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Introduction
· A proposal from Burkina Faso to list Gramoxone Super (200 g/L Paraquat EC) in Annex III to the Convention as a severely hazardous pesticide formulation was available to the Committee together with supporting documentation from this country. The proposal has undergone an initial review by the Secretariat, who concluded that the proposal did appear to meet the information requirements of part I of Annex IV to the Convention (document UNEP/FAO/RC/CRC7/3).
· As laid down in Article 6 of the Convention, the Secretariat forwarded a summary of the information received to all parties and collected additional information as specified in part 2 of Annex IV. This information is available in documents UNEP/FAO/RC/CRC7/11/Add.2-5.

· The Bureau, with the Secretariat’s assistance, undertook a preliminary review of the proposal and concluded that it appeared to meet criteria of part 3 of Annex IV (document UNEP/FAO/RC/CRC7/3).

· The purpose of this report is to present the task group’s analysis of the proposal from Burkina Faso together with the supporting documentation and to put forward a recommendation for the Committee’s consideration.

· The report includes a summary of the background of the proposal, a summary of the documentation required according to Annex IV, part 1, a summary of the availability of information that was collected by the Secretariat according to part 2 of Annex IV (tabular format) and an analysis of compatibility with the criteria of Annex IV part 3 (tabular summary and detailed analysis).

· The report contains an overall analysis, together with a recommendation to the Committee.

Analysis of the proposal from Burkina Faso
Background of the proposal:
During a pilot study carried out in Burkina Faso in June 2010 through retrospective and prospective surveys, 296 cases of intoxication that occurred during the application of pesticides have been reported among 650 farmers. Paraquat-based formulations alone (GRAMOXONE (SUPER), CALLOXONE (SUPER), GRAMOQUAT SUPER, BENAXONE (SUPER)) were responsible for 59 cases, which accounts for 20% of cases of intoxication. In 42 visited healthcare centres, a total of 922 cases of intoxication have been reported. Only in 22 cases was it possible to identify the pesticide formulation responsible for the intoxication as well as the circumstances in which it occurred. Five out of these 22 cases occurred during the application of pesticides and GRAMOXONE represented two cases. The study also showed that no farmer has a medical follow-up or healthcare related to the use of these pesticides. Treatment and medical tests depend on the farmer’s initiative and are at his own costs. Furthermore, healthcare operators have little information on pesticides. Twenty out of the 42 persons in charge of the healthcare centres declared that they knew nothing about pesticides. The low level of information on pesticides makes it difficult to deal with the cases of intoxication (the diagnosis does not point out the pesticide as the cause of the accident and the therapy proposed is inadequate to the type of pesticide) (Toe, 2010). Therefore, and with particular regard to Paraquat-based formulations, the lack of a specific antidote together with a lack of training for healthcare operators led to an inappropriate treatment in case of intoxication.
In general the survey showed that farmers did not follow good agricultural practices, with particular regard to the use of appropriate personal protection equipment. Distributors sell protection tools (dust masks, boots and gloves in particular) to the farmers in 20% of cases. This kind of equipment is not specifically meant for treatments with Paraquat-based formulations. Farmers mainly wear dust masks (39.08% of cases) followed by boots (28.8 %) whereas suits are the least used. 12.62% of farmers use both dust masks and boots, whereas 0.93% use gloves, boots, suits, dust masks and glasses at the same time. The combination of chemical cartridge respirator, gloves, boots, suit and glasses was used in 0.31% of cases. However, this PPE combination is recommended during the application of pesticide formulations (especially Paraquat-based ones) in hot countries. The results of this pilot study on intoxication due to pesticides in Burkina Faso (Toe, 2010) show that intoxication via the dermal or respiratory route alone accounts for 4/5 of intoxications. The fact that the recommended PPE combination is very little used (0.31% of cases) explains the fact that pesticide applicators are highly exposed to these products.
Failure to use appropriate PPE is due to the lack of financial means to buy them, to the fact that farmers find them too expensive, ignore their existence or underestimate the danger posed by pesticides, to the fact that PPE are unavailable on the market and inadequate to local climate condition. Some farmers for example felt they were suffocating when wearing PPE during the spraying. Furthermore, 60.5 % of farmers had no education whatsoever. Uneducated farmers can’t read the labels or follow the instructions on the right use of pesticides. All this makes it difficult to establish a system to reduce health risks linked to the use of hazardous pesticides. (Toe, 2010). 
To conclude, this pilot study proves that there are many and serious cases of Paraquat intoxications in Burkina Faso. A specialized healthcare centre to treat intoxication cases does not exist. The risk of environmental pollution is high.
In order to improve population health and preserve the environment, the notification to include Paraquat in Annex III to the Rotterdam Convention as well as the notification by its Coordinating Minister to ban the product in CILSS countries seem to be necessary as well as recommended by the validation workshop of the pilot study on intoxications by agricultural pesticides in Burkina Faso.
Summary of information provided in the proposal and analysis of its compatibility with 
requirements of Annex IV

