
From:
Sent: 04 May 2016 09:32
To: BROECKAERT Fabrice

Cc: ECHA Classification; BOWMER Tim

Subject: RE: Pinoxaden: questions to Syngenta

Attachments: Syngenta response to questions from ECHA on pinoxaden .docx

Follow Up Flag: Follow up
Flag Status: Completed

Dear Fabrice, herewith a document addressing the question you posed on pinoxaden Best regards

Original Message
From:
Sent: 27 April 2016 07:17
To: BROECKAERT Fabrice
Cc: ECHA Classification; BOWMER Tim
Subject: Re: Pinoxaden: questions to Syngenta

Hi Fabrice, I contact this morning and pass on your questions.
Best regards

Sent from my iPad

> On 27 Apr 2016, at 07:10, BROECKAERT Fabrice <xxxxxxx.xxxxxxxxxx@xxxx.xxxxxx.xx> wrote:

>

> Dear
>

> We hope you are doing well.
>

> Could you please forward RAP/RAC questions below to Syngenta? The RAP/RAC questions related to

the attached paper. If possible, we would like the answers by 3rd May, which is the deadline for the

revised ODD/RCOM by the Rapporteurs.
>

> “We would like to ask the following specific questions on the Syngenta document “Pinoxaden

reporting of adverse effects in the workforce 24.03.2016”, as there are still some uncertainties which

might be easy for Syngenta to clarify.
>

> 1) In this paper a total of 41 adverse reactions is listed - one injury requiring first aid treatment

and 2 cases of occupational illness. We would like to know what kind of effect required first aid

treatment. And second, what kind of occupational illness was seen - it is later mentioned in this

document, that it was a category 2 skin occupational illness, what does that mean?
> 2) It is further mentioned on page 3 in the document that no further cases (respiratory cases?)

were seen after 2009 (when a lower OEL was introduced). However, in the table above “effect by year”

13 resp. effects, one skin and one skin/eye effect are listed after 2009. We would like to have an

explanation for this.
> 3) In the document it is mentioned that 8 irritation cases (5 resp., 3 skin) were seen in another

production site (3rd party). Is it known how many workers have been exposed at this site in total?

> 4) In general it would be useful if an explicit description of the individual cases would be made

available to us: how many, at which year, where the same individuals counted twice or even more

often in subsequent years - as indicated for two cases with asthma like symptoms?

>

> Thank you very much!
>
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> Kind regards
> Fabrice
>

___________________________

> Fabrice Broeckaert, PhD, ERT
> Senior Scientific Officer - Toxicology Classification and
> Prioritisation Unit European Chemicals Agency Annankatu 18, P.O. Box
> 400, FI-00121 Helsinki, Finland
> Tel.: +358
> xxxxxxx.xxxxxxxxxx@xxxx.xxxxxx.xx
> echa.europa.eu
>

> The above represents the opinion of the author and is not an official position of the European
Chemicals Agency. This email, including any files attached to it, is intended for the use of the
individual to whom it is addressed. If you have received this message in error, please notify the author
as soon as possible and delete the message.
>

>

>

>

>

> This email has been scanned by the Symantec Email Security.cloud service.
> For more information please visit http://www.symanteccloud.com
>

> <Pinoxaden_rep.of adverse effects in the workforce24 03 2016_2.docx>
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S
yngenta

response
to

questions
from

EC
H

A
on

th
e

d
o
cu

m
en

t
“P

inoxaden
rep

o
rtin

g
of

ad
v
erse

effects
in

th
e

w
orkforce

24.03.2016”

1)
In

this
p
ap

er
a

total
of 41

adverse
reactions

is
listed

—
one

injury
requiring

first
aid

treatm
en

t
and

2
cases

of occupational
illness.

W
e

w
ould

like
to

know
w

hat
kind

of effect
required

first
aid

treatm
ent.

A
nd

second,
w

hat
kind

o
f occupationalillness

w
as

seen
-

it is
later

m
en

tio
n
ed

in
this

docum
ent,

th
at

it
w

as
a

category
2

skin
occupationalillness,

w
hat

does
th

at
m

ean
?

S
yngenta

response:

a.
E

ffect
requiring

first
aid:

In
July

200$
unintended

exposure
to

pinoxaden
occurred

during
the

unloading
of

flexible
in

term
ed

iate
bulk

containers
(also

know
n

as
FIB

C
s

or
big

bags
containing

500/600kgs
m

aterial)
of

technical
pinoxaden

from
a

truck.
T

he
affected

individual
rep

o
rted

irritation
to

th
e

eye
and

w
as

referred
to

the
m

edical
centre.

