 0234 EPA; Report of the Food Quality Protection Act (FQPA); Extension Toxicology Network (EXTOXNET) (Pesticide Information Profile) Publication Date: 9/95; Pesticide Manual (14th edition). 

The background documentation referenced in the notification includes data on exposure from publicly available international peer reviewed sources, e.g. Environmental Protection Agency November 2002; R.E.D. Facts, EPA. Based on that the task group concluded that this criterion has been met.
ii) Data reviews have been performed and documented according to generally recognized scientific principles and procedures.

The Islamic Republic of Iran reviewed hazard information from international sources as referred to in the notification and given in the supporting documentation. Information used came from peer reviewed international sources including; US Environmental Protection Agency November 2002; R.E.D. Facts, US EPA:  Re-registration Eligibility Decision, Amitraz, List A, Case 0234 EPA; Report of the Food Quality Protection Act (FQPA); Extension Toxicology Network (EXTOXNET) (Pesticide Information Profile) Publication Date: 9/95; Pesticide Manual (14th edition).  See also point 2.4.2.1 of the notification form and supporting documentation CRC6/5/add 3Rev 1.

The background documentation referenced in the notification includes data on exposure from publicly available international peer reviewed sources, e.g. Environmental Protection Agency November 2002; R.E.D. Facts, EPA.  Based on the above point the task group concluded that this criterion has been met.
iii) Final regulatory action was based on a risk evaluation involving prevailing conditions within the Party taking the action
The notification from the Islamic Republic of Iran provides inconsistent information as regards this criterion. The notifying party reported in point 2.4 of the notification form that their decision was not based on either hazard or risk evaluation although in point 2.5.3.3 and the submitted supporting documentation (e.g. CRC6/5/add 3Rev 1) it is clear that their decision is based on hazard information only. Based on the above point the task group concluded that this criterion has not been met.
2.4 Compatibility with the criteria of Annex II (c)

Consider whether the final regulatory action provides a sufficiently broad basis to merit the 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

Amitraz has been used in the Islamic Republic of Iran as insecticide in pistachio, cotton and pears. The control action taken by this party bans all uses of amitraz in the county to be effective from 21 March 2012, while production and import of this pesticide was banned from 20 February 2009. Based on the above point the task group concluded that this would lead to a significant reduction in the quantity of chemical used as well as the number of its uses and therefore this criterion has been met.
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
Since all uses of amitraz were banned in the Islamic Republic of Iran, although effective from 21 March 2012, it is expected that the regulatory action will lead to a significant reduction of risk for human health and the environment (point 2.4.2.1 & 2.4.2.2).  Since this action might eliminate sources of further exposure (except those coming from residual quantities in the environment) the task group agreed that this will reduce the expected risk to human health and the environment and therefore the task group concluded that this criterion has been met.
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

The notification gave no indication of any geographical limitations or circumstances to the decision.  Amitraz may be used in many countries as indicated in point 2.5.2 of the notification form. Additional information from other international sources may support this. Based on the above point the task group concluded that this criterion has been met. 

iv) Whether there is evidence of ongoing international trade in the chemical (this information may be found in the notification or obtained, when available, through the Secretariat)

The Islamic republic of Iran indicated in point 2.2.2 and 2.2.3 of the notification form that production and import will be prohibited from 20 February 2009. It was also indicated in document UNEP/FAO/RC/CRC.6/INF/2 that amitraz is internationally traded. This can be considered as evidence for some international trade. However, support by additional international information is desired [needed]. The task group could not reach consensus on this criterion and therefore this criterion is open. 
2.5 Compatibility with the criteria of Annex II (d)
There is no indication in the notification that concerns for intentional misuse prompted the regulatory action. Based on the above point the task group concluded that this criterion has been met.
3.
Analysis of the notification from the European Community;
3.1 Scope of the notified regulatory action

The notified regulatory action relates to amitraz and its pesticidal use. Uses within the European Community included plant protection uses in apples, pears, stone fruits, strawberries, tomatoes, aubergines, peppers, hops, ornamentals, empty glasshouses, tree nurseries and public green in Northern Europe and citrus fruits, apples, pears, stone fruits, bananas, grapes, strawberries, tomatoes, aubergines, peppers, cucurbits, cotton and ornamentals in Southern Europe, respectively. In addition the notification also reports animal health uses: Amitraz is used on mammalian domestic pets where it controls ticks, mites, lice and other animal pests. 