Information and criteria for listing severely hazardous pesticide formulations in annex III
Part 1. Documentation required from a proposing Party
(PIC Circular XXXII 12 Dec 2010)
(a) Name of the hazardous pesticide formulation: Gramoxone super

(b) Name of the active ingredient or ingredients in the formulation: Paraquat

(c) Relative amount of each active ingredient in the formulation: Paraquat 200 g/L

(d) Type of formulation: Emulsifiable Concentrate (EC)

(e) Trade names and name of producers, if available: Gramoxone Super by Syngenta
(f) Common and recognized patterns of use of the formulation within the proposing Party: 

Used as a total herbicide. Provisional authorization of sale, valid for three years, granted by the Sahelian Pesticides Committee (Comité Sahélien des Pesticides) from May 2000 to June 2003 with recommended doses of 1.5 to 3 liters/hectare, and renewed in January 2004. Registration was cancelled in 2006 by the Sahelian Pesticides Committee.
(g) A clear description of incidents related to the problem, including the adverse effects and the way in which the formulation was used: 
Incidents were reported (survey among farmers) involving 53 males between 29 and 65 years old who had applied the product in the field. The incidents occurred from 1996-2010 in three provinces of Burkina Faso (Boucle du Mouhoun, Cascades and Hauts Bassins). The product was used for cotton, rice and maize. The treatment is done one time only at the beginning of the season with a dosage of 2 to 3 liters/hectare. The average duration of exposure was 3½ hours/hectare on an average area of 2 hectares/farm, for a total of 7 hours of exposure during an average of 1½ to 2 days of treatment. 

The product was applied using backpack sprayers. In many cases, little or no personal protective equipment (PPE) was worn due to various factors, such as lack of financial means to acquire it, inappropriateness of PPE for local climatic conditions and an underestimation of the dangers of pesticides.

The adverse effects appeared immediately to several hours after the application of the pesticide. Symptoms reported included headache, excessive sweating, itching, tingling, burning of the skin, skin rashes and sores, complete destruction of the contaminated area, fever, dizziness, bone pains, loss of consciousness, breathing difficulties, cough, vision troubles, eye pains, ringing in the ears, abdominal pain, nausea, vomiting and locked jaw. In 15 cases, the treatment was unknown, whereas treatment was administered in 26 cases, and in an additional 11 cases, hospitalization was required.

(h) Any regulatory, administrative or other measure taken, or intended to be taken, by the proposing Party in response to such incidents: 

A detailed report of a survey undertaken in three regions of the country (Boucle du Mouhoun, Cascades and Hauts Bassins) on intoxications due to agricultural pesticides is available [link in document UNEP/FAO/RC/CRC.7/11/Add.1] .The following actions have been undertaken to stop the use of this severely hazardous product:

- The distribution of the report of the survey to all relevant parties in the use and management of the pesticide,

- A workshop to present and validate the results of the survey was organised to increase awareness among the key stakeholders,

- The process to take a decision to prohibit the product will be launched by the Sahelian Pesticides Committee at its next meeting.

