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2. Examination of pesticides for conversion from provisional sale authorization to registration (Mission Report 2007, Permanent Interstates Committee For Drought Control in the Sahel

3. The reconsideration of approval of the active constituent Endosulfan, registrations of products containing Endosulfan and their associated labels… (APVMA 2005)

4. Re-registration Eligibility Decision for Endosulfan (US EPA 2002)

5. Review of Endosulfan, Volume 2 (NRA Australia, 1998)

6. link to Environmental Health Criteria 40: Endosulfan (IPCS)
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	UNEP/FAO/RC/CRC.5/16, Annex II
	CRC5 rationale on how the notifications from the Sahelian States meet the criteria of Annex II of the Convention


1.
Introduction

Two notifications for endosulfan from the Netherlands and Thailand were presented in the second meeting of the Chemical Review Committee (CRC 2) and it was concluded that the criteria of the Annex II had been met. A decision-guidance document (DGD) had been prepared and approved by CRC 3, but the fourth Conference of the Parties COP 4 did not reach consensus to add endosulfan to Annex III of the Convention. At CRC 5, one notification from the European Community and notifications from seven African countries from the Sahel region (Burkina Faso, Cape Verde, Gambia, Mali, Mauritania, Niger and Senegal) were evaluated. The notifications from the Sahelian states were based on a common action to ban endosulfan as a result of a decision of the Sahelian Pesticides Committee and were thus considered together. A second draft DGD for endosulfan, based on the seven notifications from the Sahelian countries and the one from the European Community, was prepared by the intersessional drafting group after CRC 5. At CRC 6, the text of the draft DGD was adopted and, together with a recommendation to include endosulfan in Annex III, forwarded to COP 5.
At CRC 6, another four notifications on endosulfan from three PIC regions: Africa (Guinea-Bissau), Asia (Islamic Republic of Iran and Malaysia) and South West Pacific (New Zealand) were evaluated. The notification from the Guinea-Bissau was based on a common action to ban endosulfan as a result of a decision of the Sahelian Pesticides Committee and the Sahelian states and as such the name Guinea-Bissau was added to the list of African countries in the DGD. CRC 6 agreed that the notifications from Iran and Malaysia did not meet all criteria of Annex II. Following an in-depth discussion of the task group’s and a drafting group’s conclusion at CRC 6 that all criteria had been met, the decision on the notification from New Zealand was deferred to CRC7.
One new notification on endosulfan from Benin (PIC region: Africa) has been verified by the Secretariat as containing the information requirements of Annex I of the Rotterdam Convention. This notification underwent a preliminary review by the Secretariat and Bureau, who evaluated whether or not the notification appeared to meet the criteria of the Convention. The notification, supporting documentation and results of the preliminary review was made available to the Chemical Review Committee for consideration at its seventh meeting.

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.

2.
Analysis of the notification from Benin
2.1 Background information

The notification from Benin submitted for consideration at CRC 7 has been considered as a new notification by the task group. The regulatory action from Benin is considered to be a separate regulatory action to that notified by Burkina Faso, Cape Verde, Gambia, Mali, Mauritania, Niger, Senegal and Guinea-Bissau which have been reviewed by the Committee at its fifth and sixth meetings, respectively. The nine CILSS (CILSS: Permanent Interstate Committee for Drought Control in the Sahel) member states Burkina Faso, Cape Verde, Chad, Gambia, Guinea-Bissau, Mali, Mauritania, Niger and Senegal share a common pesticide registration body, the Sahelian Pesticides Committee (CSP). The CSP’s decision to ban the use of endosulfan is valid for all CILLS member states. Benin is not a CILSS member state, but a neighbouring state to the CILSS member states Burkina Faso and Niger. The regulatory action notified by Benin is not the CSP’s ban, but the prohibition of import, distribution and use of all plant protection products containing endosulfan as proposed by the National Committee of Accreditation and Control (CNAC), the pesticides regulatory authority of Benin, and reflected in the interministerial decree No. 447… [UNEP/FAO/RC/CRC.7/6, section 2.2.3 of Benin’s notification].

