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1.
Introduction

Two notifications of final regulatory action (NFRAs) on the chemical amitraz from the Syrian Arabic Republic 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/CRC.7/4 and their corresponding addenda 1 & 2).

The notification from the European Community met Annex I and Annex II criteria as per the decision taken at CRC-4.

The purpose of this report is to present the Task Group’s analysis of the notifications and supporting documentation from the Syrian Arab Republic 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 the attached Excel Task Group analysis table for amitraz, which consists of a spreadsheet summarising the information provided in the notification of the Party, 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 Syrian Arabic Republic 

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.

As per the decision of Bureau in CRC.7/3 (Report of the Bureau on the results of the preliminary review of notifications and the proposal for a severely hazardous pesticide formulation) the notification was found to comply with the information requirements of Annex I. 
The following table and analysis set out how the notification from the Syrian Arab Republic meets criteria (a), (c) and (d) of Annex II; and does not meet criteria (b)(i), (b)(ii) or (b)(iii). (See Excel Analysis Table for cross reference to detailed information in the notification and supporting documentation.)

	Criteria
	Syrian Arabic Republic 

	(a)
	Met

	(b)(i)
	Not Met

	(b)(ii)
	Not Met

	(b)(iii)
	Not met

	(c)(i)
	Met

	(c)(ii)
	Met

	(c)(iii)
	Met

	(c)(iv)
	Met 

	(d)
	Met


2.2 Compatibility with the criteria of Annex II (a)

Amitraz has been used in the Syrian Arab Republic as a miticide on beans, and apple trees. The decision made was to ban all uses of amitraz in the country.  The regulatory action was taken to protect human health as indicated in point 2.4.2.1 of the notification form. With regards to the evaluation of hazards for human health the notification describes the adverse effects of amitraz as possible neurological effects through acute exposure to farmers/applicators. 

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 (i.e. IARC, WHO, USEPA, e-Pesticide Manual version.3.2 2005-2006), as does the risk evaluation (i.e. Final Review Report on Amitraz, Health and Consumer Protection Directorate-General of the European Commission).

However, this NFRA fits “Scenario 3
” of Section 15 of the Working paper on the application of criterion (b) of Annex II to the Rotterdam Convention
, which states:  

· “For information on exposure, criteria (b) (i) and (ii) would only be met if the CRC could verify that the data referenced were reviewed in the context of the conditions prevailing in the notifying Party.”

There is no information in the NFRA to indicate that the exposure evaluation (found in the European Commission risk evaluation) was reviewed in the context of the prevailing conditions of the Syrian Arab Republic.

Based on the above points the Task Group concluded that this criterion is not met.

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

The hazard data presented in the notification originate from publicly available international peer reviewed sources (i.e. IARC, WHO, USEPA, e-Pesticide Manual version.3.2 2005-2006), as does the risk evaluation (i.e. Final Review Report on Amitraz, Health and Consumer Protection Directorate-General of the European Commission). However this NFRA fits “Scenario 3
” of Section 15 of the Working paper on the application of criterion (b) of Annex II to the Rotterdam Convention
, which states: 

· “For information on exposure, criteria (b) (i) and (ii) would only be met if the CRC could verify that the data referenced were reviewed in the context of the conditions prevailing in the notifying Party.”

There is no information in the NFRA to indicate that the exposure evaluation (found in the European Commission risk evaluation) was reviewed in the context of the prevailing conditions of the Syrian Arab Republic.

  Based on the above points the Task Group concluded that this criterion is not met.

iii) Final regulatory action was based on a risk evaluation involving prevailing conditions within the Party taking the action

The notification from the Syrian Arab Republic indicates that the final regulatory action was based on the Final review report for the active substance amitraz prepared by the European Commission, but with consideration of the “use and applicators/farmers exposure to amitraz in the conditions of use in Syria”. According to the notification, the Pesticide Committee concluded that the risk presented for human health in terms of neurological effect was not acceptable and decided to ban the use of this chemical as pestcide.(See points 2.2.1 and 2.4.1 of the notification form). However, other than that statement, there is no supporting documentation submitted that enables the CRC to verify that the evaluation involved prevailing conditions within Syria. 

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  

As the final regulatory action is a ban, it would be expected to lead to a significant decrease in the quantity of the chemical used.
Therefore the Task Group considers this criterion to be “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 this action will 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 or the environment. . 

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. Additionally, the European Commission NFRA upon which the Syrian NFRA is based does support the position that the Syrian NFRA would be applicable to other regions, by way of the following statement:

· “Similar concerns to those identified could arise in other countries where the substance is used, particularly in developing countries". 

Based on the above points 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)

There is no evidence of international trade presented in NFRA. However, it was indicated in document UNEP/FAO/RC/CRC.6/INF/2 that amitraz is internationally traded. Evidence of international trade is also presented in CRC.7/INF/3 Information on trade.  Under CRC7/INF/4 Working procedures and policy guidance for the Chemical Review Committee, such information is considered adequate for satisfying this criterion. 

Based on the above points the Task Group considered that this criterion to be met.
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.
Conclusion

The Task Group concluded that the notification of final regulatory action for amitraz, as submitted by the Syrian Arab Republic, does not meet Annex II criteria (b)(i), (b)(ii) and (b)(iii) of the Convention.  
4.
Recommendation

The Task Group recommends that the Chemical Review Committee conclude that the notification from the Syrian Arab Republic did not fulfill all the criteria set out in Annex II of the Convention.

� “Scenario 3” refers NFRAs where “Data are not provided but there is a reference to a source of data in the notification or in the supporting documentation.”


� �HYPERLINK "http://www.pic.int/INCS/CRC7/n14)/English/K1063401%20CRC-7-14.pdf"�Working paper on the application of criterion (b) of Annex II to the Rotterdam Convention, UNEP/FAO/RC/CRC.7/14, 20 December 2010�, page 4.


� See footnote 1.


� See footnote 2.





