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Reference to the relevant documentation -

| See sections 2.2, 2.3 and footnotes

Expected effect of the final regulatory action

Risk reduction in the agricultural sector

242 | Is the reason for the final regulatory action relevant to the envnronment" X Yes No

| If yes, give summary of the known hazards and nsks to the environment.

The high persistence of paraquat in soil and sediment and possible effects on sediment dwelling
organisms is a matter of concern, but the regulatory action was mainly due to risks for adverse effects
on human health and occupational safety.

Reference to the relevant documentation

| Expected effect of the final regulatory action
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_ states and regions

Indication, to the extent possnbl 1

of the final re ulatory actlon to other

f the likely re

| (This section contains reference to publications and studies made at a more recent date since the current
| situation in other states and regions are analysed.)

The use of paraquat at the time of authorization in Sweden was conditioned with a certificate of
adequate instruction and knowledge about safe use and handling of pesticides (compulsory for

A pesticides in “class I and II”). The high risk for irreversible effects on human health makes paraquat
o | especially dangerous for use in home gardening and by consumers in general. Risk reduction in

connection to the use of paraquat is highly dependent on adequate information and knowledge of
potential adverse effects on human health. Conditions of use in many developing countries mean it is
difficult to follow label instructions and recommendations for use. The use in some developing

countries is therefore a matter of concern. High temperature in tropical and subtropical areas also
| increases the risk for the inadequate use of protective clothing.

30,31

For workers in the agricultural sector, the main route of exposure is through the skin ™ ~". Continued

| exposure, as encountered by spray operators on plantations, is reported to affect the skin via mild
| irritation, blistering and ulceration. The eyes, nose and ﬁngernalls can also be affected and severe cases
| may include peeling of the outer layer of the skin and cell necrosis’. Severe exposure on hands has

resulted in nail damage, ranging from localised discoloration to temporary nail loss™. A study in

Thailand found clear indications of caustic burns on the feet after working with spinning disk

applicators™.

The use of paraquat as an herbicide is requiring a strict use of protecting clothing. Model estimations
and field operator exposure studies have shown that the use of full-body protection equipment 1s
necessary to guarantee an exposure below the Acceptable Operational Exposure Level (AOEL)
However, taking all precautionary measures into account, the margin of safety is still small. Practical
experience from both developing and developed countries has also shown that professional users of
paraquat often don’t use sufficient protection®. A study of small farmers in Kenya for instance showed
that no protective clothing was worn, and argued that the price of a pair of protective gloves was
equivalent to a day s wage of a plantation worker **. The risks are also illustrated by the frequent
reports of injuries and deaths due to the use of the substance, mostly in developing countries but also
within the EU. The majority of cases could be attributed to suicide, but accidental cases also occurred®.

_Assessment of socio-economic effects of the final regulatory action

Limited effects in Sweden since there are alternative herbicides on the market and alternative
agricultural practices.

Information on alternatives and thelr relative risks

Safer alternatives do exist like glyphosate and sulfonylureas w1th low acute and chromc toxicity and

| lower risks for toxic effects on non-target organisms like ground nesting birds and hares. Glyfosate and

sulfonylurea herbicides are acting as inhibitors of the synthesis of amino acids in plants and micro-

| organisms via the inhibition of specific enzymes. These enzymes are not present in animals, giving a
| much lower toxicity of the compound for mammals, msects and molluscs etc.

2.7.3

Relevant additional information I
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PART III : GOVERNMENT AUTHORITIES

Mlmstry/Department and authority respons1ble for lssmng[enforcmg the final regulatory action

: Instltutlon ‘ -
~. L | Ministry of the Environment

| SE-103 33 Stockholm SWEDEN
Visitors adress:
Tegelbacken 2

+46 8 40510 00

| +46 8241629
| registrator@environment.ministry.se

_ Designated National Authority
Natlonal Swedish Chemicals Inspectorate

P.O.Box?2
SE-172 13 Sundbyberg
Sweden

| Dr Kirsti Siirala
Dr Bo Nystrém

Senior Technical Officer
Senior Technical Officer

1446 8 519 412 54
+46 8 51941103

+46 8 735 76 98

kirsti.siirala@kemi.se
bo.nystrom@kemi.se

Date, signature of DNA and official seal: 2006—€ 1 6 M r2 Qll" F‘Q/Qal

KEMIKALIEINSPEKTIONEN
B‘an

172 12 SUNDBYBERG
Tel. vx. 08-519 411 00 v
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