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ABOUT THE OECD 

 
 

The Organisation for Economic Co-operation and Development (OECD) is an intergovernmental organisation 
composed of 30 industrialised countries in North America, Europe and the Pacific.  The OECD works to co-
ordinate and harmonise government policies, address issues of mutual concern, and respond to international 
problems. 

The Pesticide Programme was created in 1992 within the OECD’s Environmental Health and Safety Division 
to help OECD countries: 

•  harmonise their pesticide review procedures, 
•  share the work of evaluating pesticides, and 
•  reduce risks associated with pesticide use. 

The Pesticide Programme is directed by the Working Group on Pesticides, composed primarily of delegates 
from OECD Member countries, but also including representatives from the European Commission and other 
international organisations (e.g. United Nations Food and Agriculture Organization, United Nations 
Environment Programme, World Health Organization, Council of Europe), and observers from the pesticide 
industry and public interest organisations (NGOs). 

In addition to the Series on Pesticides, the Environment, Health and Safety (EHS) Division publishes 
documents in five other series: Testing and Assessment; Good Laboratory Practice and Compliance 
Monitoring; Risk Management; Harmonization of Regulatory Oversight in Biotechnology; and Chemical 
Accidents. More information about the Environment, Health and Safety Programme and EHS publications is 
available on the OECD’s World Wide Web site (see next page). 

This publication was produced within the framework of the Inter-Organization Programme for the Sound 
Management of Chemicals (IOMC).  It was approved for derestriction by the Joint Meeting of the 
Chemicals Committee and the Working Party on Chemicals, the governing body of the Environment, 
Health and Safety Division. 

The Inter-Organization Programme for the Sound Management of Chemicals (IOMC) was established in 
1995 by UNEP, ILO, FAO, WHO, UNIDO and the OECD (the Participating Organizations), following 
recommendations made by the 1992 UN Conference on Environment and Development to strengthen co-
operation and increase international co-ordination in the field of chemical safety. UNITAR joined the 
IOMC in 1997 to become the seventh Participating Organization. The purpose of the IOMC is to promote 
co-ordination of the policies and activities pursued by the Participating Organizations, jointly or 
separately, to achieve the sound management of chemicals in relation to human health and the 
environment. 
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This publication is available electronically, at no charge. 
 

For the complete text of this and many other Environment, 
Health and Safety publications, consult the OECD’s 

World Wide Web site (http://www.oecd.org/ehs/) 
 
 

or contact: 
 

OECD Environment Directorate, 
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1. Introduction and Background 
 
The development of harmonized data requirements for microbial pesticides has been a goal of the OECD 
Working Group on Pesticides for several years. A guidance for registration requirements would facilitate 
access to a wider range of new, reduced risk, IPM compatible pest management tools, by making it easier 
for companies to submit registration applications to many countries and for regulatory agencies to benefit 
from each other’s reviews. A 1996 report of the European Crop Protection Association (ECPA) supported 
harmonization, as a means to encourage the development of environmentally-friendly pest control 
products for sustainable agriculture.   
 
At the June 1997 meeting of the Working Group on Pesticides, countries expressed interest in developing 
guidance for registration requirements for microbial pesticides. The European Commission (EC) invited 
comment on a draft document outlining European Union (EU) data requirements for microbial pesticides. 
Progress of the United States and Canada toward harmonization was also noted, particularly in the areas 
of health and product chemistry. The OECD Secretariat subsequently distributed for comment, the 
proposed EU data requirements as well as information provided by Canada, Switzerland and the U.S. on 
their own data requirements. 
 
Canada prepared a comparative summary of the data requirements of the EU, Canada, Switzerland and 
the United States, which was distributed at the February 1998 meeting of the Working Group on 
Pesticides.  The EC indicated that the proposed EU data requirements would be amended to take into 
account these comments. An OECD Microbial Steering Group was established with a workplan to 
facilitate input from non-EU countries to the EC activity as the basis for developing an ‘OECD’ guidance 
for registration requirements for microbial pesticides. 
 
An EU workshop on “The Scientific Basis for Risk Assessment” of microbial pesticides was held in 
Stockholm in October 1998, with the invited participation of several non-EU countries. Sweden was 
tasked with drafting an EC Guidance Document on microbial data requirements, which was circulated for 
comment to EU Member States and the OECD Microbial Steering Group, in spring 1999.  
 
At the June 1999 meeting of the OECD Working Group on Pesticides, Canada provided a table 
comparing data requirements of Canada, the U.S. and the EC draft Guidance Document, indicating 
substantial similarities in regulatory approach. Canada agreed to draft a proposal for ‘OECD’ basic data 
requirements for microbial pesticides, which would provide guidance for registration requirements and 
flag areas of difference.  
 
This document proposes guidance for registration requirements for microbial plant protection products, as 
well as indicating where there are differences among countries. Some differences include: 
! requirement by Canada, U.S. and Japan, but not EU, for additional quality control data 
! requirement by Canada and U.S. but not EU or Japan for theoretical discussion of unintentional 

ingredients in technical grade active substances and in end-use products, 
! requirement by EU but not Canada, U.S. or Japan, for short-term toxicity/pathogenicity data, 
! requirement by EU and U.S. but not Canada or Japan for acute oral and inhalation data on end-

use products, as well as different approaches to potential skin sensitization, 
! requirement by EU, U.S. and Japan but not Canada for eye irritation data 
! requirement by EU but not Canada, U.S. and Japan, for operator/bystander exposure monitoring 

data, 
! requirement by EU, Canada and Japan but not U.S., for efficacy data. 



ENV/JM/MONO(2003)5 

 10 

2. Definitions 
 
Additive: an ingredient, other than the MPCA, intentionally added to a formulation. 
 
Microbial impurity (= microbial contaminant): a microorganism present in product, other than the 
specified microorganism of the MPCA; an alternate/mutant form of the MPCA is considered to be a 
microbial impurity. 
 
Other impurities of toxicological concern: unintentional ingredients of the product, other than microbial 
impurities, which are toxic or sensitizing to mammals. 
 
Microbial pest control agent (MPCA)(= active substance): a microorganism (bacterium, alga,  fungus, 
protozoan, virus, mycoplasma, rickettsia) and any associated metabolites, to which the effects of pest 
control are attributed. 
 
Microbial pest control product (MPCP) (= microbial plant protection product): a product containing an 
MPCA that is registered or labelled with instructions for direct use or application for pest control 
purposes. 
 
Technical grade of MPCA: microbial material used for manufacture of microbial pest control products. It 
is the purest preparation of the MPCA resulting from a typical production process, and contains no 
additives except for purposes of MPCA growth or replication, or typical purification. It may be 
commercially distributed to manufacturers of microbial pest control products either in its pure form or 
augmented with preservatives, stabilizers, and diluents; or it may be a hypothetical stage in the 
manufacture of the microbial pest control product. 
 
Infectivity: the ability of a microorganism to invade and persist in a viable state or to multiply within or 
on an organism, with or without disease manifestation. 
 
Pathogenicity: the ability of a microorganism to inflict injury and damage in the host after infection, and 
depends on host resistance or susceptibility. 
 
Toxicity: the injury or damage in a host caused by a poison or toxin; infection, replication or viability of 
the microorganism is not necessarily required. 
 
Maximum hazard testing: a testing scheme that is designed to maximize any toxic or pathogenic effects of 
the test substance on the test (nontarget) organism. The following concentrations of MPCA are typically 
employed: 
- for topical application to arthropods, 100x maximum rate of application on label 
- for spray to terrestrial plants, maximum rate of application on label 
- for application to a medium, 106 active units/gram of soil or water; or 1000x the expected 

environmental concentration of the MPCA immediately following direct application at the 
maximum label rate to a 15 cm layer of soil or water, whichever is greater or achievable.  
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3. Rationale 
 
Regulatory authorities generally require sufficient information on a microbial pesticide to characterize it, 
to assess its potential risks to people and to the environment, and to confirm its effectiveness for pest 
control. Unlike chemical pesticides, microbial agents may infect or cause disease in other living 
organisms. Potential adverse effects of microbial pesticides include displacement of nontarget 
microorganisms and allergenic, toxic, and pathogenic effects on humans and other nontarget organisms. 
However,  microbial agents typically have narrow host ranges and occur naturally in the environment to 
which they are applied. Such factors reduce the likelihood of harm should a microorganism be used for 
pest control. Consequently, the risk assessment of microbial products rests heavily on the biological and 
ecological profile of the microorganism and a set of short term toxicity/pathogenicity tests, with the 
expectation that negative test results will allow a high degree of confidence in the safety of the 
microorganism.  
 
 
4. Explanation of the tables 
 
The following tables list the types of information that the pesticide regulatory authorities of most OECD 
member countries consider to be the basic requirements for microbial pesticides. Basic requirements are 
those which are sufficient to assess and register those products which meet the following criteria: 
! the microorganism and its metabolites pose no concerns of pathogenicity or toxicity to mammals 

and other non-target organisms which will likely be exposed to the microbial product. 
! the microorganism does not produce a known genotoxin  
! all additives in the microbial manufacturing product and in end-use formulations are of low 

toxicity and suggest little potential for human health or environmental hazard. 
 
The first table provides guidance for registration requirements for microbial pest control agents, the 
‘active substances’; the second table lists requirements for microbial products used for pest control.  For 
reference, the right-hand columns provide the data-part or guideline numbers of the registration guidance 
published by the EC, Canada, and USA, which describe the information requirement listed in the left-
hand column.  In the column for Japan, “R” means that the data submission is in principle necessary in 
Japan; “CR” means that the data submission is necessary when the microbial pesticide meets a certain 
criteria.  Each table includes information requirements common to the European Union, United States, 
Japan and Canada, as well as the requirements (underlined) of several but not all of these authorities. 
 
Member countries may require additional information on a proposed product to address potential hazards 
and exposure scenarios specific to the proposal.  
 
If a microbial pesticide does not meet the above criteria, member countries may require additional 
information or refuse registration. 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
12

 

5.
  G

ui
da

nc
e 

fo
r 

R
eg

is
tr

at
io

n 
R

eq
ui

re
m

en
ts

 f
or

 a
 M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 
  P

oi
nt

 1
 

 
Id

en
ti

ty
 o

f 
th

e 
M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 
  

 O
E

C
D

 d
at

a 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
 

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 1
.1

 
A

pp
li

ca
nt

 
(n

am
e,

 
ad

dr
es

s,
 

co
nt

ac
t, 

te
le

ph
on

e 
an

d 
te

le
fa

x 
nu

m
be

rs
) 

 

R
 

1.
1 

Fo
rm

s 
 

40
C

FR
 1

52
.5

0 
2.

1 
Y

es
 

2-
4.

2   

II
M

 1
.2

 
P

ro
du

ce
r 

(n
am

e,
 a

dd
re

ss
, c

on
ta

ct
, t

el
ep

ho
ne

 
an

d 
te

le
fa

x 
nu

m
be

rs
) 

 

R
 

 
1.

2 
40

C
FR

 1
67

.2
0 

2.
2 

2.
3 

Y
es

 
2-

4.
2 

2-
4.

3(
d)

 
G

R
B

A
P

 s
5 

p1
 

 
II

M
 1

.3
.1

 
Sc

ie
nt

if
ic

 
na

m
e 

of
 

m
ic

ro
or

ga
ni

sm
 

to
 

sp
ec

ie
s 

le
ve

l 
or

 a
 l

ev
el

 s
uf

fi
ci

en
t 

to
 s

ho
w

 
ta

xo
no

m
ic

 
re

la
tio

n 
to

 
kn

ow
n 

m
ic

ro
or

ga
ni

sm
s,

 e
sp

ec
ia

ll
y 

pa
th

og
en

s;
 

 · 
ac

ce
ss

io
n 

no
. o

f 
sa

m
pl

e 
in

 a
 

re
co

gn
iz

ed
 c

ul
tu

re
 c

ol
le

ct
io

n 
· 

te
st

 p
ro

ce
du

re
s 

an
d 

cr
it

er
ia

, u
si

ng
 b

es
t 

av
ai

la
bl

e 
te

ch
no

lo
gy

, t
o 

ch
ar

ac
te

ri
ze

 
th

e 
st

ra
in

 o
r 

se
ro

ty
pe

; 
· 

fo
r 

m
ut

an
t o

r 
ge

ne
ti

ca
ll

y-
m

od
if

ie
d 

st
ra

in
s,

 in
di

ca
te

 a
ll

 k
no

w
n 

di
ff

er
en

ce
s 

be
tw

ee
n 

th
e 

m
od

if
ie

d 
m

ic
ro

or
ga

ni
sm

 
an

d 
th

e 
pa

re
nt

 w
ild

 s
tr

ai
n(

s)
 

· 
in

cl
ud

e 
an

y 
tr

ad
e 

na
m

es
, c

om
m

on
 

na
m

es
, d

ev
el

op
m

en
ta

l c
od

e 
na

m
es

 
· 

in
di

ge
no

us
 o

r 
no

n-
in

di
ge

no
us

 a
t t

he
 

sp
ec

ie
s 

le
ve

l t
o 

th
e 

in
te

nd
ed

 a
re

a 
of

 
ap

pl
ic

at
io

n 
(r

eq
ui

re
d 

in
 th

e 
E

U
) 

 

R
 

1.
3 

88
5.