In the Annex of the notification from Benin, it is stated that the ecological conditions in Benin are similar to Burkina Faso [CRC.7/6, Annex to section 2.4.2.2, page 24(2)]. 
Furthermore, the notification, the documents provided in the Annex and the supporting documentation from Benin are almost identical to the ones provided in the notifications, Annex and supporting documentation from the above mentioned Sahelian States. There are only two differences: 
1. The regulatory body taking the action in Benin.
2. The table of plant protection products containing Endosulfan which had formerly been authorized by the CSP and listed in the Annex to section 2.3.3 of the Sahelian state’s notification is not listed in the Annex of Benin’s notification.
2.2 Comparison of the risk evaluations from the Sahelian states and Benin

The Task group took into consideration that the following elements of the risk evaluation as laid down in the notifications from the Sahelian States and Benin are identical: 

- Endosulfan was used as an insecticide/acaricide in the cotton (sections 2.3.1 of the notifications); with a range of concentration between 350 and 500 g a.i./L in preparations (Annexes to section 2.4.2.1), and the Endosulfan trade names and names of preparations are identical (sectiosn 1.3).
- In both the Sahelian States and Benin, Endosulfan is used at dose rates between 300 and 750 g a.i./ha, generally twice during the cotton growing season. The product is applied with handheld sprayers (rotary disk sprayers or sometimes pneumatic backpack sprayers) by farmers themselves, generally without adequate protection. Endosulfan is sprayed in very low volumes, at about 10 litres of diluted product per ha, using preferably rotary disk sprayers. These spray volumes are considerably more concentrated than those used in Australia or the USA. Applicators generally use little if any personal protective equipment, because of limited financial resources or because the climate is too hot to wear it. The use of personal protective equipment as required in Australia or the USA can at present not be guaranteed in the Sahelian States or in Benin. Furthermore, the level of training of farmers in the Sahelian States and in Benin in judicious pesticide use is much more limited than in the Australia or the US. As a result, the occupational risk of using endosulfan in cotton in the Sahelian States and in Benin is undoubtedly much higher than in Australia or the USA (Annexes to section 2.4.2.1). The presence of habitations within the cotton fields increases the risk of exposure to bystanders (sections 2.5.3.4). In conclusion, the poisoning risk of users under local conditions is considered unacceptable (sections 2.4.2.1).
- The risk of environmental impact in surface water in cotton growing areas is unacceptable in both the Sahelian States and in Benin: A pesticide risk assessment for surface waters was carried out in Burkina Faso (Toe et al. 2003), a neighbouring country of Benin and whose environmental conditions are similar. (sections 2.4.2.2 and Annexes). In the cotton growing areas of the Sahelian States as well as in Benin, ecologically important surface waters are abundant, particularly during the rainy season. They are often situated adjacent to cotton fields. As treatments with Endosulfan are carried out in the rainy season, which is characterized by heavy rainstorms of which the locality and timing are difficult to predict, it is virtually impossible in the Sahelian States and in Benin to guarantee that risk reduction measures such as required in Australia or buffer zones as required in the USA can be applied. Due to the high toxicity of Endosulfan to fish and certain aquatic invertebrates, the risk of environmental impact in surface water in cotton growing areas of the Sahelian States and Benin is considered to be unacceptable.
In conclusion, the task group considers that the risk evaluation and its supporting documentation described in the notification from Benin is the same as described by the other Sahelian States.
2.3 Rationale adopted by CRC5 that the notifications from Burkina Faso, Cape Verde, Gambia, Mali, Mauritania, Niger and Senegal meet the information requirements of Annex I and the criteria of Annex II to the Convention [UNEP/FAO/RC/CRC.5/16, Annex II]
“In reviewing the notification of final regulatory action by the Sahelian countries Burkina Faso, Cape Verde, Gambia, Mali, Mauritania, Niger and Senegal, together with the supporting documentation, the Committee concluded at its fifth session that the actions had been taken in order to protect human health and the environment.

2.
Endosulfan was used in Burkina Faso, Cape Verde, Gambia, Mali, Mauritania, Niger and Senegal, which are members of the Sahelian Pesticides Committee (CSP), as insecticide/acaricide in cotton. 

3.
The regulatory actions of Burkina Faso, Cape Verde, Gambia, Mali, Mauritania, Niger and Senegal were to ban all uses of endosulfan by the end of 2008. The final regulatory action was taken in order to protect human health and environment. The actions were based on hazard and risk evaluations taking into account local exposure conditions for pesticide operators and of the aquatic environment. It was found that the substance posed an unacceptable risk to operators, to families who had their habitations in or near cotton fields and to aquatic ecosystems. The notifications and supporting documentation describe the specific risks. 

4.
The risk evaluations performed by the Sahelian countries include an assessment of the hazards to human health (high acute toxicity) and human exposure (occupational exposure), that were performed by the USA and Australia under comparable use pattern, and taking into account the prevailing conditions in the Sahel (lack of training, hot climate, no PPE available). Therefore the evaluations meet the criteria for the risk evaluation. 