M
edical

treatm
en

t
w

as
given

and
th

e
individual

retu
rn

ed
to

w
ork

w
ithout

loss
of

any
w

ork
tim

e.

b.
O

ccupational
illnesses:

A
C

ategory
if respiratory

-
see

below
)

occupational
illness

w
as

recorded
in

2009
w

hen
respiratory

sym
ptom

s
w

ere
diagnosed

by

th
e

onsite
physician

as
occupational

asthm
a,

although
not

attributable
to

pinoxaden
as

no
defining

bronchial
provocation

challenge
or

im
m

unological
tests

w
ere

perform
ed.

ii.
A

C
ategory

2fskin)
occupational

illness
w

as
recorded

in
2011

w
hen

an
adverse

skin
reaction

w
as

diagnosed
by

a
co

n
su

ltan
t

derm
atologist

as
allergic

contact
derm

atitis
w

hich
w

as
likely

attributable
to

pinoxaden.
T

he
individual

involved
had

been

w
orking

in
th

e
pinoxaden

m
anufacturing

plant
since

2004.

T
he

com
pany

has
a

num
ber

of
C

odes
of

P
ractice

in
support

of
the

S
yngenta

H
SE

Policy,
including

H
SE

P
erform

ance
R

eporting.
W

hen
reporting

occupational
illnesses,

cases
w

ill
include,

but
are

not
restricted

to
cases

th
at

are
required

to
be

reported
under

any
national

occupational
illness

reporting
schem

es
such

as
O

SH
A

300
record

keeping
rule

in
th

e
U

S
or

R
ID

D
O

R
—

R
eporting

of
Injuries,

D
iseases

and
D

angerous
O

ccurrences

R
egulation

in
the

UK.
In

alignm
ent

w
ith

such
schem

es,
S

yngenta
have

agreed
to

use
th

e
follow

ing
categories:

•
C

ategory
1

R
espiratory

D
isease

•
C

ategory
2

Skin
D

isease

•
C

ategory
3

C
ancer

and
M

alignant
B

lood
D

isease

•
C

ategory
4

O
ther

Illnesses
C

aused
by

C
hem

ical
A

gents

•
C

ategory
5

W
ork-related

U
pper

Lim
b

D
isorder

•
C

ategory
6

O
ther

M
usculoskeletal

D
isorders

•
C

ategory
7

N
oise

Induced
H

earing
L

oss

P
ager

of
5



•
C

ategory
8

O
ccupational

Illness
C

aused
by

B
iological

A
gents

(Inc.
T

ravel
Illness)

•
C

ategory
9

W
ork-related

S
tress

Illnesses
•

C
ategory

10
A

ll
other

O
ccupational

Illnesses
•

C
ategory

11
A

dverse
reactions

—
th

ese
cases

are
non-reportable

under
O

SH
A

/R
ID

D
O

R

2
)

I
t

is
f
u
r
t
h
e
r

m
e
n

t
i
o

n
e
d

o
n

p
a
g
e

3
in

t
h
e

d
o
c
u
m

e
n
t

t
h

a
t

n
o

f
u

r
t
h

e
r

c
a
s
e
s

(
r
e
s
p
i
r
a
t
o
r
y

c
a
s
e
s
?
)

w
e
r
e

s
e
e
n

a
f
t
e
r

2
0
0
9

(
w

h
e
n

a
l
o
w

e
r

D
E

L
w

a
s

i
n
t
r
o
d
u
c
e
d
)
.

H
o
w

e
v
e
r
,

in
t
h
e

t
a
b
l
e

a
b
o
v
e

“
e
f
f
e
c
t

b
y

y
e
a
r
”

1
3

r
e
s
p
.

e
f
f
e
c
t
s
,

o
n
e

s
k

i
n

a
n
d

o
n
e

s
k
i
n
/
e
y
e

e
f
f
e
c
t

a
r
e

l
i
s
t
e
d

a
f
t
e
r

2
0
0
9
.

W
e

w
o
u
l
d

l
i
k
e

t
o

h
a
v

e
a
n

e
x

p
l
a
n

a
t
i
o

n
f
o
r

t
h
i
s
.