11
00

 
88

5.
21

00
 

2.
4 

2.
5 

2.
71

 

Y
es

 
G

R
B

A
P

 s
5 

p2
 

 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
13

 

  P
oi

nt
 1

  
 

Id
en

ti
ty

 o
f 

th
e 

M
ic

ro
bi

al
 P

es
t 

C
on

tr
ol

 A
ge

nt
 

  
 O

E
C

D
 d

at
a 

 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

11
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 1
.4

 
C

om
po

si
ti

on
 o

f 
T

ec
hn

ic
al

 G
ra

de
 o

f 
M

P
C

A
/ 

A
ct

iv
e 

Su
bs

ta
nc

e 
 

 
 

 
 

 
2-

4.
2   

II
M

 1
.4

.1
 

C
on

ce
nt

ra
tio

n 
of

 
m

ic
ro

or
ga

ni
sm

 
(a

nd
 

m
et

ab
ol

it
e,

 i
f 

ap
pr

op
ri

at
e)

 i
n 

te
rm

s 
of

 g
/k

g,
 

or
 g

/L
 (

fo
r 

U
S 

an
d 

C
an

ad
a 

al
so

 i
n 

%
 w

/w
) 

an
d 

cf
u’

s/
m

L
 o

r 
ap

pr
op

ri
at

e 
po

te
nc

y 
un

it
s;

 
in

cl
ud

e 
ac

ce
pt

ab
le

 
ra

ng
e 

fo
r 

ea
ch

 
te

rm
. 

P
ot

en
cy

 s
ho

ul
d 

be
 e

xp
re

ss
ed

 i
n 

re
co

gn
iz

ed
 

un
it

s 
of

 
po

te
nc

y 
or

 
an

 
ap

pr
op

ri
at

e 
ex

pr
es

si
on

 o
f 

bi
ol

og
ic

al
 a

ct
iv

it
y 

pe
r 

un
it 

w
ei

gh
t/

vo
lu

m
e 

 

R
 

1.
4.

1 
88

5.
11

 
2.

9.
2 

Y
es

 
2-

4.
3 

G
R

B
A

P
 s

5 
p2

 
 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
14

 

  P
oi

nt
 1

  
 

Id
en

ti
ty

 o
f 

th
e 

M
ic

ro
bi

al
 P

es
t 

C
on

tr
ol

 A
ge

nt
 

  
 O

E
C

D
 d

at
a 

 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

11
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 1
.4

.2
 

C
om

po
si

ti
on

 o
f 

m
ic

ro
bi

al
 m

at
er

ia
l 

us
ed

 f
or

 
m

an
uf

ac
tu

re
 o

f 
en

d 
us

e 
pr

od
uc

ts
 in

 te
rm

s 
of

 
g/

kg
 o

r 
g/

L
 (

fo
r 

U
S 

an
d 

C
an

ad
a 

al
so

 i
n 

%
 

w
/w

) 
fo

r 
ea

ch
 a

ct
iv

e 
in

gr
ed

ie
nt

 in
cl

ud
in

g:
 

 · 
th

e 
M

P
C

A
 

· 
ad

di
ti

ve
s 

(p
re

se
rv

at
iv

es
, s

ta
bi

li
ze

rs
, 

di
lu

en
ts

) 
· 

m
ic

ro
bi

al
 im

pu
ri

ti
es

, c
la

ss
if

ie
d/

 
id

en
ti

fi
ed

 to
 a

 ta
xo

no
m

ic
 le

ve
l r

eq
ui

re
d 

by
 q

ua
li

ty
 c

ri
te

ri
a 

to
 s

up
po

rt
 th

e 
hy

gi
en

ic
 s

ta
te

 o
f 

th
e 

pr
od

uc
tio

n 
pr

oc
es

s 
· 

no
n-

m
ic

ro
bi

al
 im

pu
ri

ti
es

 (
eg

. 
m

et
ab

ol
ic

 p
ro

du
ct

s,
 im

pu
ri

ti
es

 in
 

st
ar

ti
ng

 m
at

er
ia

ls
, f

er
m

en
ta

ti
on

 
re

si
du

es
, e

xt
ra

ne
ou

s 
ho

st
 r

es
id

ue
s)

 
 T

hi
s 

in
fo

rm
at

io
n 

is
 

no
t 

re
qu

ir
ed

 
if

 
T

ec
hn

ic
al

 G
ra

de
 o

f 
M

PC
A

 is
 a

 h
yp

ot
he

ti
ca

l 
st

ag
e 

in
 a

 c
on

ti
nu

ou
s 

pr
od

uc
tio

n 
pr

oc
es

s 
of

 
an

 e
nd

-u
se

 p
ro

du
ct

. 
 

R
 

1.
4.

2 
88

5.
11

00
 

88
5.

13
00

 
2.

9.
1 

Y
es

 
2-

4.
3 

G
R

B
A

P
 s

5 
p2

, 
4.

1   

 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
15

 

  P
oi

nt
 1

  
 

Id
en

ti
ty

 o
f 

th
e 

M
ic

ro
bi

al
 P

es
t 

C
on

tr
ol

 A
ge

nt
 

  
 O

E
C

D
 d

at
a 

 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 1
.4

.2
 

(c
on

ti
nu

ed
) 

C
om

po
si

ti
on

 i
n 

te
rm

s 
of

 %
 g

/k
g 

or
 g

/L
, 

w
/w

 f
or

 e
ac

h 
in

gr
ed

ie
nt

: 
 T

he
 i

de
nt

it
y 

an
d 

m
ax

im
um

 c
on

te
nt

 o
f 

al
l 

m
ic

ro
bi

al
 i

m
pu

ri
tie

s 
m

us
t 

be
 r

ep
or

te
d,

 i
f 

po
ss

ib
le

 
an

d 
ap

pr
op

ri
at

e,
 

ex
pr

es
se

d 
in

 
ap

pr
op

ri
at

e 
un

its
, a

s 
ou

tli
ne

d 
in

 p
oi

nt
 1

.3
.1

 
(i

n 
te

rm
s 

of
 

cf
u`

s/
m

L
 

or
 

ap
pr

op
ri

at
e 

ex
pr

es
si

on
 o

f 
bi

ol
og

ic
al

 a
ct

iv
it

y 
/ v

ia
bi

lit
y)

 
 

 
1.

4.
2 

88
5.

13
 

 
 

 

II
M

 1
.4

.3
 

Q
ua

lit
y 

cr
it

er
ia

 
fo

r 
th

e 
pr

od
uc

ti
on

 
an

d 
st

or
ag

e 
of

 th
e 

M
PC

A
, i

nc
lu

di
ng

: 
 cr

ite
ri

a 
fo

r 
co

ns
is

te
nc

y 
an

d 
in

te
gr

it
y 

of
 t

he
 

m
as

te
r 

an
d 

w
or

ki
ng

 s
ee

d 
st

oc
k,

 t
yp

ic
al

ly
, 

m
ea

su
re

s 
of

 
bi

ol
og

ic
al

 
ac

tiv
it

y 
an

d 
ph

en
ot

yp
ic

 o
r 

ge
no

ty
pi

c 
pr

op
er

ti
es

: 
 · 

ac
ce

pt
ab

le
 r

an
ge

 f
or

 c
on

te
nt

 o
f 

M
P

C
A

, 
in

 a
pp

ro
pr

ia
te

 te
rm

s;
 

· 
pr

es
en

ce
 o

f 
hu

m
an

/ m
am

m
al

ia
n 

pa
th

og
en

s;
 

· 
pr

es
en

ce
 o

r 
m

ax
im

um
 a

cc
ep

te
d 

le
ve

l 
of

 k
no

w
n 

m
am

m
al

ia
n 

to
xi

ns
, i

f 
th

ei
r 

pr
es

en
ce

 is
 s

us
pe

ct
ed

 a
t a

ny
 s

ta
ge

 in
 

pr
oc

es
s,

 o
r 

if
 M

P
C

A
 is

 c
lo

se
ly

 r
el

at
ed

 
to

 a
 to

xi
ge

ni
c 

hu
m

an
 p

at
ho

ge
n 

· 
m

ax
im

um
 a

cc
ep

te
d 

le
ve

l f
or

 m
ic

ro
bi

al
 

im
pu

ri
ti

es
, u

si
ng

 s
ui

ta
bl

e 
in

di
ca

to
rs

 o
f 

an
 u

nh
yg

ie
ni

c 
pr

oc
es

s 
 

R
 

3.
4 

88
5.

13
00

 
88

5.
15

00
 

2.
8 

2.
9.

1 
2.

10
.2

 

Y
es

 
2-

4.
3(

f)
 

G
R

B
A

P
 s

5 
p7

 
 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
16

 

  P
oi

nt
 1

  
 

Id
en

ti
ty

 o
f 

th
e 

M
ic

ro
bi

al
 P

es
t 

C
on

tr
ol

 A
ge

nt
 

  
 O

E
C

D
 d

at
a 

 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 1
.4

.4
 

Q
ua

lit
y 

co
nt

ro
l 

da
ta

 (
m

ea
su

re
s 

of
 q

ua
lit

y 
cr

ite
ri

a)
 

fr
om

 
3 

- 
5 

pr
od

uc
ti

on
 

ba
tc

he
s,

 
in

cl
ud

in
g 

st
or

ag
e 

st
ab

ili
ty

 
da

ta
. 

If
 

th
e 

T
ec

hn
ic

al
 G

ra
de

 o
f 

M
PC

A
 i

s 
a 

st
ag

e 
in

 a
 

co
nt

in
uo

us
 p

ro
du

ct
io

n 
pr

oc
es

s 
of

 a
n 

en
d-

us
e 

pr
od

uc
t, 

th
is

 
in

fo
rm

at
io

n 
sh

ou
ld

 
be

 
pr

ov
id

ed
 f

or
 th

e 
en

ti
re

 p
ro

du
ct

io
n 

pr
oc

es
s.

  
 

R
 

1.
4.

3 
88

5.
13

00
 

88
5.

14
00

 
88

5.
15

00
 

2.
8 

2.
9.

1 
2.

10
.2

 

Y
es

 
2-

4.
3(

f)
 

G
R

B
A

P
 s

5 
p2

 
 

II
M

 1
.4

.5
 

A
 th

eo
re

ti
ca

l d
is

cu
ss

io
n 

re
ga

rd
in

g 
 

 · 
fo

rm
at

io
n 

an
d/

or
 p

re
se

nc
e 

of
 

un
in

te
nt

io
na

l i
ng

re
di

en
ts

, i
nc

lu
di

ng
 

im
pu

ri
ti

es
 o

f 
to

xi
co

lo
gi

ca
l c

on
ce

rn
, 

li
ke

ly
 to

 o
cc

ur
 in

 th
e 

T
ec

hn
ic

al
 G

ra
de

 
of

 th
e 

M
PC

A
,  

 
· 

th
e 

im
pa

ct
 o

f 
th

es
e 

in
gr

ed
ie

nt
s 

on
 

pr
od

uc
t q

ua
lit

y,
 a

nd
  

· 
ap

pr
op

ri
at

e 
qu

al
it

y 
cr

it
er

ia
. 

 

R
 

 
88

5.
13

 
2.

9.
3 

 
2-

4.
3(

e)
 

G
R

B
A

P
 s

5 
p2

 
 

 
P

hy
si

ca
l 

an
d 

ch
em

ic
al

 p
ro

pe
rt

ie
s,

 i
f 

M
P

C
A

 
is

 p
ro

du
ce

d 
as

 a
 m

an
uf

ac
tu

ri
ng

 p
ro

du
ct

 th
at

 
is

 s
to

re
d 

pr
io

r 
to

 f
or

m
ul

at
io

n 
of

 e
nd

-u
se

 
pr

od
uc

ts
: 

ph
ys

ic
al

 s
ta

te
; 

de
ns

it
y;

 v
is

co
si

ty
 

or
 

su
rf

ac
e 

te
ns

io
n;

 
ex

pl
os

iv
it

y,
 

co
rr

os
iv

e 
ch

ar
ac

te
r,

 
ox

id
iz

in
g 

pr
op

er
tie

s;
 

te
ch

ni
ca

l 
ch

ar
ac

te
ri

st
ic

s 
as

 a
pp

ro
pr

ia
te

 
 

R
 

 
40

C
FR

 
15

8.
74

0(
a)

 
2.