	Part 2. Information to be collected by the Secretariat

	Type of information
	Information available?
	Documentation in:

	(a) The physico-chemical, toxicological and ecotoxicological properties of the formulation;
	 FORMDROPDOWN 

	UNEP/FAO/RC/CRC7/11/Add.2
UNEP/FAO/RC/CRC7/11/Add.3

UNEP/FAO/RC/CRC7/11/Add.4
UNEP/FAO/RC/CRC7/11/Add.5

	(b) The existence of handling or applicator restrictions in other States;
	 FORMDROPDOWN 

	UNEP/FAO/RC/CRC7/11/Add.2
UNEP/FAO/RC/CRC7/11/Add.3
UNEP/FAO/RC/CRC7/11/Add.5

	(c) Information on incidents related to the formulation in other States;
	 FORMDROPDOWN 

	UNEP/FAO/RC/CRC7/11/Add.2
UNEP/FAO/RC/CRC7/11/Add.3


	(d) Information submitted by other Parties, international organizations, nongovernmental organizations or other relevant sources, whether national or international;
	 FORMDROPDOWN 

	UNEP/FAO/RC/CRC7/11/Add.2

UNEP/FAO/RC/CRC7/11/Add.3

UNEP/FAO/RC/CRC7/11/Add.4
UNEP/FAO/RC/CRC7/11/Add.5

	(e) Risk and/or hazard evaluations, where available;
	 FORMDROPDOWN 

	UNEP/FAO/RC/CRC7/11/Add.2
UNEP/FAO/RC/CRC7/11/Add.3

	(f) Indications, if available, of the extent of use of the formulation, such as the number of registrations or production or sales quantity;
	 FORMDROPDOWN 

	UNEP/FAO/RC/CRC7/11/Add.2 

UNEP/FAO/RC/CRC7/11/Add.3
UNEP/FAO/RC/CRC7/11/Add.5

	(g) Other formulations of the pesticide in question, and incidents, if any, relating to these formulations;
	 FORMDROPDOWN 

	UNEP/FAO/RC/CRC7/11/Add.2
UNEP/FAO/RC/CRC7/11/Add.3


	(h) Alternative pest-control practices;
	 FORMDROPDOWN 

	UNEP/FAO/RC/CRC7/11/Add.2
UNEP/FAO/RC/CRC7/11/Add.3
UNEP/FAO/RC/CRC7/11/Add.5

	(i) Other information which the Chemical Review Committee may identify as relevant.
	 FORMDROPDOWN 

	UNEP/FAO/RC/CRC7/11/Add.2

UNEP/FAO/RC/CRC7/11/Add.3

UNEP/FAO/RC/CRC7/11/Add.4
UNEP/FAO/RC/CRC7/11/Add.5

	Part 3. Criteria for listing severely hazardous pesticide formulations in Annex III

	Criteria
	Criterion met?

	(a) The reliability of the evidence indicating that use of the formulation, in accordance with common or recognized practices within the proposing Party, resulted in the reported incidents;
	 FORMDROPDOWN 


	(b) The relevance of such incidents to other States with similar climate, conditions and patterns of use of the formulation;
	 FORMDROPDOWN 


	(c) The existence of handling or applicator restrictions involving technology or techniques that may not be reasonably or widely applied in States lacking the necessary infrastructure;
	 FORMDROPDOWN 


	(d) The significance of reported effects in relation to the quantity of the formulation used;
	 FORMDROPDOWN 


	(e) That intentional misuse is not in itself an adequate reason to list a formulation in Annex III.
	 FORMDROPDOWN 



Compatibility with the criteria of Annex IV, part 3 - detailed argumentation
In reviewing the proposals forwarded by the Secretariat pursuant to paragraph 5 of Article 6, the Chemical Review Committee shall take into account:

(a) The reliability of the evidence indicating that use of the formulation, in accordance with common or recognized practices within the proposing Party, resulted in the reported incidents;
In Burkina Faso Gramoxone Super is reported to be used in the field in cotton, rice and corn once at the beginning of the season and it is applied by means of backpack sprayer at rates of 2 to 3 L/ha. The average duration of the operator`s exposure during agricultural use as found in the Pilot study was 3½ hours/hectare on an average area of 2 hectares/farm, for a total of 7 hours of exposure during an average of 1½ to 2 days of treatment.
The Pilot study on Agricultural Pesticide Poisoning in Burkino Faso clearly describes the common and recognized practices as regards pesticide application in the field in Burkina Faso. As follows: 
· Generally good agricultural practices are not followed by the farmers