S
yngenta

response:

T
he

sen
ten

ce
w

ould
have

been
b
etter

expressed
as

‘no
new

cases
of

C
ateg

o
ry

;
(respiratory)

occupational
illness’

R
eported

adverse
reactions

(C
ategory

11)
w

ere
confined

to
one

m
anufacturing

plant
in

O
m

aha.
D

etails
of

th
e

incidents
are

given
below

:

Individual
A

dverse
effect

N
um

ber
of

reports
2

0
1

0
2011

2012
2

0
1

3
2
0
1
4

2
0

1
5

D
M

1
W

heezing
(first

reported
2009)

3
2

1
2

E
ye/skin

irritation
1

-
-

-

D
M

2
co

u
g
h
/sn

eeze
1

-
-

-

D
M

3
W

heeze
w

as
claim

ed
b

u
t

no
co

rro
b
o
ratio

n
1

D
M

8
W

heeze
—

pre-existing
asth

m
a

effect
likely

attrib
u
tab

le
to

pivalic
acid.

1

W
ashing

forklift
—

no
confirm

ed
ex

p
o

su
re

to
pinoxaden

D
M

9
Skin

irritation
—

no
ex

p
o

su
re

to
pinoxaden

1

D
M

11
cough

—
no

confirm
ed

ex
p

o
su

re
to

pinoxaden
1

D
M

12
W

heeze
—

this
p

erso
n

has
m

ade
several

rep
o

rts
of

being
su

scep
tib

le
to

1

organic
v

ap
o

u
r

and
has

u
n
d
erg

o
n
e

extensive
m

edical
review

.
T

he
2013

rep
o
rt

did
n

o
t

confirm
any

PX
D

exposure,
and

lung
function

had
n

o
t

been
co

m
p

ro
m

ised
w

hen
tested

.

T
o
tals

6
4

1
4

0
0

T
he

m
ajority

of
reports

w
ere

from
one

individual
w

ho
w

as
particularly

sensitive
to

pinoxaden
and

w
ho

w
as

first
exposed

prior
to

th
e

introduction
of

m
ore

stringent
control

m
easures.

For
all

o
th

er
cases,

reports
w

ere
of

a
single

incident
and

th
ere

w
as

little/no
evidence

of

P
age

2
o
fS



association
of

reported
incidents

w
ith

exposure
to

pinoxaden.
T

here
have

been
no

reports
of

adverse
health

incidents
in

th
e

m
anufacturing

or
3

form
ulation

plants
since

2013
and

no
reported

adverse
effects

associated
w

ith
m

ixing/loading/spraying
pinoxaden

containing
products.

3)
In

the
docum

ent itis
m

entioned
that

8
irritation

cases
(5

resp.,
3

skin)
w

ere
seen

in
another

production
site

(3rd
party).

Is
it know

n
how

m
any

w
orkers

hove
been

exposed
at

this
site

in
total?

S
yngenta

response:

T
he

third
party

form
ulation

site
w

as
based

in
C

anada
and

em
ployed

a
total

of
50

people,
of

w
hich

10
w

orked
w

ith
pinoxaden

technical
m

aterial.

In
th

e
first

report,
dated

Jan
2006,

5
people

w
ere

exposed
to

dust
from

a
large

bag
of

pinoxaden
w

hich
w

as
being

m
oved

on
a

forklift
truck

and

w
as

‘heavily
placed’

on
th

e
floor.

A
ll

reported
coughing.

In
th

e
second

incident
in

N
ovem

ber
2008,

3
people

w
ere

shoveling
approxim

ately
30

kg
of

technical
pinoxaden

into
a

h
o
p
p
er

from
a

partially

em
ptied

big
bag.

T
hey

w
ere

w
earing

PPE
w

hich
w

as
deem

ed
appropriate

at
th

e
tim

e.
A

ll
3

rep
o
rted

skin
irritation.

4)
In

generalit
w

ould
be

useful
if an

explicitdescription
of

the
individualcases

w
ould

be
m

ade
available

to
us:

how
m

any,
at

w
hich

year,

w
here

the
sam

e
individuals

counted
tw

ice
or

even
m

ore
often

in
subsequent years

-as
indicated

for
tw

o
cases

w
ith

asthm
a

like
sym

ptom
s?

S
yngenta

response:

D
etails

of
individual

adverse
health

reports
from

2010-2013
are

given
below

:

D
M

1
R

espiratory
07/02/2013

C
ough,

sneeze,
w

heeze.
W

orking
in

office
and

visited
unit

not
handling

PX
D

.
A

fter

1
hour,

noticed
som

e
congestion

but
didn’t

use
inhaler.

C
oughing

and
sneezing

continued
th

ro
u
g

h
o
u
t

day
but

resolved
by

evening.
N

o
issues

next
day.