12
 

Y
es

 
2-

4.
3(

b)
 

G
R

B
A

P
 s

5 
p2

 
 

 
In

te
rn

at
io

na
l 

re
gu

la
to

ry
 

st
at

us
 

of
 

m
ic

ro
or

ga
ni

sm
 

 

R
 

 
 

1.
3 

 
2-

4.
3(

a)
 

G
R

B
A

P
 s

5 
p2

 
 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
17

 

  P
oi

nt
 1

  
 

Id
en

ti
ty

 o
f 

th
e 

M
ic

ro
bi

al
 P

es
t 

C
on

tr
ol

 A
ge

nt
 

  
 O

E
C

D
 d

at
a 

 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 1
.4

.5
 

(c
on

ti
nu

ed
) 

C
om

pr
eh

en
si

ve
 

D
at

a 
Su

m
m

ar
y 

/ 
T

ie
r 

II
 

su
m

m
ar

ie
s 

in
 O

E
C

D
 f

or
m

at
: 

“G
ui

de
li

ne
s 

an
d 

C
ri

te
ri

a 
fo

r 
In

du
st

ry
 f

or
 th

e 
P

re
pa

ra
tio

n 
an

d 
P

re
se

nt
at

io
n 

of
 C

om
pl

et
e 

D
os

si
er

s 
an

d 
of

 S
um

m
ar

y 
D

os
si

er
s 

fo
r 

Pl
an

t 
P

ro
te

ct
io

n 
P

ro
du

ct
s 

an
d 

th
ei

r 
M

ic
ro

bi
al

 
A

ct
iv

e 
Su

bs
ta

nc
es

 
in

 
Su

pp
or

t 
of

 
R

eg
ul

at
or

y 
D

ec
is

io
ns

 i
n 

O
E

C
D

 C
ou

nt
ri

es
, 

A
pp

en
di

x 
7 

an
d 

8 
/ T

ie
r 

II
 f

or
m

at
 r

eq
ui

re
d 

by
 A

nn
ex

 I
Ib

 
of

 9
1/

41
4/

E
E

C
. 

 

R
 

 
 

12
.7

 
Y

es
 

 
-   

 
Sa

m
pl

e 
of

 M
P

C
A

, 
an

al
yt

ic
al

 s
ta

nd
ar

d 
of

 
m

et
ab

ol
it

e 
(a

nd
 r

ef
er

en
ce

 s
ub

st
an

ce
s 

fo
r 

th
e 

re
le

va
nt

 im
pu

ri
tie

s 
- 

E
U

 o
nl

y)
: i

f 
re

qu
es

te
d 

 

R
 

4 
83

0.
19

 
 

 
2-

4.
3(

l)
 

II
M

 1
.5

.3
 

P
at

en
t S

ta
tu

s 
 

R
 

 
 

2.
6 

 
- 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
18

 

  P
oi

nt
 2

  
 

B
io

lo
gi

ca
l P

ro
pe

rt
ie

s 
of

 t
he

 M
ic

ro
bi

al
 P

es
t 

C
on

tr
ol

 A
ge

nt
 

  
 O

E
C

D
 d

at
a 

 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 2
.1

 
O

ri
gi

n 
of

 t
he

 i
so

la
te

; 
m

et
ho

d 
of

 i
so

la
ti

on
; 

pr
es

er
va

ti
on

 
an

d 
m

ai
nt

en
an

ce
 

of
 

st
ra

in
 

du
ri

ng
 d

ev
el

op
m

en
t;

 h
is

to
ri

ca
l 

in
fo

rm
at

io
n 

on
 t

es
tin

g 
an

d 
us

e 
of

 t
he

 s
tr

ai
n;

 h
is

to
ry

 o
f 

us
e 

of
 c

lo
se

ly
 r

el
at

ed
 s

tr
ai

ns
 o

r 
sp

ec
ie

s;
 

de
sc

ri
be

 
an

y 
un

us
ua

l 
m

or
ph

ol
og

ic
al

, 
ph

ys
io

lo
gi

ca
l, 

pe
st

ic
id

al
 

or
 

re
si

st
an

ce
 

ch
ar

ac
te

ri
st

ic
s 

of
 M

P
C

A
 w

hi
ch

 d
if

fe
r 

fr
om

 
cl

as
si

ca
l d

es
cr

ip
ti

on
 o

f 
sp

ec
ie

s 
 

R
 

2.
1 

88
5.

11
 

2.
7.

1 
2.

7.
2 

vi
i 

2.
7.

2 
vi

ii
 

Y
es

 
2-

4.
3(

e)
 

G
R

B
A

P
 s

5 
p2

 
 

II
M

 2
.2

 
N

at
ur

al
 

oc
cu

rr
en

ce
 

of
 

m
ic

ro
or

ga
ni

sm
 

in
cl

ud
in

g 
ge

og
ra

ph
ic

 
di

st
ri

bu
ti

on
, 

ho
st

s,
 

ha
bi

ta
t, 

ec
ol

og
ic

al
 n

ic
he

, 
le

ve
l 

of
 n

at
ur

al
 

oc
cu

rr
en

ce
 

 

R
 

2.
1 

88
5.

11
 

2.
7.

2 
i 

Y
es

 
G

R
B

A
P

 s
5 

p1
&

2  
 

II
M

 2
.3

 
D

es
cr

ip
ti

on
 

of
 

ta
rg

et
 

or
ga

ni
sm

(s
);

 
in

fo
rm

at
io

n 
on

 
m

od
e 

of
 

ac
tio

n,
 

ki
nd

 
of

 
an

ta
go

ni
sm

 
to

 
ta

rg
et

 
ho

st
, 

in
fe

ct
iv

e/
to

xi
c 

do
se

, t
ra

ns
m

is
si

bi
li

ty
 

 

R
 

2.
2 

88
5.

11
 

2.
7.

2 
ii

 
Y

es
 

1-
2 

G
R

B
A

P
 s

5 
p2

 
 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
19

 

  P
oi

nt
 2

  
B

io
lo

gi
ca

l P
ro

pe
rt

ie
s 

of
 t

he
 M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 
  

 O
E

C
D

 d
at

a 
 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 2
.4

 
A

va
il

ab
le

 i
nf

or
m

at
io

n 
on

 h
os

t 
sp

ec
if

ic
it

y;
 

po
ss

ib
le

 e
ff

ec
ts

 o
n 

sp
ec

ie
s 

cl
os

el
y 

re
la

te
d 

to
 th

e 
ta

rg
et

 p
es

t 
(A

ny
 

ex
pe

ri
en

ce
 

of
 

to
xi

c 
ef

fe
ct

 
of

 
th

e 
ac

ti
ve

 s
ub

st
an

ce
 o

r 
its

 m
et

ab
ol

ic
 p

ro
du

ct
s 

on
 

hu
m

an
 

or
 

an
im

al
s,

 
of

 
w

he
th

er
 

th
e 

or
ga

ni
sm

 
is

 
ca

pa
bl

e 
of

 
co

lo
ni

si
ng

 
or

 
in

va
di

ng
 h

um
an

s 
or

 a
ni

m
al

s 
an

d 
w

he
th

er
 i

t 
is

 
pa

th
og

en
ic

 
sh

al
l 

be
 

st
at

ed
. 

A
ny

 
ex

pe
ri

en
ce

 o
f 

w
he

th
er

 t
he

 a
ct

iv
e 

su
bs

ta
nc

e 
or

 i
ts

 p
ro

du
ct

s 
m

ay
 i

rr
it

at
e 

sk
in

, 
ey

es
 o

r 
re

sp
ir

at
or

y 
or

ga
ns

 o
f 

hu
m

an
s 

or
 a

ni
m

al
s 

an
d 

w
he

th
er

 i
t 

is
 a

ll
er

ge
ni

c 
in

 c
on

ta
ct

 w
it

h 
sk

in
 o

r 
w

he
n 

in
ha

le
d 

- 
al

w
ay

s 
re

qu
ir

ed
 i

n 
th

e 
E

U
).

  
 

R
 

2.
3 

88
5.

11
 

2.
7.

2 
ii

i 
Y

es
 

1-
2 

G
R

B
A

P
 s

5 
p2

 
 

II
M

 2
.5

 
L

if
e 

cy
cl

e 
of

 
m

ic
ro

-o
rg

an
is

m
 

in
cl

ud
in

g 
va

ri
ou

s 
fo

rm
s 

th
at

 m
ay

 o
cc

ur
, 

di
ff

er
en

ce
s 

in
 

pa
th

og
en

ic
/ 

to
xi

ge
ni

c 
ch

ar
ac

te
r 

of
 

va
ri

ou
s 

fo
rm

s,
 v

ir
ul

en
ce

 a
nd

 s
ur

vi
va

l 
ti

m
e 

of
 

re
st

in
g 

st
ag

es
, 

in
te

ra
ct

io
ns

 
w

it
h 

ot
he

r 
sp

ec
ie

s 
(v

ec
to

r,
 p

ar
as

iti
sm

, c
om

pe
tit

io
n)

 
 

R
 

2.
4 

88
5.

11
 

2.
7.

2 
iv

 
Y

es
 

1-
2 

G
R

B
A

P
 s

5 
p2

 
 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
20

 

  P
oi

nt
 2

  
B

io
lo

gi
ca

l P
ro

pe
rt

ie
s 

of
 t

he
 M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 
  

 O
E

C
D

 d
at

a 
 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 2
.6

 
A

m
on

g 
cl

os
el

y 
re

la
te

d 
sp

ec
ie

s,
 

pr
ov

id
e 

av
ai

la
bl

e 
in

fo
rm

at
io

n 
on

: 
 · 

pa
th

og
en

ic
it

y 
to

 p
la

nt
s,

 a
ni

m
al

s 
or

 
hu

m
an

s 
· 

fo
rm

at
io

n 
of

 to
xi

c 
m

et
ab

ol
it

es
: 

st
ru

ct
ur

e,
 s

ta
bi

lit
y,

 c
on

di
ti

on
s 

un
de

r 
w

hi
ch

 th
ey

 a
re

 f
or

m
ed

, 
m

od
e 

of
 a

ct
io

n.
 

 

R
 

2.
6 

2.
8 

88
5.

11
00

 
85

0.
40

00
 

2.
7.

2 
ix

 
2.

7.
2 

xi
 

 
G

R
B

A
P

 s
5 

p2
 

 

 
P

hy
si

ol
og

ic
al

 p
ro

pe
rt

ie
s,

 e
sp

ec
ia

ll
y 

ef
fe

ct
 

of
 

en
vi

ro
nm

en
ta

l 
pa

ra
m

et
er

s  
on

 
gr

ow
th

, 
in

fe
ct

iv
it

y,
 

di
sp

er
sa

l, 
an

d 
co

lo
ni

za
tio

n 
ab

ili
ty

: 
 t

em
pe

ra
tu

re
, 

pH
, 

re
do

x 
po

te
nt

ia
l, 

hu
m

id
it

y,
 li

gh
t, 

nu
tr

iti
on

al
 r

eq
ui

re
m

en
ts

 
 

R
 

2.
5 

 
2.

7.
2 

vi
 

 
 

 
D

es
cr

ip
ti

on
 o

f 
an

y 
pl

as
m

id
s 

or
 o

th
er

 e
xt

ra
 

ch
ro

m
os

om
al

 g
en

et
ic

 e
le

m
en

ts
 i

nv
ol

ve
d 

in
 

pe
st

ic
id

al
 a

ct
iv

it
y,

 p
at

ho
ge

ni
ci

ty
, 

to
xi

ci
ty

, 
et

c.
 

 

R
 

 
88

5.
11

 
2.

7.
2 

v 
 

 

 
G

en
et

ic
 

st
ab

ili
ty

 
(m

ut
at

io
n 

ra
te

 
of

 
tr

ai
ts

 
re

la
te

d 
to

 
th

e 
m

od
e 

of
 

ac
ti

on
),

 
fa

ct
or

s 
af

fe
ct

in
g 

ge
ne

tic
 s

ta
bi

lit
y;

 m
ic

ro
or

ga
ni

sm
’s

 
ca

pa
ci

ty
 t

o 
tr

an
sf

er
 g

en
et

ic
 i

nf
or

m
at

io
n 

to
 

an
ot

he
r 

po
pu

la
ti

on
 

 

R
 

2.
7 

 
2.

7.
1 

 
 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
21

 

  P
oi

nt
 2

  
B

io
lo

gi
ca

l P
ro

pe
rt

ie
s 

of
 t

he
 M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 
  

 O
E

C
D

 d
at

a 
 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 2
.6

 
(c

on
ti

nu
ed

) 
 

D
et

ai
le

d 
di

sc
us

si
on

 
of

 
re

la
ti

on
sh

ip
 

of
 

m
ic

ro
or

ga
ni

sm
 

to
 

an
y 

kn
ow

n 
hu

m
an

 
de

rm
at

op
hy

te
 (

se
e 

po
in

t 5
.2

) 
 

R
 

 
 

2.
7.

2 
x 

 
 

 
R

es
is

ta
nc

e/
se

ns
it

iv
it

y 
to

 a
nt

ib
io

ti
cs

 /
 a

nt
i-

m
ic

ro
bi

al
 

ag
en

ts
 

us
ed

 
in

 
hu

m
an

 
or

 
ve

te
ri

na
ry

 m
ed

ic
in

e 
 

R
 

2.
9 

 
2.

7.
2v

i 
 

10
 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
22

 

  P
oi

nt
 3

  
F

ur
th

er
 I

nf
or

m
at

io
n 

on
 t

he
 M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 (
F

un
ct

io
n,

 M
od

e 
of

 A
ct

io
n,

 H
an

dl
in

g)
 

  
 O

E
C

D
 d

at
a 

 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 3
.1

 
Fu

nc
ti

on
 e

.g
. f

un
gi

ci
de

 
 

R
 

3.
1 

 
1.