The decision made was to ban all uses of amitraz in plant protection products, with the exception of certain essential uses in specific Member States which were allowed to use the amitraz until 30 June 2007. The notifier classified the prohibition of the use of plant protection products that contain amitraz as severe restriction.  The notification was found to comply with the information requirements of Annex I. 

The following table and analysis sets out how the notification from the European Community meets all the criteria of Annex II [except criteria c(iv)] (see annex for cross reference to detailed information in the notification and supporting documentation).

	Criteria
	European Community

	(a)
	Met

	(b)(i)
	Met

	(b)(ii)
	Met

	(b)(iii)
	Met

	(c)(i)
	Met

	(c)(ii)
	Met

	(c)(iii)
	Met

	(c)(iv)
	[Open]

	(d)
	Met


3.2 Compatibility with the criteria of Annex II (a)
Plant protection products containing  amitraz  had been used within the European Community in various crops  such as apples, pears, stone fruits, strawberries, tomatoes, aubergines, peppers, hops, ornamentals, empty glasshouses, tree nurseries and public green in northern Europe and citrus fruits, apples, pears, stone fruits, bananas, grapes, strawberries, tomatoes, aubergines, peppers, cucurbits, cotton and ornamentals in Southern Europe, respectively. The decision made was to ban all uses of plant protection products containing amitraz within the Community. The regulatory action was taken to protect human health and the environment as indicated in point 2.4.1. and 2.4.2.of the notification form. Based on the above information the task group concluded that this criterion has been met.

3.3 Compatibility with the criteria of Annex II (b)

i) Data had been generated according to scientifically recognized methods
The notification from the European Community states that scientific data (hazard and exposure) used for the risk assessment of amitraz have been generated according to scientifically recognized methods and were validated. Moreover, data reviews were performed and documented according to generally recognised scientific principles and procedures.  Documents supporting this were made available to the task group in documents; Review report of the Standing Committee on the Food Chain and Animal Health for the active substance amitraz finalised at its meeting on 4 July 2003 (SANCO/10363/2003-final of 6 June 2003) and the other supporting background documents (dossier, monograph and the peer view report under the Peer Review Programme (ECCO, March 2000). See point 2.3 of the notification form and cited references. Therefore the task group concluded that this criterion has been met.
ii) Data reviews have been performed and documented according to generally recognized scientific principles and procedures.

The notification from the European Community states that the evaluation was based on a review of scientific data generated for amitraz in the context of the conditions prevailing in the European Community (intended uses, recommended application rates, good agricultural practices). The data reviews were performed and documented according to generally recognized scientific principles and procedures. Documents supporting this were made available to the task group in documents; Review report of the Standing Committee on the Food Chain and Animal Health for the active substance amitraz finalised at its meeting on 4 July 2003 (SANCO/10363/2003-final of 6 June 2003) and the other supporting background documents (dossier, monograph and the peer view report under the Peer Review Programme (ECCO, March 2000). See point 2.3 of the notification form and cited references. Therefore the task group concluded that this criterion has been met. 
iii) Final regulatory action was based on a risk evaluation involving prevailing conditions within the Party taking the action
The notification from the European Union states (see point 2.3) that the final regulatory action was based on a risk evaluation under conditions prevailing within the European Community taking into account the expected use patterns, i.e. the intended uses, the recommended application rates and the good agricultural practices. Documents supporting this were made available to the task group in documents; Review report of the Standing Committee on the Food Chain and Animal Health for the active substance amitraz finalised at its meeting on 4 July 2003 (SANCO/10363/2003-final of 6 June 2003) and the other supporting documentation {dossier, monograph and the peer view report under the Peer Review Programme (ECCO, March 2000)}. Based on this evaluation concerns were identified with regard to the acceptability of possible neurological effects caused by acute exposure of consumers to the active substance. The final regulatory action was taken to protect consumers from the potential neurological effects of acute exposure to amitraz. Some environmental concerns were also identified with regards to non-targets organisms; in particular birds and mammals eating treated insects. [However, the final decision on the non-inclusion in Annex I of Directive 91/414/EEC, was not based on such concerns.] Based on the above information the task group concluded that this criterion has been met.