D
M

1
R

espiratory
04/02/2013

C
ough,

short
breath

W
orking

in
office

w
hen

colleague
from

form
ulation

unit

cam
e

in
for

5
m

inutes.
S

olvent
sm

ell
and

possible

contam
ination

on
uniform

or
th

e
hooded

w
inter

coat.
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3

of
5



O
M

1
R

espiratory
28/02/2012

C
ough,

short
breath,

W
alked

past
area

w
here

colleagues
w

ere
breaking

dow
n

itchiness
boxes

th
at

had
been

around
PX

D
big

bags

O
M

1
R

espiratory
25/04/2011

S
hortness

of
breath,

w
heeze,

S
peaking

w
ith

colleagues
from

form
ulation

unit,
w

ho

cough
w

ere
still

w
earing

plant
uniform

O
M

1
R

espiratory
0
8
/0

3
/2

0
1
1

S
hortness

of
breath,

w
heeze.

W
ent

to
pinoxaden

form
ulation

unit
despite

being

U
sed

inhaler
advised

to
stay

aw
ay.

O
M

1
R

espiratory
19/05/2010

S
hortness

of
breath,

used
S

tood
next

to
w

orker
from

form
ulation

unit
w

ho
w

ere

inhaler,
w

earing
th

eir
plant

uniform
th

at
m

ay
have

been

contam
inated.

O
M

1
R

espiratory
2
5
/0

3
/2

0
1
0

S
neezing,

shortness
of

W
orking

w
ith

bag
baler

equipm
ent.

N
o

visible

breath
contam

ination.

O
M

1
Skin

E
yes

R
espiratory

0
3
/0

3
/2

0
1
0

Sw
elling

around
eyes,

W
alked

by
form

ulation
unit

w
here

2
big

bags
of

shortness
of

breath
pinoxaden

had
recently

been
taken

by
on

fork
lifttruck.

O
M

1
R

espiratory
0
1
/0

2
/2

0
1
0

S
neezing,

puffy
eyes,

W
orking

in
office

but
sym

ptom
s

developed
w

hen

coughing,
w

heeze
colleagues

from
production

area
visited

still
w

earing
plant

clothing.

0M
2

R
espiratory

0
1
/0

2
/2

0
1
0

S
neezing/coughing

C
olleague

to
O

M
1

w
ho

rep
o
rted

sim
ilar

sym
ptom

s
w

hen

office
w

as
visited

by
w

orkers
from

production
area.

0M
3

R
espiratory

23/07/2011
S

hortness
of

breath,
w

heeze.
M

aintenance
E

m
ployee

experienced
respiratory

N
o

w
itness

to
confirm

sym
ptom

s
w

hen
w

orking
around

m
inibulk

filler
w

hile

sym
ptom

s
pinoxaden

form
ulation

w
as

being
packaged.

E
m

ployee

has
had

issues
w

ith
dry

pinoxaden
tech

but
no

rep
o
rted

issues
around

finished
form

ulated
product.
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0M
8

R
espiratory

30/08/2011
S

hortness
of

breath,
w

heeze.
W

ashing
dow

n
m

uddy
forklift

in
open

w
ash

bay.
O

nly

N
o

w
itness

to
confirm

realized
th

at
o
th

er
eq

u
ip

m
en

t
in

th
e

bay
w

as
from

th
e

sym
ptom

s
PX

D
form

ulation
plant

w
hen

colleagues
retu

rn
ed

w
earing

respirators
and

protective
suits.

A
ssum

ed
th

at
he

had

been
exposed

to
PX

D
or

pivalic
acid

resulting
from

breakdow
n

of
PX

D
in

presence
of

w
ater

but
no

supporting
evidence

of
exposure

or
th

e
presence

of

sym
ptom

s
alleged.

H
as

pre-existing
asthm

a.

0M
9

Skin
11/02/2010

Skin
red

and
itchy

on
w

rists.
E

m
ployee

handled
paperw

ork
from

the
production

area;

She
had

no
previous

exposure
to

or
reaction

from

pinoxaden.

O
M

11
R

espiratory
13/02/2013

C
ough

D
riving

Fork
Lift T

ruck
-

no
know

n
exposure.

0M
12

R
espiratory,

eyes
13/02/2013

S
hortness

of
breath,

red
N

oticed
som

e
containers

of
PX

D
in

roped
off

area
in

open

eyes
air.

W
ind

blow
ing

in
direction

of
em

ployee,
w

ho
w

alked

aw
ay

from
containers.

Felt
som

e
discom

fort
and

breathing
difficulties.

W
ent

to
clinic

for
tests

-
eyes

red,

no
w

heeze,
spirom

etry
sam

e
as

th
at

taken
S

ept
2012.

PX
D

containers
sw

abbed,
no

evidence
of

PX
D

on
surface.

J
B

otham
/K

L
edgerw

ood
A

pril
29

2016
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