2 
Y

es
 

36
89

2 

II
M

 3
.3

 
Fi

el
ds

 o
f 

us
e 

e.
g.

 f
or

es
tr

y 
 

R
 

3.
2 

 
1.

2 
Y

es
 

36
89

2 

II
M

 3
.4

.1
 

D
et

ai
ls

 
of

 
ex

is
ti

ng
 

an
d 

in
te

nd
ed

 
us

es
 

(c
ro

ps
, 

gr
ou

ps
 

of
 

cr
op

s,
 

pl
an

ts
 

or
 

pl
an

t 
pr

od
uc

ts
 tr

ea
te

d 
or

 p
ro

te
ct

ed
) 

 

R
 

3.
2 

86
0.

12
00

 
40

C
FR

 
15

2.
50

(e
) 

1 
N

o 
1-

3.
7 

1-
3.

8 
1-

3.
9  

II
M

 3
.4

.2
 

D
et

ai
ls

 o
f 

ha
rm

fu
l 

or
ga

ni
sm

s 
ag

ai
ns

t 
w

hi
ch

 
pr

ot
ec

tio
n 

is
 a

ff
or

de
d 

  

R
 

2.
2.

1 
86

0.
12

00
 

40
C

FR
 

15
2.

50
(e

) 

10
.2

.2
 

Y
es

 
1-

2 
G

R
B

A
P

 s
5 

p2
 

 

II
M

 3
.4

.3
 

E
ff

ec
ts

 a
ch

ie
ve

d 
e.

g.
 s

pr
ou

t s
up

pr
es

si
on

 
 

R
 

3.
3 

 
10

.2
.3

 
Y

es
 

1-
2 

G
R

B
A

P
 s

5 
p2

 
 

II
M

 3
.5

.1
 

St
at

em
en

t 
of

 
th

e 
m

od
e 

of
 

ac
tio

n 
of

 
th

e 
M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 i
n 

te
rm

s 
of

 
bi

oc
he

m
ic

al
 

an
d 

ph
ys

io
lo

gi
ca

l 
m

ec
ha

ni
sm

(s
) 

an
d 

bi
oc

he
m

ic
al

 p
at

hw
ay

(s
) 

in
vo

lv
ed

 
 

R
 

2.
2.

2 
 

10
.2

.1
 

Y
es

 
1-

2 
G

R
B

A
P

 s
5 

p2
 

 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
23

 

  P
oi

nt
 3

  
F

ur
th

er
 I

nf
or

m
at

io
n 

on
 t

he
 M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 (
F

un
ct

io
n,

 M
od

e 
of

 A
ct

io
n,

 H
an

dl
in

g)
 

  
 O

E
C

D
 d

at
a 

 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 3
.5

.2
 

D
et

ai
ls

 
of

 
ac

ti
ve

 
m

et
ab

ol
it

es
 

(e
sp

ec
ia

ll
y 

to
xi

ns
) 

an
d 

de
gr

ad
at

io
n 

pr
od

uc
ts

, 
cr

os
s 

re
fe

re
nc

ed
 t

o 
th

e 
to

xi
co

lo
gi

ca
l 

an
d 

re
si

du
es

 
da

ta
 p

ro
vi

de
d,

 to
 in

cl
ud

e:
 

 · 
IU

P
A

C
 a

nd
 C

A
 n

am
es

 
· 

IS
O

 c
om

m
on

 n
am

e 
pr

op
os

ed
 o

r 
ac

ce
pt

ed
 

· 
C

A
S,

 C
IP

A
C

, E
IN

E
C

S 
an

d 
E

L
IN

C
S 

nu
m

be
rs

 
· 

m
ol

ec
ul

ar
 a

nd
 s

tr
uc

tu
ra

l f
or

m
ul

a 
· 

m
ol

ec
ul

ar
 m

as
s 

 

R
 

2.
8 

88
5.

13
 

10
.2

.1
 

Y
es

 
G

R
B

A
P

 s
5 

p2
 

 

II
M

 3
.5

.3
 

In
fo

rm
at

io
n 

re
la

ti
ve

 
to

 
th

e 
fo

rm
at

io
n 

of
 

ac
ti

ve
 m

et
ab

ol
ite

s 
(e

sp
ec

ia
ll

y 
to

xi
ns

) 
an

d 
de

gr
ad

at
io

n 
pr

od
uc

ts
, t

o 
in

cl
ud

e:
 

 · 
th

e 
pr

oc
es

se
s,

 m
ec

ha
ni

sm
s 

an
d 

re
ac

tio
ns

 in
vo

lv
ed

 
· 

ki
ne

ti
c 

an
d 

ot
he

r 
da

ta
 c

on
ce

rn
in

g 
th

e 
ra

te
 o

f 
co

nv
er

si
on

 a
nd

 if
 

kn
ow

n 
th

e 
ra

te
 li

m
iti

ng
 s

te
p 

· 
en

vi
ro

nm
en

ta
l a

nd
 o

th
er

 f
ac

to
rs

 
ef

fe
ct

in
g 

th
e 

ra
te

 a
nd

 e
xt

en
t o

f 
co

nv
er

si
on

 
 

R
 

2.
8 

88
5.

13
 

10
.2

.1
 

N
o 

G
R

B
A

P
 s

5 
p2

 
 

II
M

 3
.6

 
In

fo
rm

at
io

n 
on

 t
he

 p
os

si
bl

e 
oc

cu
rr

en
ce

 o
f 

th
e 

de
ve

lo
pm

en
t 

of
 

re
si

st
an

ce
 

or
 

cr
os

s-
re

si
st

an
ce

 

R
 

3.
5 

 
 

 
G

R
B

A
P

 s
5 

p2
 

 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
24

 

  P
oi

nt
 3

  
F

ur
th

er
 I

nf
or

m
at

io
n 

on
 t

he
 M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 (
F

un
ct

io
n,

 M
od

e 
of

 A
ct

io
n,

 H
an

dl
in

g)
 

  
 O

E
C

D
 d

at
a 

 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 3
.7

 
A

 
m

at
er

ia
l 

sa
fe

ty
 

da
ta

 
sh

ee
t 

fo
r 

th
e 

M
ic

ro
bi

al
 A

ct
iv

e 
Su

bs
ta

nc
e 

 

R
 

3.
7 

 
2.

11
.2

 
N

o 
- 

II
M

 3
.8

.1
.2

 
D

et
ai

le
d 

in
st

ru
ct

io
ns

 f
or

 s
af

e 
di

sp
os

al
 

 
R

 
3.

8 
40

 C
FR

 1
65

.9
 

(a
) 

- 
(d

) 
8.

4.
1 

N
o 

- 

II
M

 3
.9

 
P

ro
ce

du
re

s 
fo

r 
th

e 
de

co
nt

am
in

at
io

n 
of

 
w

at
er

 in
 c

as
e 

of
 a

n 
ac

ci
de

nt
 

 

R
 

3.
9 

 
8.

4 
N

o 
- 

II
M

 3
.1

0 
O

th
er

/s
pe

ci
al

 s
tu

di
es

 
 

C
R

 
 

 
2.

16
 

8.
6 

10
.6

 

N
o 

G
R

B
A

P
 s

5 

II
M

 3
.1

1 
C

ro
ps

 o
r 

pr
od

uc
ts

 to
 b

e 
pr

ot
ec

te
d 

or
 tr

ea
te

d 
 

R
 

 
3.

3 
88

5.
12

5 
1.

2 
R

 
- 

II
M

 3
.1

2 
M

ea
su

re
s 

to
 

re
nd

er
 

m
ic

ro
or

ga
ni

sm
 

ha
rm

le
ss

, i
n 

ca
se

 o
f 

an
 a

cc
id

en
t 

 

R
 

3.
9 

 
 

 
- 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
25

 

  P
oi

nt
 4

  
A

na
ly

ti
ca

l M
et

ho
ds

 
  

 O
E

C
D

 d
at

a 
 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 4
.1

.5
 

M
et

ho
d 

to
 p

re
se

rv
e 

an
d 

m
ai

nt
ai

n 
th

e 
m

as
te

r 
se

ed
 s

to
ck

; 
cr

ite
ri

a 
fo

r 
an

 a
cc

ep
ta

bl
e 

le
ve

l 
of

 c
on

si
st

en
cy

 a
nd

 in
te

gr
it

y 
of

 s
ee

d 
st

oc
k 

 

R
 

4.
1 

3.
6 

88
5.

12
 

2.
8 

Y
es

 
G

R
B

A
P

 s
5 

p2
 

 

II
M

 4
.2

.8
 

P
ro

du
ct

io
n 

pr
oc

es
s 

fo
r 

T
ec

hn
ic

al
 G

ra
de

 o
f 

M
P

C
A

, 
de

sc
ri

bi
ng

 
te

ch
ni

qu
es

 
us

ed
 

to
 

en
su

re
 a

 u
ni

fo
rm

 p
ro

du
ct

 a
nd

 p
ro

ce
du

re
s 

w
he

n 
ha

za
rd

ou
s 

co
nt

am
in

at
io

n 
is

 d
et

ec
te

d 
in

 a
 b

at
ch

. 
L

is
t 

st
ar

ti
ng

 a
nd

 i
nt

er
m

ed
ia

te
 

m
at

er
ia

ls
, w

it
h 

so
ur

ce
 a

nd
 p

ur
it

y 
of

 e
ac

h.
 

 

R
 

3.
4 

88
5.

12
00

 
88

5.
13

00
 

2.
8 

Y
es

 
2-

4.
3(

e)
 

G
R

B
A

P
 s

5 
p2

 
 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
26

 

  P
oi

nt
 4

  
A

na
ly

ti
ca

l M
et

ho
ds

 
  

 O
E

C
D

 d
at

a 
 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 4
.3

 
Q

ua
lit

y 
co

nt
ro

l 
an

d 
po

st
-r

eg
is

tr
at

io
n 

m
on

it
or

in
g 

m
et

ho
ds

: 
 · 

to
 d

et
ec

t, 
is

ol
at

e,
 a

nd
 e

nu
m

er
at

e 
th

e 
m

ic
ro

or
ga

ni
sm

 
· 

to
 d

if
fe

re
nt

ia
te

 a
 m

ut
an

t o
r 

ge
ne

ti
ca

ll
y-

m
od

if
ie

d 
m

ic
ro

or
ga

ni
sm

 f
ro

m
 th

e 
pa

re
nt

 
st

ra
in

. 
· 

to
 d

et
ec

t s
po

nt
an

eo
us

 c
ha

ng
e 

in
 

m
aj

or
 c

ha
ra

ct
er

is
ti

cs
 o

f 
m

ic
ro

or
ga

ni
sm

. 
· 

to
 d

ef
in

e 
co

nt
en

t o
f 

m
ic

ro
-

or
ga

ni
sm

 in
 a

pp
ro

pr
ia

te
 te

rm
s 

(s
am

e 
as

 1
.4

.1
),

 in
cl

. 
st

an
da

rd
iz

at
io

n,
 s

en
si

ti
vi

ty
, 

re
pr

od
uc

ib
ili

ty
, s

ta
tis

ti
ca

l v
al

id
it

y,
 

an
d 

re
pr

es
en

ta
ti

ve
 d

at
a 

to
 v

al
id

at
e 

th
e 

bi
oa

ss
ay

. 
· 

to
 s

ho
w

 c
on

tr
ol

 to
 a

 s
pe

ci
fi

ed
 a

nd
 

ac
ce

pt
ab

le
 le

ve
l, 

of
  m

ic
ro

bi
al

 
im

pu
ri

ti
es

 a
nd

 o
f 

an
y 

ot
he

r 
 

im
pu

ri
ti

es
 o

f 
to

xi
co

lo
gi

ca
l 

co
nc

er
n,

 in
cl

ud
in

g 
to

xi
c 

m
et

ab
ol

it
es

, w
hi

ch
 a

re
 k

no
w

n 
or

 
su

sp
ec

te
d 

to
 b

e 
pr

es
en

t a
t a

ny
 

st
ag

e 
of

 th
e 

m
an

uf
ac

tu
ri

ng
 

pr
oc

es
s.

 
· 

to
 s

ho
w

 p
re

se
nc

e 
of

 a
ny

 h
um

an
 

an
d 

m
am

m
al

ia
n 

pa
th

og
en

s.
 

R
 

3.
4 

4.
1  

88
5.

12
00

 
88

5.
13

00
 

88
5.

15
00

 

2.
7.

2x
i 

2.
8 

2.
9.

3 
2.

10
.1

 

 
2-

4.
3(

f)
 

G
R

B
A

P
 s

5 
p2

 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
27

 

  P
oi

nt
 4

  
A

na
ly

ti
ca

l M
et

ho
ds

 
  

 O
E

C
D

 d
at

a 
 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 4
.4

 
St

or
ag

e 
st

ab
ili

ty
 

te
st

, 
da

ta
 

an
d 

de
te

rm
in

at
io

n 
of

 
sh

el
f 

lif
e,

 
if

 
M

P
C

A
 

is
 

st
or

ed
 

 

R
 

4.
1 

88
5.