· Distributors sell protection tools (dust masks, boots and gloves in particular) to the farmers in 20 % of cases
· Use of PPE: Farmers wear dust masks (39.08 % of cases) followed by boots (28.8 %) whereas suits are the least used. 12.62 % of farmers use both dust masks and boots, whereas 0.93 % use gloves, boots, suits, dust masks and glasses at the same time. The combination of chemical cartridge respirator, gloves, boots, suit and glasses was used in 0.31 % of cases. However, this PPE combination is recommended during the application of pesticide formulations (especially Paraquat-based ones) in hot countries.
· Lack of education, instruction of the right use of pesticides and illiteracy apply to most farmers in Burkina Faso
· Lack of knowledge and training of pesticide distributors and vendors who are unable to provide proper advice to their customers
· Lack of financial means to buy equipment
· PPE often not available at local market
· PPE no adapted to local weather conditions
With regard to Gramoxone Super, incidents were reported involving 53 farmers who had applied the product in the field using backpack sprayers. In many cases, little or no personal protective equipment (PPE) was worn due to various factors, such as lack of financial means to acquire it, inappropriateness of PPE for local climatic conditions and an underestimation of the dangers of pesticides. See also (c). 
The evidence indicating that the use of Gramoxone Super, in accordance with common and recognized practices within Burkina Faso, resulted in the reported incidents is considered reliable.

(b) The relevance of such incidents to other States with similar climate, conditions and patterns of use of the formulation;
Numerous documentation was available to the Committee proving that the above listed conditions for Burkina Faso are similar if not identical to the conditions prevailing in other States and regions (e.g. UNEP/FAO/RC/CRC7/11/Add.1, Add.3, e.g. Berne Declaration 5. section 2, examples from Africa, and pages 18-21: summary of studies on worker exposure to Paraquat, Berne declaration 10., Add.5).

A study report from Senegal is available presenting results from the collection of poisoning incidents with chemical pesticides. Data of 166 poisoning cases were analysed, 59 % of which were related to agricultural use in the field. The inappropriate application practice (lack of PPE) was identified as the main reason for these cases (CRC7/11/Add.1, last link, p.132 ff).

A report from Niger states the following operator contamination risks with respect to SHPF`s in their country (among others): lack of use of PPE, illiteracy, mentality, application during inappropriate conditions like wind (CRC7/11/Add.1, 2nd link, p.34).
Intoxications from occupational exposure are also reported from Costa Rica (UNEP/FAO/RC/CRC7/11/Add.3, Berne Declaration 7. and 9.). Leaking backpack sprayers were one of the reasons. Especially in Costa Rica`s banana plantations, Gramoxone is reported as frequent cause of occupational accidents.
In the contribution from Chile (p. 6), 43 acute occupational poisoning incidents with Paraquat formulations from 2004 to 2009 are reported, although full PPE is mandatory (CRC7/11/Add.2).

In El Salvador between 289 and 402 (average 344) intoxications due to Gramoxone are reported per year from 2005-2010 (CRC7/11/Add.2). 
Two surveys of Malaysian Paraquat sprayers showed that 44 % and 50 % respectively experienced skin or eye injuries during 12- or 14-week spraying periods (CRC7/11/Add.3, Berne declaration 4., p.281).
Paraquat is reported as a frequent agent of systemic poisoning and severe and fatal occupational and accidental poisonings have been documented from skin absorption in Central America (CRC7/11/Add.3, Berne declaration 6.)
More reports of intoxications from occupational exposure to Paraquat formulations are available e.g. from Spain, Kenya and Nicaragua (CRC7/11/Add.3, Berne declaration 1., 5.).

Information on the poor availability of PPE and the lack of training to give appropriate instructions to farmers of the pesticide vendors in different Asian countries can be found in CRC7/11/Add.3 -Berne Declaration 10.
Therefore the incidents reported from Burkina Faso are considered relevant to other States and regions.
(c) The existence of handling or applicator restrictions involving technology or techniques that may not be reasonably or widely applied in States lacking the necessary infrastructure;
Handling or applicator restrictions for the use of Paraquat products have been provided from different parties, namely from Australia, Brazil, Chile, El Salvador, the EU, the FAO, Germany, IPCS, Japan, Jordan and Kenya. They comprise e.g. the following: 
“Wear coveralls over a long-sleeved shirt and long pants during application with a backpack sprayer.” 