3.4 Compatibility with the criteria of Annex II (c)

Consider whether the final regulatory action provides a sufficiently broad basis to merit the 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

Uses of amitraz within the European Community included plant protection uses in apples, pears, stone fruits, strawberries, tomatoes, aubergines, peppers, hops, ornamentals, empty glasshouses, tree nurseries and public green in northern Europe and citrus fruits, apples, pears, stone fruits, bananas, grapes, strawberries, tomatoes, aubergines, peppers, cucurbits,cotton and ornamentals in Southern Europe, respectively.  Amitraz is also used on mammalian domestic pets where it controls ticks, mites, lice and other animal pests. Since the decision made was to ban all the uses of plant protection products containing amitraz the task group concluded that the regulatory action will lead to significant reduction in the quantity of the chemical used as well as the number of its uses and therefore this criterion has been met.
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
Since all uses of plant protection products containing amitraz were banned within the European Community, [exempted essential uses in specific states were allowed for specific time line (ended 30 June 2007)] it can be expected that the exposure of consumers and of the environment will be significantly reduced. This reduction of exposure is expected to lead to a significant reduction of risk for human health and the environment (point 2.4.1 and 2.4.2).  and therefore the task group concluded that this criterion has been met.
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

The notification gave no indication of any geographical limitations or circumstances to the decision. The notifier suggested that similar concerns to those identified could arise in other countries where the substance is used; particularly developing countries (see point 2.6 of the notification form). Additional information from other international sources may support this. Based on the above information the task group concluded that this criterion has been met.

iv) Whether there is evidence of ongoing international trade in the chemical (this information may be found in the notification or obtained, when available, through the Secretariat)

The European Community indicated in point 2.2.1 that for certain essential uses for specific Member States listed in the Annex to Commission Decision 2004/141/EC a prolonged period of withdrawal until 30 June 2007 was allowed. This might be considered as evidence for some international trade. It was also indicated in document UNEP/FAO/RC/CRC.6/INF/2 that amitraz is internationally traded. This can be considered as evidence for some international trade. However, support by additional international information is desired [needed]. The task group could not reach consensus on this criterion and therefore this criterion is open. 
2.5 Compatibility with the criteria of Annex II (d)
There is no indication in the notification that concerns for intentional misuse prompted the regulatory action. Therefore, the task group concluded that this criterion has been met 

4.
Conclusion
The notification submitted by the Islamic Republic of Iran fulfills all the information requirements of annex I and the criteria set out in annex II of the convention except criteria b(iii) as there was no information on a risk evaluation done under the prevailing conditions in the country [ and criterion c( iv) evidence of ongoing trade which can be confirmed from other international sources.]
The notification submitted by the European Community fulfills all the information requirements of annex I and the criteria set out in annex II to the Convention [except  criteria  c( iv) evidence of ongoing trade which can be confirm from other international sources.] 
5.
Recommendation

Consequently the task group recommends that the Chemical Review Committee concludes that the notifications from European Community satisfies all the criteria of annex I and annex II of the Convention. The task group suggests that a rationale for this decision should be drafted to document that the notification from the European Community meets all the criteria set out in Annex II.

The notification from the Islamic Republic of Iran did not fulfill all the all requirements of annex I annex II of the convention.
�  Text in square brackets was  not agreed upon by all members
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