5. 
The risk evaluations also contain an assessment of the hazards to aquatic organisms (high toxicity to fish and invertebrates) and exposure in surface waters. Two argumentation lines were presented. Firstly, a pesticide risk evaluation for surface waters carried out in Burkina Faso was reported and documented. This evaluation used an Australian computer model (PIRI) and land use data including application rates of the Sahelian countries that was applied to 14 pesticides which were used in cotton in the Sahel. Five exposure scenarios of surface water were evaluated, including buffer zones and rain events. The result of the evaluation was that endosulfan was the only substance which posed a high or very high risk to aquatic ecosystems under all 5 scenarios and even taking into account buffer zones up to 1000 m. 

6.
In the second approach, assessments performed by the USA and Australia under comparable use pattern and which were based on recognized scientific methods and principles, were taken into account. These authorities had concluded that the risk to aquatic organisms was only acceptable provided that mitigation measures such as large vegetated and general buffer zones were respected. In Australia no endosulfan applications may take place if heavy rains or storms are forecast within two days or under hot weather conditions. In the USA endosulfan is not authorized for the use in cotton in the states where surface water bodies are abundant. 

7.
Taking into account the results of these two approaches and given the prevailing conditions in the Sahel, where surface waters are abundant and treatments take place in the rainy season, which is characterised by heavy and hard to predict rainstorms, it was virtually impossible to guarantee that risk reduction measures such as required in Australia or the US were followed. 

8.
In conclusion, the Sahelian Pesticide Committee considered the risk to aquatic ecosystems of using endosulfan in their countries as unacceptable.

9.
The Committee established that the final regulatory actions had been taken on the basis of risk evaluations and that the evaluations had been based on a review of scientific data. The available documentation demonstrated that the data had been generated in accordance with scientifically recognized methods and that the data reviews had been performed and documented in accordance with generally recognized scientific principles and procedures. Data were generated from internationally recognized sources as the US EPA and the Australian Review for endosulfan. The review process took into account existing use patterns in the Sahelian countries. Overall, the available documents showed that the final regulatory action had been based on a chemical-specific risk evaluation, involving prevailing conditions of exposure within the submitting countries.

10.
The Committee noted that, as the regulatory actions in the Sahelian countries was to ban the use of endosulfan, there would be a reduced risk of human and environmental exposure to the toxic effects of endosulfan for all uses. 

11.
There was no indication that there were any industrial uses of endosulfan in the notifying countries. The Committee also noted that the considerations underlying the final regulatory action were not of limited applicability since similar concerns as identified in the notifying countries could occur in other countries, in particular also developing countries. On the basis of information provided to the Committee there was evidence of ongoing international trade in endosulfan.

12.
The Committee noted that the final regulatory action in the Sahelian countries was not based on concerns about intentional misuse of endosulfan, but on concerns from registered label uses.

13.
The Committee concluded that the notifications of final regulatory action by the Sahelian countries met the information requirements of Annex I and the criteria set out in Annex II of the Convention.”
CRC 5 decided that the Sahelian states’s notifications meet all criteria of Annex II. The notification from Benin has been assessed by the task group as almost identical. The conditions in Benin are comparable to those in the Sahelian States, and the risk evaluations from the Sahelian states and Benin are identical. The task group, therefore, concludes that the notification from Benin also meets all criteria of Annex II.
3.
Analysis of the notification from New Zealand

3.1 Background information

At CRC 6, the task group on endosulfan had come to the following conclusion:

“The notification from New Zealand explained that the regulatory action had been taken to protect human health and the environment: thus, the criterion in paragraph (a) of Annex II had been met. The referenced hazard data had been taken from internationally recognized sources and the risk evaluation had been performed in accordance with recognized scientific principles and procedures, taking into account prevailing conditions in New Zealand. Accordingly, at CRC 6, the task group concluded that the criteria in paragraphs (b) (i), (b) (ii) and (b) (iii) of Annex II had been met. Turning to the criteria in paragraph (c) of Annex II, New Zealand had prohibited the substance: thus, it could be considered that the expected quantities and risks would be significantly reduced. As the basis for the regulatory action included human health concerns, the regulatory action would be broadly applicable to other countries. There was evidence of ongoing international trade. Accordingly, the task group concluded that the criteria in paragraphs (c) (i), (c) (ii), (c) (iii) and (c) (iv) of Annex II had been met. On the criterion in paragraph (d) of Annex II, the task group concluded that, considering the Committee’s working paper on the application of the criterion in paragraph (d) of Annex II and the amended legal opinion, the “off-label use” mentioned in the notification from New Zealand did not meet the definition of “intentional misuse”: thus, the criterion in paragraph (d) of Annex II had been met. Therefore the task group concluded that the notification had met all the criteria in Annex II.” [CRC6 meeting report, para 72]
However, one member raised several questions (39) about this notification. These questions were answered by a drafting group at CRC 6. As an overall conclusion , with the exception of that one member, both the drafting group and the rest of the Committee confirmed that the notification from New Zealand fulfills all criteria of Annex II of the Rotterdam Convention [UNEP/FAO/RC/CRC.6/CRP.21].
The CRC 7 task group confirms the conclusions of the CRC 6 task group mentioned in sections 3.2 to 3.6 of this document, and the conclusions of the CRC 6 drafting group that the notification from New Zealand fulfills all criteria of Annex II.