24
 

2.
11

 
R

 
2-

4.
3(

c)
 

II
M

 4
.5

 
P

os
t-

re
gi

st
ra

ti
on

 
m

on
it

or
in

g 
m

et
ho

ds
 

to
 

de
te

rm
in

e 
an

d 
qu

an
ti

fy
 r

es
id

ue
s 

of
 v

ia
bl

e 
or

 
no

n-
vi

ab
le

 
m

ic
ro

-o
rg

an
is

m
 

an
d 

m
et

ab
ol

it
es

 
(e

sp
ec

ia
ll

y 
to

xi
ns

) 
on

 
fo

od
, 

fe
ed

, 
an

im
al

 t
is

su
e,

 i
n 

so
il

, 
w

at
er

 o
r 

ai
r,

 
w

he
re

 r
el

ev
an

t. 
(A

na
ly

ti
ca

l 
m

et
ho

ds
 f

or
 a

m
ou

nt
 o

r 
ac

ti
vi

ty
 o

f 
pr

ot
ei

na
ce

ou
s 

pr
od

uc
ts

 -
 r

eq
ui

re
d 

in
 t

he
 E

U
, 

w
he

re
 r

el
ev

an
t)

 
 

C
R

 
4.

2 
 

 
 

- 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
28

 

  P
oi

nt
 5

  
T

ox
ic

ol
og

ic
al

 a
nd

 E
xp

os
ur

e 
D

at
a 

an
d 

In
fo

rm
at

io
n 

on
 t

he
 M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 
  

 O
E

C
D

 d
at

a 
 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 5
.1

 
Su

m
m

ar
y:

 
po

te
nt

ia
l 

of
 

m
ic

ro
bi

al
 

pe
st

 
co

nt
ro

l 
ag

en
t 

to
 b

e 
ha

za
rd

ou
s 

to
 h

um
an

s 
w

ith
 

co
ns

id
er

at
io

n 
of

 
it

s 
pa

th
og

en
ic

 
po

te
nt

ia
l, 

its
 a

bi
lit

y 
to

 i
nf

ec
t 

an
d 

pa
tte

rn
 o

f 
cl

ea
ra

nc
e,

 a
nd

 it
s 

to
xi

co
lo

gi
ca

l e
ff

ec
ts

 
 

R
 

5.
1 

 
4.

1 
 

3-
4.

10
 

  

II
M

 5
.2

 
O

cc
up

at
io

na
l 

he
al

th
 s

ur
ve

il
la

nc
e 

re
po

rt
 o

n 
w

or
ke

rs
 d

ur
in

g 
pr

od
uc

ti
on

 a
nd

 t
es

tin
g 

of
 

M
P

C
A

, i
nc

lu
di

ng
 in

fo
rm

at
io

n 
on

: 
 · 

th
e 

se
ns

it
iz

at
io

n 
an

d 
al

le
rg

en
ic

 
re

sp
on

se
 o

f 
w

or
ke

rs
 

· 
de

ta
ils

 o
n 

an
y 

oc
cu

rr
en

ce
 o

f 
hy

pe
rs

en
si

ti
vi

ty
 a

nd
 c

hr
on

ic
 

se
ns

iti
za

tio
n 

· 
an

y 
si

gn
if

ic
an

t c
lin

ic
al

 f
in

di
ng

s 
re

la
te

d 
to

 e
xp

os
ur

e,
 w

ith
 s

pe
ci

al
 

at
te

nt
io

n 
to

 th
os

e 
w

ho
se

 
su

sc
ep

ti
bi

li
ty

 m
ay

 b
e 

af
fe

ct
ed

 
 

R
 

5.
1.

2 
5.

1.
3 

5.
2.

1 

40
C

FR
 

15
2.

50
f(

3)
  

or
 p

os
t r

eg
.  

40
C

FR
 1

52
.1

25
 

4.
6 

5.
0 

Y
es

 
G

R
B

A
P

 s
5 

p6
 

 

II
M

 5
.3

.9
 

A
cu

te
 o

ra
l i

nf
ec

ti
vi

ty
 a

nd
 to

xi
ci

ty
 

 
R

 
5.

2.
2.

1 
 

88
5.

30
5 

4.
2.

2 
Y

es
 

3-
4.

2 
G

R
B

A
P

 s
5 

p3
 

 
II

M
 5

.4
 

A
cu

te
 i

nt
ra

 t
ra

ch
ea

l/
 i

nh
al

at
io

n 
in

fe
ct

iv
it

y 
an

d 
to

xi
ci

ty
 

 

R
 

5.
2.

2.
2 

88
5.

31
5 

4.
2.

3 
Y

es
 

3-
4.

2 
G

R
B

A
P

 s
5 

p3
 

 
II

M
 5

.5
 

A
cu

te
 

in
tr

av
en

ou
s/

 
in

tr
a 

pe
ri

to
ne

al
 

in
fe

ct
iv

it
y 

 

R
 

5.
2.

2.
3 

88
5.

32
 

4.
3 

Y
es

 
3-

4.
2 

G
R

B
A

P
 s

5 
p3

 
 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
29

 

  P
oi

nt
 5

  
T

ox
ic

ol
og

ic
al

 a
nd

 E
xp

os
ur

e 
D

at
a 

an
d 

In
fo

rm
at

io
n 

on
 t

he
 M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 
  

 O
E

C
D

 d
at

a 
 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 5
.6

 
C

el
l c

ul
tu

re
 s

tu
dy

, f
or

 v
ir

us
es

 a
nd

 v
ir

oi
ds

  
or

 
sp

ec
if

ic
 

ba
ct

er
ia

 
an

d 
pr

ot
oz

oa
 

w
it

h 
in

tr
ac

el
lu

la
r 

re
pl

ic
at

io
n 

 

R
 

5.
2.

4  
88

5.
35

 
4.

7 
Y

es
 

G
R

B
A

P
 s

5 
p3

 
 

II
M

 5
.7

 
G

en
ot

ox
ic

 
po

te
nt

ia
l, 

es
pe

ci
al

ly
 

fo
r 

fu
ng

i 
an

d 
ac

tin
om

yc
et

es
: 

a 
di

sc
us

si
on

 
of

 
th

e 
po

te
nt

ia
l f

or
 g

en
ot

ox
in

 p
ro

du
ct

io
n 

ba
se

d 
on

 
th

e 
re

la
ti

on
sh

ip
 o

f 
th

e 
m

ic
ro

or
ga

ni
sm

 t
o 

a 
ge

nu
s/

sp
ec

ie
s 

kn
ow

n 
to

 
pr

od
uc

e 
ge

no
to

xi
ns

. 
If

 
a 

re
la

te
d 

fu
ng

us
/ 

ac
ti

no
m

yc
et

e 
pr

od
uc

es
 a

 g
en

ot
ox

in
, 

ei
th

er
 

an
 a

pp
ro

pr
ia

te
 a

nd
 s

en
si

ti
ve

 a
na

ly
ti

ca
l 

te
st

 
(e

.g
. 

H
P

L
C

) 
m

us
t 

be
 d

on
e 

to
 

de
te

ct
 

it
s 

pr
es

en
ce

 
in

 t
he

 M
P

C
A

 
(f

or
 

C
an

ad
a)

, 
or

 
ge

no
to

xi
ci

ty
 te

st
in

g 
is

 r
eq

ui
re

d 
(f

or
 E

C
).

 
 

R
 

5.
1 

5.
2.

3 
 

2.
7.

2 
xi

i 
4.

8 
 

3-
4.

8 
G

R
B

A
P

 s
5 

p3
 

 

II
M

 5
.8

 
T

ox
ic

it
y 

st
ud

ie
s 

on
 m

et
ab

ol
ite

s 
(e

sp
ec

ia
ll

y 
to

xi
ns

) 
 

C
R

 
5.

1 
5.

2.
3 

88
5.

33
5 

 
 

Y
es

 
3-

4.
9 

G
R

B
A

P
 s

5 
p3

 
 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
30

 

  P
oi

nt
 5

  
T

ox
ic

ol
og

ic
al

 a
nd

 E
xp

os
ur

e 
D

at
a 

an
d 

In
fo

rm
at

io
n 

on
 t

he
 M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 
  

 O
E

C
D

 d
at

a 
 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 5
.8

.1
 

P
ub

lis
he

d 
re

po
rt

s 
of

 
ad

ve
rs

e 
ef

fe
ct

s,
 

es
pe

ci
al

ly
 

re
po

rt
s 

of
 

cl
in

ic
al

 
ca

se
s 

an
d 

fo
llo

w
up

 
st

ud
ie

s;
 

lis
t 

da
ta

ba
se

s 
an

d 
ke

y 
w

or
ds

 u
se

d 
in

 a
 li

te
ra

tu
re

 s
ea

rc
h.

 
  

R
 

5.
1 

40
C

F
R

 1
52

f(
3)

 
or

 
40

C
F

R
 1

52
.1

25
 

2.
7.

2 
xi

ii
 

N
o 

3-
4.

9 
 

 
Sh

or
t-

te
rm

 
to

xi
ci

ty
, 

pa
th

og
en

ic
it

y,
 

in
fe

ct
iv

it
y 

(2
8-

da
y 

m
in

im
um

) 
- 

fo
r 

E
U

 o
nl

y 
 

R
 

5.
2.

5 
 

 
 

-  

 
P

ro
po

se
d 

fi
rs

t 
ai

d 
m

ea
su

re
s 

an
d 

m
ed

ic
al

 
tr

ea
tm

en
t 

 

R
 

5.
2.

6 
 

1.
1 

 
36

95
6 

II
M

 5
.1

0 
O

th
er

/s
pe

ci
al

 s
tu

di
es

 
 

C
R

 
5.

3 
5.

4 
5.

5 

 
4.

2.
9 

 4
.3

.8
 

4.
4.

5 
4.

5.
8 

4.
5.

12
 

4.
8 

5.
1.

4 
10

.3
.2

 
 

Y
es

 
 

G
R

B
A

P
 s

5 
p3

 
 

II
M

 5
.1

1 
S

um
m

ar
y 

of
 

m
am

m
al

ia
n 

to
xi

ci
ty

 
an

d 
ov

er
al

l e
va

lu
at

io
n 

 

R
 

5.
6 

 
 

Y
es

 
3-

2.
2  



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
31

 

  P
oi

nt
 6

  
M

et
ab

ol
is

m
 a

nd
 R

es
id

ue
s 

St
ud

ie
s 

on
 t

he
 M

ic
ro

bi
al

 P
es

t C
on

tr
ol

 A
ge

nt
 

  
 O

E
C

D
 d

at
a 

 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 6
.1

 
R

at
io

na
le

 f
or

 w
ai

ve
r 

of
 r

es
id

ue
 d

at
a 

ba
se

d 
on

 i
nf

or
m

at
io

n 
sh

ow
in

g 
th

at
 M

P
C

A
 i

s 
no

t 
ha

za
rd

ou
s 

to
 

m
am

m
al

s,
 

i.e
. 

la
ck

 
of

 
po

te
nt

ia
l f

or
 a

 k
no

w
n 

m
am

m
al

ia
n 

to
xi

n 
an

d 
ne

ga
ti

ve
 r

es
ul

t 
fr

om
 t

he
 a

cu
te

 o
ra

l 
to

xi
ci

ty
 

te
st

. 
 

R
 

6 
40

C
FR

 
15

8.
74

0(
b)

 
7 

Y
es

 
G

R
B

A
P

 s
5 

p5
 

 
R

at
io

na
le

 
fo

r 
w

ai
ve

r 
ba

se
d 

on
 

a 
su

bs
ta

nt
ia

te
d 

es
ti

m
at

io
n 

th
at

 
M

PC
A

 
is

 
un

li
ke

ly
 to

 o
cc

ur
 o

n 
tr

ea
te

d 
fo

od
/f

ee
d 

st
uf

fs
 

in
 c

on
ce

nt
ra

ti
on

s 
co

ns
id

er
ab

ly
 h

ig
he

r 
th

an
 

un
de

r 
na

tu
ra

l c
on

di
ti

on
s.

 
 Su

m
m

ar
y 

of
 

re
si

du
e 

be
ha

vi
ou

r 
an

d 
ov

er
al

l 
ev

al
ua

ti
on

 
 

 
6.

1      
6.

3 

 
 

 
 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
32

 

  P
oi

nt
 7

  
F

at
e 

an
d 

B
eh

av
io

ur
 S

tu
di

es
 o

n 
th

e 
M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 in
 t

he
 E

nv
ir

on
m

en
t 

  
 O

E
C

D
 d

at
a 

 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 7
 

Su
ff

ic
ie

nt
 

in
fo

rm
at

io
n 

on
 

th
e 

or
ig

in
, 

pr
op

er
ti

es
, 

su
rv

iv
al

 
an

d 
re

si
du

al
 

m
et

ab
ol

it
es

 o
f 

th
e 

m
ic

ro
or

ga
ni

sm
 t

o 
as

se
ss

 
it

s 
fa

te
 a

nd
 b

eh
av

io
ur

 i
n 

th
e 

en
vi

ro
nm

en
t. 