“Wear synthetic rubber gloves”
“Protect your eyes (wear glasses)”

“Avoid any contact with the spray mixture”

“Do not use damaged sprayers”

“When handling the (undiluted) plant protection product a protective suit and protective gloves

and glasses and respiratory equipment must be worn“

“When applying/using the plant protection product a protective suit (category 2) and protective

gloves and respiratory equipment must be worn“

“Avoid contact with the skin“

“Cover wounds or scratches with low-fat skin ointment before spraying“

“When using do not eat, drink or smoke“
The label of Paraquat contains precautionary statements to keep under lock & key, not to use mist blowers, to use only backpack or draw sprayers, not to smoke, eat or drink during the treatment, to wear glasses, boots, synthetic rubber gloves, avoid entering the treated plot within 24 hours post application and avoid any contact with spray mixture (CRC7/11).
The applicators applying the product must adorn appropriate protective equipments and observe all safety precautions laid on the label (Kenya in CRC7/11/Add.2).
Standardised clothing of long sleeved cotton shirts, long cotton trousers, rubber boots, protective (nitrile) gloves and face shield are to be used as recommended practice in Spain (CRC7/11/Add.2 -European Commission, Paraquat volume 3 Annex B Addendum, May 2000).
In Germany the product labels advised to use standardized protective suit, gloves, glasses and respiratory equipment during handling and application (CRC7/11/Add2 -European Commission).
Paraquat is subjected to meet the waiting period between last application and harvest to enter the treated fields, prevent eating, smoking and drinking while application, application by trained applicators using personal protective equipment, to maintain a book of control of sales & etc. (El Salvador CRC7/11/Add.2).
More restrictions are reported as follows: Use directions and restrictions to avoid spray drift and any risk of contamination (Brazil CRC7/11/Add.2). US EPA: Purchase and use solely by certified applicators (CRC7/11/Add.3 -Berne Declaration). 
Recommendations of the International Programme on Chemical Safety (IPCS 1991, section 4.1) on personal protection during the use of Paraquat are: 
-Avoid all contact with skin, eyes, nose, and mouth, when handling concentrated Paraquat.

-Wear PVC-, neoprene- or butyl-rubber gloves (preferably gauntlet form), neoprene apron, rubber boots and face-shield.

-Wear a face-shield when handling and applying the diluted formulation. (...)

- Paraquat should not be sprayed with inadequate dilution, e.g., by hand-held, ultra-low-volume application.

-Paraquat should not be used by people suffering from dermatitis or by people with wounds,

notably on the hands, until these have healed 

(CRC/7/11/Add.3 -Berne Declaration)

Evidence is provided by Burkina Faso and other parties that the majority of farmers in many developing countries does not use PPE (see also (a)) and is illiterate and not aware of the risks. Reports are available about defective sprayers, e.g. more than half of the sprayers in use in Cameroon are damaged (CRC7/11/Add.3, Berne declaration 5., p.11). In Brazil 80 % of sprayers are reported to have deficiencies, while in Costa Rica it is reported to be 58 % (p.13 thereof). Frequently leaking sprayers are also reported from China (p.12 thereof). A survey in Cameroon revealed that 85 % of the farmers do not use PPE (Berne declaration 5., p.11). In Zimbabwe, the use of protective equipment was reported as low, partly because the benefits of such equipment did not seem overwhelming, and it was connected with discomfort, cost and maintenance (Berne declaration 5., p.12). It is reported that in Cambodia PPE is rarely used, and parts of the operator`s body are soaked after spraying; 80 % of operators wear no boots (Berne declaration 5., p.12). In Nicaragua field workers usually get no appropriate instructions (Berne declaration 5., p.13).

Therefore this criterion is considered to be met.