3.2 Scope of the regulatory action

The notified regulatory action relates to endosulfan and its pesticidal use as an insecticide on certain vegetable, citrus and berry fruit crops, and on ornamentals. Endosulfan had also been used for earthworm control on turf on golf courses, sports fields, airports, etc. No industrial uses were reported. The decision revoked all existing approvals for the import, manufacture or use of endosulfan and endosulfan products (complete ban).

The revocation of approvals followed a reassessment carried out under the provisions of section 63 of the Hazardous Substances and New Organisms Act 1996, which included a determination that the environmental and human health risks associated with the use of the products outweighed the benefits obtained from its use. The risk evaluation undertaken was based on New Zealand-specific data on human health and environmental exposure.

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

The following table presents an analysis of the notification from New Zealand regarding the criteria of Annex II.

	Criteria
	New Zealand

	(a)
	Met

	(b)
	Met

	(b)(i)
	Met

	(b)(ii)
	Met

	(b)(iii)
	Met

	(c)
	Met

	(c)(i)
	Met

	(c)(ii)
	Met

	(c)(iii)
	Met

	(c)(iv)
	Met

	(d)
	Met


3.3 Compatibility with the criteria of Annex II (a) 

Sections 2.4.2.1 and 2.4.2.2 of the notification indicate that the final regulatory action was taken to protect human health and the environment. On 15 December 2008, the Environmental Risk Management Authority of New Zealand, under the Hazardous Substances and New Organisms Act 1996, announced the revocation of all approvals for the import, manufacture or use of endosulfan and endosulfan products. This revocation of approvals followed a reassessment carried out under the provisions of section 63 of the HSNO Act, which included a determination that the environmental and human health risk associated with the use of the products outweighed the benefits obtained from it use. The task group considers that criterion (a) is met.


3.4 Compatibility with the criteria of Annex II (b)

3.4.1 Annex IIb(i) and (ii)

The Committee shall 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;

Ref. 2 to the notification (Application for reassessment of a hazardous substance under section 63 of the Hazardous Substances and New Organisms Act 1996: Endosulfan and formulations containing endosulfan (ERMA, June 2008)) contains an extensive list of references (> 100). Most of these references are publications in international, peer reviewed scientific journals and books. In addition, data from internationally recognized scientific sources such as WHO/IPCS has been used. Most of the hazard data is from international sources which had been screened for relevance to, among others, scientific rigour. (Ref. 2, App. A, p. 161). The review results have been documented in summary tables. If doubts as to data availability or quality existed for some items, this is mentioned in the review. At CRC 6 one member voiced doubts because in his opinion “data gaps” cited in the evaluation reports invalidated the notification. The CRC 6 drafting group verified that the cited ”missing” data had been considered as non-relevant for the risk evaluation by the regulatory authority. (see responses to questions 1-8 in the drafting group report [UNEP/FAO/RC/CRC.6/CRP.21]).

References are cited in the text and a bibliography is added. Therefore, the task group considers that criteria b(i) and b(ii) are met.