In
fo

rm
at

io
n 

pr
ov

id
ed

 i
n 

pa
rt

s 
2 

- 
6 

m
ay

 
su

ff
ic

e.
 

 V
ia

bi
li

ty
/p

op
ul

at
io

n 
dy

na
m

ic
s,

 p
er

si
st

en
ce

, 
m

ul
ti

pl
ic

at
io

n 
an

d 
m

ob
ili

ty
. 

 

E
U

 -
 R

 
U

S 
- 

C
R

 
Ja

pa
n 

- 
C

R
 

C
an

ad
a 

- 
C

R
 

7 
88

5.
52

00
 

88
5.

53
00

 
88

5.
54

00
 

 

8.
3.

2 
 

- 

II
M

 7
.1

3 
O

th
er

/s
pe

ci
al

 s
tu

di
es

 
 

C
R

 
 

 
8.

2.
3.

6 
8.

2.
4.

6 
8.

5 
8.

6  

N
o 

- 

 
 

 
 

 
 

 
 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
33

 

  P
oi

nt
 8

  
E

co
to

xi
co

lo
gi

ca
l S

tu
di

es
 o

n 
th

e 
M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 
  

 O
E

C
D

 d
at

a 
 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 8
 

E
ff

ec
ts

 o
n 

no
n-

ta
rg

et
 o

rg
an

is
m

s 
   

R
 

8 
88

5.
40

50
 

85
0.

40
00

 
88

5.
41

00
 

 
Y

es
 

- 

II
M

 8
.1

 
B

ir
ds

 
 

R
 

  

8.
1 

 
 

 
- 

II
M

 8
.2

 
Fi

sh
 

   

R
 

 
8.

2.
1 

88
5.

42
00

 
88

5.
42

80
 

9.
4 

Y
es

 
- 

II
M

 8
.3

 
A

qu
at

ic
 in

ve
rt

eb
ra

te
s 

 
R

 
8.

2.
2 

88
5.

42
5 

9.
5.

2 
Y

es
 

- 

II
M

 8
.4

 
E

ff
ec

ts
 o

n 
al

ga
l g

ro
w

th
 a

nd
 g

ro
w

th
 r

at
e 

 
(2

 s
pe

ci
es

) 
 

R
 -

 E
U

 o
nl

y 
8.

2.
3 

 
 

 
- 

II
M

 8
.6

 
E

ff
ec

ts
 o

n 
aq

ua
ti

c 
or

 te
rr

es
tr

ia
l p

la
nt

s 
 

C
R

 
  

8.
2.

4  
85

0.
40

00
 

88
5.

43
00

 
9.

8 
Y

es
 

- 

II
M

 8
.7

 
B

ee
s 

 
 

R
 

8.
3 

88
5.

43
8 

9.
5.

1 
Y

es
 

- 

II
M

 8
.8

 
N

on
-t

ar
ge

t t
er

re
st

ri
al

 a
rt

hr
op

od
s 

R
 

8.
4 

88
5.

43
9 

9.
5.

1 
Y

es
 

- 

II
M

 8
.9

 
O

th
er

 te
rr

es
tr

ia
l i

nv
er

te
br

at
es

 
 

C
R

 
8.

7 
 

9.
2.

7 
N

o 
- 

II
M

 8
.9

.1
 

In
 E

U
 e

ff
ec

ts
 o

n 
ea

rt
hw

or
m

s 
re

qu
ir

ed
  

R
 

 
8.

5 
 

- 
 

- 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
34

 

  P
oi

nt
 8

  
E

co
to

xi
co

lo
gi

ca
l S

tu
di

es
 o

n 
th

e 
M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 
  

 O
E

C
D

 d
at

a 
 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 8
.1

0 
In

 
E

U
 

ef
fe

ct
s 

on
 

no
n-

ta
rg

et
 

so
il 

m
ic

ro
or

ga
ni

sm
s 

re
qu

ir
ed

 
 

R
 

8.
6 

 
- 

Y
es

 
- 

II
M

 8
.1

1 
O

th
er

/s
pe

ci
al

 s
tu

di
es

 
 

C
R

 
8.

7 
 

 
 

 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
35

 

  P
oi

nt
 9

 
 

Su
m

m
ar

y 
In

fo
rm

at
io

n 
fo

r 
th

e 
M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 A

ge
nt

 
  

 O
E

C
D

 d
at

a 
 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

IB
 

po
in

t n
um

be
r 

 
U

S 
E

PA
  

G
ui

de
li

ne
 / 

R
eq

ui
re

m
en

t 
nu

m
be

r 9  

 C
an

ad
ia

n 
D

at
a 

C
od

e 
(D

A
C

O
) 

10
  

Ja
pa

ne
se

 d
at

a 
re

qu
ir

em
en

t  
Y

es
 / 

N
o 

11
 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
M

 9
 

Su
m

m
ar

y 
an

d 
ev

al
ua

ti
on

 o
f 

en
vi

ro
nm

en
ta

l 
im

pa
ct

: 
su

m
m

ar
iz

e 
al

l 
da

ta
 

re
le

va
nt

 
to

 
en

vi
ro

nm
en

ta
l 

im
pa

ct
 

an
d 

as
se

ss
 

en
vi

ro
nm

en
ta

l r
is

k 
by

: 
 · 

ad
dr

es
si

ng
 d

is
tr

ib
ut

io
n 

an
d 

fa
te

 o
f 

M
P

C
A

   
· 

id
en

ti
fy

in
g 

no
n-

ta
rg

et
 s

pe
ci

es
 a

t 
ri

sk
 a

nd
 th

e 
ex

te
nt

 o
f 

th
ei

r 
ex

po
su

re
 

· 
id

en
ti

fy
in

g 
pr

ec
au

ti
on

s 
ne

ce
ss

ar
y 

to
 m

in
im

iz
e 

en
vi

ro
nm

en
ta

l 
co

nt
am

in
at

io
n 

an
d 

to
 p

ro
te

ct
 n

on
-

ta
rg

et
 s

pe
ci

es
. 

 

R
 

9 
 

9.
1 

12
.7

 
 

- 

   9 
 

U
S 

D
at

a 
R

eq
ui

re
m

en
ts

 
ar

e 
fo

un
d 

in
 

40
C

FR
 

15
8.

74
0/

 
 

T
he

 
ne

w
 

U
S 

gu
id

el
in

es
 

re
co

m
m

en
di

ng
 

ho
w

 
to

 
pe

rf
or

m
 

th
e 

st
ud

ie
s 

ar
e 

in
 

th
e 

8x
x.

xx
xx

 
se

ri
es

 
an

d 
ar

e 
av

ai
la

bl
e 

at
 

ht
tp

://
w

w
w

.e
pa

.g
ov

/o
pp

ts
fr

s/
ho

m
e/

te
st

m
et

h.
ht

m
  

10
 

D
at

a 
co

de
 u

se
d 

by
 th

e 
C

an
ad

ia
n 

Pe
st

 M
an

ag
em

en
t R

eg
ul

at
or

y 
A

ge
nc

y 
11

 
D

at
a 

po
in

t n
um

be
ri

ng
 s

ys
te

m
 b

ei
ng

 d
ev

el
op

ed
 

 Fi
na

li
ze

d 
fo

r 
pu

bl
ic

at
io

n 
- 

Ju
ne

 1
7,

 2
00

2 
 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
36

 

6.
  G

ui
da

nc
e 

fo
r 

R
eg

is
tr

at
io

n 
R

eq
ui

re
m

en
ts

 f
or

 a
 M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 P

ro
du

ct
 

  P
oi

nt
 1

  
Id

en
ti

ty
 o

f 
th

e 
M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 P

ro
du

ct
 

 O
E

C
D

 d
at

a 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 
E

U
 A

nn
ex

 I
II

B
  

po
in

t n
um

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 1
.1

 
A

pp
li

ca
nt

 
(n

am
e,

 
ad

dr
es

s,
 

co
nt

ac
t, 

te
le

ph
on

e 
an

d 
te

le
fa

x 
nu

m
be

rs
) 

 

R
 

1.
1 

40
C

FR
 1

52
.5

0  
2.

1 
Y

es
 

1.
2 

II
IM

 1
.2

.1
 

M
an

uf
ac

tu
re

r(
s)

 
of

 
th

e 
pr

ep
ar

at
io

n 
(n

am
e,

 a
dd

re
ss

, 
co

nt
ac

t, 
te

le
ph

on
e 

an
d 

te
le

fa
x 

nu
m

be
rs

) 
 

R
 

1.
2 

40
C

FR
 1

67
.2

0  
2.

3 
Y

es
 

G
R

B
A

P
 s

5 
pl

 
2-

5.
2(

f)
 

II
IM

 1
.2

.2
 

P
ro

du
ce

r 
of

 t
he

 m
ic

ro
bi

al
 p

es
t 

co
nt

ro
l 

ag
en

t(
s)

 
(n

am
e,

 
ad

dr
es

s,
 

co
nt

ac
t, 

te
le

ph
on

e 
an

d 
te

le
fa

x 
nu

m
be

rs
) 

 

R
 

  

1.
2 

40
C

FR
 1

67
.2

0  
2.

2 
Y

es
 

2-
4.

2 
   

   
  2

-4
.3

(d
) 

   
G

R
B

A
P

 s
5 

pl
   

II
IM

 1
.3

 
T

ra
de

 n
am

e 
or

 p
ro

po
se

d 
tr

ad
e 

na
m

e 
an

d 
m

an
uf

ac
tu

re
rs

 
co

de
 

nu
m

be
r(

s)
, 

fo
r 

th
e 

pr
ep

ar
at

io
n 

an
d 

si
m

il
ar

 
pr

ep
ar

at
io

ns
 

(d
if

fe
re

nc
es

 to
 b

e 
sp

ec
if

ie
d)

 
  

R
 

 
1.

3 
88

5.
11

 
2.

4 
Y

es
 

 
2-

5.
2(

a)
 

G
R

B
A

P 
s5

 p
2 

II
IM

 1
.5

 
P

hy
si

ca
l 

st
at

e 
of

 
M

P
C

P 
(G

IF
A

P
 

fo
rm

ul
at

io
n 

ty
pe

) 
 

R
 

1.
5 

88
5.

16
 

1.
2 

2.
9.

1 
Y

es
 

2-
5.

2(
b)

 
G

R
B

A
P 

s5
 p

2 

II
IM

 1
.6

 
Fu

nc
ti

on
 (

he
rb

ic
id

e,
 in

se
ct

ic
id

e,
 e

tc
.)

 
  

R
 

 
Fo

rm
 

85
70

-4
(1

5)
 

 

10
.2

.1
 

Y
es

 
1.

2 

II
IM

 1
.6

.1
 

B
io

lo
gi

ca
l 

fu
nc

ti
on

 c
at

eg
or

y 
an

d 
fi

el
d 

of
 

us
e 

ca
te

go
ry

, 
us

in
g 

te
rm

s 
de

fi
ne

d 
by

 
ea

ch
 c

ou
nt

ry
, 

e.
g.

 “
co

nt
ro

l 
of

 w
ee

ds
” 

fo
r 

“f
or

es
tr

y”
 

 

R
 

1.
6 

3.
1   

40
C

FR
 1

52
.5

0 
1.

2 
Y

es
 

G
R

B
A

P
 s

5 
pl

 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
37

 

 II
IM

 1
.7

 
O

th
er

/s
pe

ci
al

 s
tu

di
es

 
C

R
 

  

 
 

3.
7 

10
.6

 
 

N
o 

G
R

B
A

P
 S

5 
P

1 

 P
oi

nt
 1

  
Id

en
ti

ty
 o

f 
th

e 
M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 P

ro
du

ct
 

 O
E

C
D

 d
at

a 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 
E

U
 A

nn
ex

 I
II

B
   

po
in

t n
um

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 
15

 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 1
.7

.1
 

C
on

ce
nt

ra
tio

n 
of

 
M

P
C

A
 

in
 

M
PC

P
, 

m
ea

su
re

d 
in

 t
er

m
s 

of
 g

/k
g 

or
 g

/L
 o

f 
th

e 
M

P
C

P 
(f

or
 U

S 
an

d 
C

an
ad

a,
 a

ls
o 

pr
ov

id
e 

fi
gu

re
s 

in
 %

w
/w

) 
an

d 
in

 c
fu

’s
 o

r 
ot

he
r 

ap
pr

op
ri

at
e 

po
te

nc
y 

un
it

s;
 

pr
ov

id
e 

co
nt

en
t 

of
 M

P
C

A
 i

n 
T

ec
hn

ic
al

 G
ra

de
 o

f 
M

P
C

A
, i

n 
th

e 
sa

m
e 

te
rm

s.
 

 A
ls

o 
in

di
ca

te
: 

· 
sc

ie
nt

if
ic

 n
am

e 
an

d 
st

ra
in

/s
er

ot
yp

e 
of

 M
P

C
A

, i
ts

 a
cc

es
si

on
 n

um
be

r 
in

 a
 

re
co

gn
iz

ed
 c

ul
tu

re
 c

ol
le

ct
io

n,
 

· 
de

ve
lo

pm
en

t p
ha

se
 (

eg
. s

po
re

) 
of

 
M

P
C

A
 in

 M
P

C
P

 
 

R
 

1.
4 

88
5.