(d) The significance of reported effects in relation to the quantity of the formulation used;
In Burkina Faso Gramoxone Super is reported to be used in the field in cotton, rice and corn once at the beginning of the season at rates of 2 to 3 l/ha. The average duration of exposure was 3½ hours/hectare on an average area of 2 hectares/farm, for a total of 7 hours of exposure during an average of 1½ to 2 days of treatment.
With regard to incident frequency rate, GRAMOXONE Super alone (Paraquat 200 g/L) has been implicated in 53 intoxication cases and is the product which has caused the most health problems among agricultural producers in Burkina Faso. 
This is also due to the high toxicity of Paraquat, which is well established. Exposure through dermal or ocular contact, inhalation or ingestion may readily lead to systemic intoxication. Small amounts of Paraquat as e.g. by ingestion of inhaled spray droplets, by eating food that has been in contact with contaminated hands, or via contact with damaged skin when unsufficient PPE is used, are able to cause systemic intoxication (e.g. CRC7/11/Add.3, Berne declaration 4., 7.).
In a study performed in Costa Rica (CRC7/11/Add.3, Berne declaration 7.), eleven Paraquat (Gramoxone) knapsack spray operators working at 4 banana plantations were studied. Between 22 (0.2 %) and 42 (0.1 %) litres spray solution were sprayed per working hour. Of the 11 spray operators under study, seven reported having one or more health problems in the preceding 12 months that were thought to have been related to Paraquat exposure. Dermal and respiratory exposure was measured with skin pads and personal air sampling, and internal exposure by urine sampling.
In 2001 in Costa Rica Paraquat was identified as causal agent in 127 cases of 544 notified pesticide poisonings. 17 of these were due to occupational exposure (24 unknown). Paraquat was also the leading active ingredient for severe and moderate poisonings (CRC7/11/Add.3, Berne declaration).

In Malaysia (in 1997-1998) Paraquat caused a greater proportion (19%) of occupational poisonings than organophosphates (16%). In 1987 (1988) among 225 (249) pesticides identified in poisonings, paraquat was the causal agent in 62% (71%) of the total, while organophosphates were identified in 17% (14%) of cases (CRC7/11/Add.3, Berne declaration 5., p.26)
In Costa Rica, total actual dermal exposure to Paraquat in applicators in banana plantations, assessed by skin pads in 1995, varied between 35 – 1130 mg/kg or 2 – 57 mg/h (CRC7/11/Add.3, Berne declaration 6.).
The numbers of pesticide poisonings and incidence per million inhabitants is reported for several countries in CRC7/11/Add.3, Berne declaration 4., table 1. 
Selected incidences are reported where the quantity of the formulation used is known (In 1983 there was a fatal case where a farmer applied a Paraquat solution diluted according label instructions (0.5 %) for 3.5 hours during which time skin exposure resulted from a leaking knapsack sprayer) (Berne declaration 4., p. 280).
In El Salvador approximately 2 million litres of Paraquat formulations are imported per year and between 289 and 402 (average 344) incidents are reported per year from 2005-2010 (~172 incidents per 1 Mio litres) (CRC7/11/Add.2) . 
This information confirms the significance of reported effects in relation of the quantity of the formulation used and the criterion is considered to be met.
(e) That intentional misuse is not in itself an adequate reason to list a formulation in Annex III.
The reason for the proposal to list Gramoxone Super in Annex III was a number of poisoning incidents during the agricultural use of Gramoxone (operator exposure) in the field under conditions of use that are reported as common in Burkina Faso. Intentional misuse was not reported as a reason for the proposal.
It is concluded that all criteria laid down in Annex IV of the Convention have been met.
Conclusion

The task group concluded that the proposal from Burkina Faso to list Gramoxone Super in Annex III to the Convention as a severely hazardous pesticide formulation met the documentation requirements of Annex IV part 1 and the criteria set out in Annex IV part 3 of the Convention. Information according to the criteria of Annex IV part 2 has been collected by the Secretariat.
Recommendation

Consequently, the Task Group recommends that the Chemical Review Committee conclude that the above discussed proposal from Burkina Faso has met the criteria set out in Annex IV. The task group concludes that CRC should draft a rationale to document that the proposal from Burkina Faso meets all the criteria of Annex IV.
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