3.4.2 Annex IIb(iii)

The Committee shall establish that the final regulatory action was based on a risk evaluation involving prevailing conditions within the Party taking the action
The revocation of all approvals for the import, manufacture or use of endosulfan and endosulfan products was the consequence of a reassessment carried out under the provisions of section 63 of the HSNO Act, which included a determination that the environmental and human health risk associated with the use of the products outweighed the benefits obtained from it use. This assessment considered New Zealand specific use patterns and application rates. The risk evaluation included an identification of the risks associated with the substance (= hazard evaluation), a determination of potentially significant effects (pathways for exposure, areas of impact), as well as the likelihood and magnitude of effect. Among the areas of impact are human health and safety, the environment, society and community. 
Due to the fact that New Zealand-specific exposure data was not available, the evaluation largely used environmental and human health models to estimate exposure. Although these models are conservative and may overestimate risks, they are used for the evaluation as part of the precautionary principle in accordance with the legal basis to deal with uncertainty. [Ref. 2, executive summary, page 8 and section 4.1, pages 56 ff.]. The task group, the drafting group and other CRC members pointed out at CRC 6 that the use of models was common scientific practice in risk evaluations made by regulatory agencies worldwide. 
New Zealand-specific use patterns and application rates had been used to evaluate the risk for human health and the environment. Preliminarily data gaps identified by first tier modeling had been publicly announced in order to collect more information from the public, if possible. In the meantime, the notifier submitted higher tier modeling data based on application rates typically used in New Zealand, but with US soil and weather data which resulted in the same level of risk. After that, a New Zealand-developed model was applied using NZ specific soil characteristics, a set of 34 years climate data, crop types and application rates to estimate leaching and runoff and the resulting exposure of the environment. This also resulted in a high risk. [UNEP/FAO/RC/CRC.6/7/Add5: page 6 summarises the process for the environmental exposure modeling, details can be found at page 32-33(34-35) and Annex A of the same document]. The results of the refined assessment confirmed the initially determined high risk for aquatic organisms.
The task group consequently considers that criterion b(iii) is met.

3.5 Compatibility with the criteria of Annex II (c)

The Committee shall 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

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

The notification from New Zealand is based on the revocation of all existing approvals for the import, manufacture or use of endosulfan and endosulfan products (complete ban). Therefore, a significant decrease (to zero) of the associated quantity used and the number of uses can be expected. Accordingly, also the actual risks to human health and/or the environment which result from endosulfan use can be expected to decrease significantly. The task group considers that criteria c(i) and c(ii) are 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

New Zealand considers in its notification that much of the data and analysis used in its reassessment of endosulfan and products was taken from overseas sources. The risk evaluation identified the highest risks to human health for some uses which may have been unique to New Zealand (earthworm control on airfields and sports fields). However, uses in citrus using airblast sprayers may certainly be relevant also in other countries and similar concerns to those identified in the reassessment are likely to be encountered in other countries where endosulfan is used.

Therefore, the task group considers that criterion c(iii) is met.

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

New Zealand confirmed that endosulfan products had been imported and used at least until 2008. In document UNEP/FAO/PIC/CRC.6/INF2, CropLife International and PAN UK confirm that there is international trade with endosulfan.

The task group considers that criterion c(iv) is met.

3.6 Compatibility with the criteria of Annex II (d)

The Committee shall take into account that intentional misuse is not in itself an adequate reason to list a chemical in Annex III.

There is no indication in the notification from New Zealand that concerns for intentional misuse prompted the regulatory action.

The "off-label uses" mentioned in Ref. 1 to the notification refer to uses on citrus and for earthworm control on turf at golf courses, bowling clubs, parks, sports grounds and airports. These uses were not assessed and approved when the product was registered under the AVCM Act, but they were lawful [as long as the product as such was registered] provided the user took precautions to avoid breaches in residue standards on crops for human consumption. 

Section 3.5.10 of Ref. 2 explains that ‘off-label use’ refers to the use of a product in a manner and/or on a species of animal or plant that was not assessed and approved when the product was issued its official marketing approval. In New Zealand the official marketing approval is a product registration from the Approvals and ACVM Group of NZFSA or a prescribed exemption from registration. The uses recommended by the registrant of the product and approved by the Group are always provided on the label. Consequently, any use not listed on the label is called an off-label use. The ACVM Group (has) addressed the problem (of minor use/minor species) by providing a general registration condition that allows off-label uses, provided the user takes proper precautions to avoid breaches in residue standards.
Considering the CRC’s "Working paper on the application of criterion (d) of Annex II" and the amended legal opinion from the UNEP legal office [UNEP/FAO/RC/CRC.6/10], the task group considers that the "off-label use" mentioned in the notification from New Zealand does not fulfill the criterion for "intentional misuse".

4.
Conclusion

The task group concludes that the notification of final regulatory action of Benin meets the information requirements of Annex I and the criteria set out in Annex II of the Convention.

The task group also affirms that the notification of final regulatory action of New Zealand meets the information requirements of Annex I and the criteria set out in Annex II of the Convention.

5.
Recommendation

Consequently, the task group recommends that the Chemical Review Committee conclude that the above discussed notifications from Benin and New Zealand have met the information requirements and criteria set out in Annex I and Annex II, respectively, of the Convention. The task group suggests that a rationale should be drafted to document that the notifications from Benin and New Zealand meet all criteria set out in Annex II, and that a third DGD for endosulfan should be drafted.
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