11
 

2.
9.

2 
Y

es
 

2-
5.

2 
(c

) 
G

R
B

A
P 

s5
 p

2 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
38

 

  P
oi

nt
 1

  
 

Id
en

ti
ty

 o
f 

th
e 

M
ic

ro
bi

al
 P

es
t 

C
on

tr
ol

 P
ro

du
ct

 
 O

E
C

D
 d

at
a 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 
E

U
 A

nn
ex

 I
II

B
   

po
in

t n
um

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 
15

 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 1
.7

.2
 

C
om

po
si

ti
on

 i
n 

te
rm

s 
of

 g
/k

g 
or

 g
/L

 a
nd

 
%

 
w

/w
 

of
 

ea
ch

 
in

gr
ed

ie
nt

 
in

 
M

PC
P

, 
in

cl
ud

in
g:

 
 · 

T
ec

hn
ic

al
 G

ra
de

 o
f 

M
PC

A
 

· 
ea

ch
 a

dd
iti

ve
: i

nc
lu

de
 c

he
m

ic
al

 
na

m
e 

an
d 

st
ru

ct
ur

e;
 C

A
S 

an
d 

E
E

C
 n

um
be

rs
 o

f 
co

m
po

ne
nt

s 
of

 
ad

di
ti

ve
 if

 th
ey

 e
xi

st
 o

r 
an

 
ap

pr
op

ri
at

e 
sp

ec
if

ic
at

io
n;

 tr
ad

e 
na

m
e;

 f
un

ct
io

n 
in

 M
P

C
P

 
· 

m
ic

ro
bi

al
 im

pu
ri

ti
es

: t
ax

on
om

ic
 

id
en

ti
fi

ca
ti

on
 a

s 
re

qu
ir

ed
 b

y 
qu

al
it

y 
cr

it
er

ia
 to

 s
up

po
rt

 th
e 

hy
gi

en
ic

 s
ta

te
 o

f 
th

e 
pr

od
uc

tio
n 

pr
oc

es
s;

 e
xp

re
ss

 c
on

te
nt

 o
f 

m
ic

ro
bi

al
 im

pu
ri

ti
es

 in
 

ap
pr

op
ri

at
e 

un
its

, e
g.

 c
fu

’s
/m

l. 
 

· 
no

n-
m

ic
ro

bi
al

 im
pu

ri
ti

es
 (

eg
. 

m
et

ab
ol

ic
  p

ro
du

ct
s,

 im
pu

ri
tie

s 
in

 s
ta

rt
in

g 
m

at
er

ia
ls

, 
fe

rm
en

ta
ti

on
 r

es
id

ue
s,

 
ex

tr
an

eo
us

 h
os

t r
es

id
ue

s)
 

 

R
 

1.
4 

88
5.

11
00

 
88

5.
13

00
 

88
5.

15
00

 

2.
9.

2 
2.

9.
3 

Y
es

 
2-

5.
2(

d)
 

G
R

B
A

P 
s5

 p
2 

 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
39

 

  P
oi

nt
 1

  
Id

en
ti

ty
 o

f 
th

e 
M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 P

ro
du

ct
 

 O
E

C
D

 d
at

a 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 
E

U
 A

nn
ex

 I
II

B
   

po
in

t n
um

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 
15

 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 1
.7

.3
 

Q
ua

lit
y 

cr
it

er
ia

 f
or

 t
he

 p
ro

du
ct

io
n 

an
d 

st
or

ag
e 

of
 th

e 
M

PC
P

, i
nc

lu
di

ng
: 

 · 
ac

ce
pt

ab
le

 r
an

ge
 f

or
 c

on
te

nt
 o

f 
 

M
P

C
A

, i
n 

ap
pr

op
ri

at
e 

te
rm

s;
 

· 
pr

es
en

ce
 o

f 
hu

m
an

 o
r 

no
n-

ta
rg

et
 

an
im

al
 p

at
ho

ge
ns

; 
· 

pr
es

en
ce

 o
r 

m
ax

im
um

 a
cc

ep
te

d 
le

ve
l o

f 
kn

ow
n 

m
am

m
al

ia
n 

to
xi

ns
, i

f 
th

ei
r 

pr
es

en
ce

 is
 

su
sp

ec
te

d 
at

 a
ny

 s
ta

ge
 in

 
pr

oc
es

s,
 o

r 
if

 M
P

C
A

 is
 c

lo
se

ly
 

re
la

te
d 

to
 a

 to
xi

ge
ni

c 
hu

m
an

 
pa

th
og

en
 

· 
m

ax
im

um
 a

cc
ep

te
d 

le
ve

l f
or

 
m

ic
ro

bi
al

 im
pu

ri
ti

es
, u

si
ng

 
su

it
ab

le
 in

di
ca

to
rs

 o
f 

co
nt

am
in

at
io

n 
 

R
 

5 
88

5.
13

00
 

88
5.

15
00

 
2.

8 
2.

9.
1 

2.
10

.2
 

Y
es

 
2-

5.
2 

(h
) 

G
R

B
A

P 
s5

 p
2 

II
IM

 1
.7

.4
 

Q
ua

lit
y 

co
nt

ro
l 

da
ta

 (
m

ea
su

re
s 

of
 q

ua
lit

y 
cr

ite
ri

a)
 f

ro
m

 3
 -

 5
 p

ro
du

ct
io

n 
ba

tc
he

s,
 

in
cl

ud
in

g 
pr

od
uc

t 
st

or
ed

 f
or

 d
ur

at
io

n 
of

 
sh

el
f 

li
fe

 i
f 

it 
is

 m
et

ab
ol

ic
al

ly
 a

ct
iv

e.
 I

f 
th

e 
T

ec
hn

ic
al

 G
ra

de
 o

f 
M

PC
A

 i
s 

a 
st

ag
e 

in
 a

 c
on

tin
uo

us
 p

ro
du

ct
io

n 
pr

oc
es

s 
of

 a
n 

en
d 

us
e 

pr
od

uc
t, 

th
is

 i
nf

or
m

at
io

n 
sh

ou
ld

 
be

 
pr

ov
id

ed
 

fo
r 

th
e 

en
ti

re
 

pr
od

uc
tio

n 
pr

oc
es

s 
 

R
 

 
88

5.
13

00
 

88
5.

14
00

 
88

5.
15

00
 

2.
8 

2.
9.

1 
2.

10
.2

 

Y
es

 
2-

5.
2 

(i
) 

2-
5.

2 
(k

) 
2-

5.
2 

(j
) 

G
R

B
A

P
 s

5p
2 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
40

 

  P
oi

nt
 1

  
Id

en
ti

ty
 o

f 
th

e 
M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 P

ro
du

ct
 

 O
E

C
D

 d
at

a 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 
E

U
 A

nn
ex

 I
II

B
   

po
in

t n
um

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 
15

 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 1
.7

.5
 

A
 th

eo
re

ti
ca

l d
is

cu
ss

io
n 

re
ga

rd
in

g 
 · 

 th
e 

fo
rm

at
io

n 
an

d/
or

 p
re

se
nc

e 
of

 u
ni

nt
en

ti
on

al
 in

gr
ed

ie
nt

s,
 

in
cl

ud
in

g 
im

pu
ri

ti
es

 o
f 

to
xi

co
lo

gi
ca

l c
on

ce
rn

, l
ik

el
y 

to
 

oc
cu

r 
in

 M
PC

P
,  

 
· 

th
e 

im
pa

ct
 o

f 
th

es
e 

in
gr

ed
ie

nt
s 

on
 p

ro
du

ct
 q

ua
lit

y,
 a

nd
 

· 
 a

pp
ro

pr
ia

te
 q

ua
lit

y 
cr

ite
ri

a.
 

 Fo
r 

m
et

ab
ol

ic
al

ly
-a

ct
iv

e 
M

P
C

P
, c

on
si

de
r 

de
gr

ad
at

io
n 

or
 

m
et

ab
ol

ic
 

pr
od

uc
tio

n 
du

ri
ng

 s
to

ra
ge

. 
 

R
 

1.
4 

88
5.

13
 

2.
9.

3 
Y

es
 

2-
5.

2(
i)

 
2-

5.
2(

l)
 

G
R

B
A

P
 s

5p
2 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
41

 

  P
oi

nt
 2

  
P

hy
si

ca
l, 

C
he

m
ic

al
 a

nd
 T

ec
hn

ic
al

 P
ro

pe
rt

ie
s 

of
 t

he
 M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 P

ro
du

ct
 

 O
E

C
D

 d
at

a 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 
E

U
 A

nn
ex

 I
II

B
   

po
in

t n
um

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 
15

 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 2
.1

 
A

pp
ea

ra
nc

e 
(c

ol
ou

r,
 

od
ou

r,
 

ph
ys

ic
al

 
st

at
e)

 
 

R
 

2.
1 

83
0.

63
02

 
83

0.
63

03
 

83
0.

63
04

 
 

3.
3.

2  
Y

es
 

2-
5.

2(
e)

 
G

R
B

A
P 

s5
 p

2 

II
IM

 2
.2

 
St

or
ag

e 
st

ab
ili

ty
 a

nd
 s

he
lf

-l
if

e 
 · 

fo
r 

M
P

C
P

 w
hi

ch
 m

us
t c

on
ta

in
 

m
et

ab
ol

ic
al

ly
 a

ct
iv

e 
M

P
C

P,
 

in
cl

ud
e 

Q
C

 d
at

a 
fo

r 
ha

za
rd

ou
s 

co
nt

am
in

an
ts

 o
ri

gi
na

tin
g 

fr
om

 
de

gr
ad

at
io

n 
or

 m
et

ab
ol

ic
 

pr
od

uc
tio

n 
du

ri
ng

 s
to

ra
ge

 
 

R
 

2.
2 

88
5.

24
 

2.
11

 
Y

es
 

2-
5.

2(
j)

\ 
2-

5.
2 

(k
) 

G
R

B
A

P 
s5

 p
2 

II
IM

 2
.3

 
E

xp
lo

si
vi

ty
, 

ox
id

iz
in

g 
pr

op
er

tie
s,

 
fl

as
h 

po
in

t, 
fl

am
m

ab
il

it
y,

 
sp

on
ta

ne
ou

s 
ig

ni
ti

on
, a

ci
di

ty
, a

lk
al

in
it

y,
 p

H
, v

is
co

si
ty

, 
su

rf
ac

e 
te

ns
io

n:
 a

s 
ap

pr
op

ri
at

e 
 

R
 

2.
3 

2.
4 

2.
5 

2.
6 

 
2.

12
 

Y
es

 
2-

5.
2 

(e
) 

G
R

B
A

P
 s

5p
2 

II
IM

 2
.4

 
T

ec
hn

ic
al

 c
ha

ra
ct

er
is

ti
cs

 a
s 

ap
pr

op
ri

at
e:

 
w

et
ta

bi
lit

y,
 

pe
rs

is
te

nt
 

fo
am

in
g,

 
su

sp
en

si
bi

li
ty

, 
su

sp
en

si
on

 
st

ab
ili

ty
, 

dr
y/

w
et

 
si

ev
e 

te
st

, 
pa

rt
ic

le
 

si
ze

 
di

st
ri

bu
ti

on
, 

co
nt

en
t 

of
 

du
st

/f
in

es
, 

em
ul

si
fi

ab
ili

ty
, 

em
ul

si
on

 
st

ab
ili

ty
, 

fl
ow

ab
ili

ty
, p

ou
ra

bi
lit

y,
 d

us
ta

bi
lit

y 
 

R
 

2.
7 

 
2.

12
 

Y
es

 
2-

5.
2(

e)
 

G
R

B
A

P
 s

5p
2 

 
D

en
si

ty
 

 
R

 
 

 
2.

12
 

 
 

 
Su

m
m

ar
y 

an
d 

ev
al

ua
tio

n 
of

 
da

ta
 

on
 

pr
op

er
ti

es
 o

f 
th

e 
M

P
C

P
 

 

R
 

2.
1 

 
 

 
 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
42

 

  P
oi

nt
s 

3 
&

 4
  

A
pp

li
ca

ti
on

 I
ns

tr
uc

ti
on

s,
 P

re
ca

ut
io

ns
, C

le
an

in
g 

fo
r 

th
e 

M
ic

ro
bi

al
 P

es
t 

C
on

tr
ol

 P
ro

du
ct

 
 O

E
C

D
 d

at
a 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 
E

U
 A

nn
ex

 I
II

B
   

po
in

t n
um

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 
15

 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 3
.1

 
P

es
t 

to
 

be
 

co
nt

ro
ll

ed
, 

cr
op

 
to

 
be

 
pr

ot
ec

te
d,

 a
va

ila
bl

e 
in

fo
rm

at
io

n 
on

 m
od

e 
of

 
ac

tio
n 

(s
ite

 
of

 
up

ta
ke

, 
to

xi
c/

co
m

pe
tit

iv
e 

ef
fe

ct
),

 
is

 
m

ic
ro

or
ga

ni
sm

 
tr

an
sm

itt
ed

 
or

 
tr

an
sl

oc
at

ed
 to

 a
no

th
er

 p
ar

t o
f 

pl
an

t?
) 

 

R
 

3.
2 

3.
3 

40
C

FR
 

15
2.

50
(e

) 
1.

1 
1.

2 
Y

es
 

1-
3.

4 
8-

3.
3 

G
R

B
A

P 
s5

 p
8 

II
IM

 3
.2

 
A

va
il

ab
le

 
in

fo
rm

at
io

n 
on

 
th

e 
de

ve
lo

pm
en

t 
of

 r
es

is
ta

nc
e 

in
 t

ar
ge

t 
pe

st
 

an
d 

ap
pr

op
ri

at
e 

m
it

ig
at

io
n 

st
ra

te
gy

 
 

R
 

 
 

10
.4

.4
 

 
8-

4.
4 

G
R

B
A

P
 s

5p
8 

II
IM

 3
.3

 
A

pp
li

ca
ti

on
 r

at
e 

in
 t

er
m

s 
of

 m
as

s/
vo

l 
of

 
M

P
C

P 
pe

r 
un

it
 a

re
a/

vo
lu

m
e 

(e
.g

. 
kg

/h
a)

. 
C

on
te

nt
 o

f 
m

ic
ro

-o
rg

an
is

m
 i

n 
m

at
er

ia
l 

us
ed

 (
di

lu
te

d 
sp

ra
y,

 b
ai

t, 
tr

ea
te

d 
se

ed
).

 
 

R
 

3.
4 

3.
5 

40
C

FR
 

15
2.

50
(e

) 
1.

1 
1.

2 
Y

es
 

1-
3.

5 
8-

4.
3 

(b
) 

G
R

B
A

P 
s5

 p
8 

II
IM

 3
.4

 
A

pp
li

ca
ti

on
 

ra
te

 
in

 
te

rm
s 

of
 

un
its

 
of

 
m

ic
ro

-o
rg

an
is

m
 p

er
 u

ni
t a

re
a/

vo
lu

m
e 

 

R
 

3.
4 

 
 

Y
es

 
8-

3.
3 

G
R

B
A

P 
s5

 p
8 

II
IM

 3
.5

 
M

et
ho

d 
of

 
ap

pl
ic

at
io

n 
(i

nc
l. 

ty
pe

 
of

 
eq

ui
pm

en
t a

nd
 v

ol
um

e 
of

 d
il

ue
nt

) 
 

R
 

3.
6 

40
C

FR
 

15
2.

50
(e

) 
1.

1 
1.

2 
Y

es
 

8-
3.

3 
G

R
B

A
P 

s5
 p

8 

II
IM

 3
.6

 
N

um
be

r 
an

d 
ti

m
in

g 
of

 
ap

pl
ic

at
io

ns
, 

re
la

te
d 

to
: 

ho
st

/p
es

t 
ph

en
ol

og
y,

 d
ur

at
io

n 
of

 
pr

ot
ec

tio
n,

 
ap

pl
ic

at
io

n 
of

 
ot

he
r 

pe
st

ic
id

es
, p

re
ha

rv
es

t i
nt

er
va

l 
 

R
 

3.
3 

3.
7 

4.
3 

40
C

FR
 

15
2.

50
(e

) 
1.

1 
1.

2 
Y

es
 

8-
3.

3 
G

R
B

A
P 

s5
 p

8 

II
IM

 3
.7

 
P

re
ca

ut
io

ns
 

to
 

av
oi

d 
ph

yt
ot

ox
ic

/ 
ph

yt
op

at
ho

ge
ni

c 
ef

fe
ct

s 
on

 
pr

ot
ec

te
d 

cr
op

 
or

 
on

 
su

cc
ee

di
ng

 
cr

op
s,

 
if

 
ap

pr
op

ri
at

e 
P

ro
po

se
d 

in
st

ru
ct

io
ns

 f
or

 u
se

 a
s 

pr
in

te
d,

 
or

 to
 b

e 
pr

in
te

d,
 o

n 
la

be
ls

 
 

R
 

   R
 

 

3.
8   

3.
9 

40
C

FR
 

15
2.

50
(e

) 
1.

1 
Y

es
 

8-
5 

G
R

B
A

P
 s

5p
8 

II
IM

 4
.1

 
P

ac
ka

gi
ng

: d
es

cr
ip

ti
on

 
R

 
4.

1 
 

3.
3.

2 
Y

es
 

2-
5.

2(
m

) 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
43

 

  P
oi

nt
s 

3 
&

 4
  

A
pp

li
ca

ti
on

 I
ns

tr
uc

ti
on

s,
 P

re
ca

ut
io

ns
, C

le
an

in
g 

fo
r 

th
e 

M
ic

ro
bi

al
 P

es
t 

C
on

tr
ol

 P
ro

du
ct

 
 O

E
C

D
 d

at
a 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 
E

U
 A

nn
ex

 I
II

B
   

po
in

t n
um

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 
15

 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 4
.2

 
Sp

ec
if

ic
at

io
ns

 
of

 
pa

ck
ag

in
g 

an
d 

m
ea

su
re

s 
of

 it
s 

su
it

ab
ili

ty
 

 

R
 

4.
1 

 
 

Y
es

 
2-

5.
2 

(m
) 

II
IM

 4
.3

 
L

ab
el

 in
st

ru
ct

io
ns

 r
e:

 c
le

an
in

g 
eq

ui
pm

en
t 

an
d 

pr
ot

ec
ti

ve
 c

lo
th

in
g 

 

R
 

4.
2 

 
1.

1 
Y

es
 

1-
3.

5 
G

R
B

A
P

 s
5p

6 

II
IM

 4
.4

 
P

ro
ce

du
re

s 
to

 
cl

ea
n 

eq
ui

pm
en

t 
an

d 
pr

ot
ec

ti
ve

 
cl

ot
hi

ng
; 

m
ea

su
re

s 
of

 
th

ei
r 

ef
fe

ct
iv

en
es

s 
 

R
 

4.
2 

 
 

Y
es

 
6-

1 
G

R
B

A
P 

s5
 p

6 

II
IM

 4
.5

 
N

ec
es

sa
ry

 w
ai

ti
ng

 p
er

io
ds

 f
or

 r
e-

en
tr

y;
 

re
co

m
m

en
de

d 
pr

ot
ec

ti
ve

 
m

ea
su

re
s 

to
 

re
du

ce
 o

cc
up

at
io

na
l e

xp
os

ur
e 

 

R
 

4.
3 

 
1.

1 
1.

2 
Y

es
 

6-
1 

G
R

B
A

P
 s

5p
6 

II
IM

 4
.6

 
L

ab
el

 in
st

ru
ct

io
ns

  
R

e:
 s

af
e 

ha
nd

li
ng

 a
nd

 s
to

ra
ge

  
 

R
 

4.
4 

 
1.

1 
Y

es
 

1-
3.

5 
G

R
B

A
P

 s
5p

6 

II
IM

 4
.7

 
R

ec
om

m
en

da
ti

on
s 

 
R

e:
 

ha
nd

li
ng

, 
st

or
ag

e,
 

tr
an

sp
or

t, 
fi

re
: 

sp
ec

if
y 

ri
sk

s,
 

sp
ec

if
y 

pr
oc

ed
ur

es
 

to
 

m
in

im
iz

e 
ha

za
rd

s 
an

d 
th

e 
ge

ne
ra

tio
n 

of
 

w
as

te
 

 

R
 

4.
4 

 
 

Y
es

 
6-

1 
G

R
B

A
P 

s5
 p

6 

II
IM

 4
.8

 
L

ab
el

 in
st

ru
ct

io
ns

 r
e:

 c
le

an
up

 o
f 

sp
ill

s 
 

R
 

4.
5 

 
1.

1 
Y

es
 

1-
3.

5 
G

R
B

A
P 

25
p6

 
II

IM
 4

.9
 

D
et

ai
le

d 
pr

oc
ed

ur
es

 i
n 

ca
se

 o
f 

ac
ci

de
nt

 
to

: 
co

nt
ai

n 
a 

sp
ill

, d
ec

on
ta

m
in

at
e 

an
 a

re
a 

or
 

ve
hi

cl
e,

 
di

sp
os

e 
of

 
ad

so
rb

en
ts

 
an

d 
pa

ck
ag

in
g,

 
pr

ot
ec

t 
w

or
ke

rs
 

an
d 

by
st

an
de

rs
, f

ir
st

 a
id

 
 

R
 

4.
5 

 
 

Y
es

 
37

04
2 

II
IM

 4
.1

0 
P

ro
ce

du
re

s 
fo

r 
de

st
ru

ct
io

n/
di

sp
os

al
 

of
 

M
P

C
P 

an
d 

its
 p

ac
ka

gi
ng

 
(e

g.
 d

et
ai

le
d 

in
st

ru
ct

io
ns

 f
or

 c
on

tr
ol

le
d 

in
ci

ne
ra

tio
n)

 

R
 

4.
6 

 
 

Y
es

 
1-

3.
5 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
44

 

  P
oi

nt
 5

  
M

et
ho

ds
 o

f 
A

na
ly

si
s,

 M
an

uf
ac

tu
ri

ng
, Q

ua
lit

y 
C

on
tr

ol
 a

nd
 P

os
t-

R
eg

is
tr

at
io

n 
M

on
it

or
in

g 
of

 t
he

 M
ic

ro
bi

al
 P

es
t 

C
on

tr
ol

 P
ro

du
ct

 
 O

E
C

D
 d

at
a 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 
E

U
 A

nn
ex

 I
II

B
   

po
in

t n
um

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 
15

 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 5
.1

 
Q

ua
lit

y 
co

nt
ro

l 
an

d 
po

st
-r

eg
is

tr
at

io
n 

m
on

it
or

in
g 

m
et

ho
ds

: 
 · 

to
 d

if
fe

re
nt

ia
te

 a
 m

ut
an

t o
r 

ge
ne

ti
ca

ll
y-

m
od

if
ie

d 
m

ic
ro

or
ga

ni
sm

 f
ro

m
 th

e 
pa

re
nt

 
st

ra
in

. 
· 

to
 d

et
ec

t s
po

nt
an

eo
us

 c
ha

ng
e 

in
 

m
aj

or
 c

ha
ra

ct
er

is
ti

cs
 o

f 
m

ic
ro

or
ga

ni
sm

. 
· 

to
 d

ef
in

e 
co

nt
en

t o
f 

m
ic

ro
-

or
ga

ni
sm

 in
 a

pp
ro

pr
ia

te
 te

rm
s 

(s
am

e 
as

 1
.4

.1
),

 in
cl

. 
st

an
da

rd
iz

at
io

n,
 s

en
si

ti
vi

ty
, 

re
pr

od
uc

ib
ili

ty
, s

ta
tis

ti
ca

l 
va

li
di

ty
, a

nd
 r

ep
re

se
nt

at
iv

e 
da

ta
 

to
 v

al
id

at
e 

th
e 

bi
oa

ss
ay

. 
· 

to
 id

en
ti

fy
 c

on
ta

m
in

an
t 

m
ic

ro
or

ga
ni

sm
s 

in
 M

P
C

P
 

· 
to

 s
ho

w
 c

on
tr

ol
 to

 a
 s

pe
ci

fi
ed

 
an

d 
ac

ce
pt

ab
le

 le
ve

l, 
of

  
m

ic
ro

bi
al

 im
pu

ri
ti

es
 a

nd
 o

f 
an

y 
ot

he
r 

 im
pu

ri
tie

s 
of

 
to

xi
co

lo
gi

ca
l c

on
ce

rn
, i

nc
lu

di
ng

 
to

xi
c 

m
et

ab
ol

it
es

, w
hi

ch
 a

re
 

kn
ow

n 
or

 s
us

pe
ct

ed
 to

 b
e 

pr
es

en
t a

t a
ny

 s
ta

ge
 o

f 
th

e 
m

an
uf

ac
tu

ri
ng

 p
ro

ce
ss

. 
· 

to
 s

ho
w

 p
re

se
nc

e 
of

 a
ny

 h
um

an
 

an
d 

m
am

m
al

ia
n 

pa
th

og
en

s.
 

 

R
 

5.
1 

88
5.

12
00

 
88

5.
13

00
 

88
5.

15
00

 

2.
7.

2 
xi

 
2.

8 
2.

9.
3 

2.
10

.2
 

2.
10

.3
 

Y
es

 
G

R
B

A
P 

s5
 p

6 
&

 7
 

 

II
IM

 5
.2

 
St

or
ag

e 
st

ab
ili

ty
 t

es
t 

an
d 

de
te

rm
in

at
io

n 
of

 s
he

lf
 li

fe
 

 

R
 

5.
1 

88
5.

24
 

2.
11

 
Y

es
 

2-
5.

2 
(k

) 

 
 

 
 

 
 

 
 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
45

 

  P
oi

nt
 5

  
M

et
ho

ds
 o

f 
A

na
ly

si
s,

 M
an

uf
ac

tu
ri

ng
, Q

ua
lit

y 
C

on
tr

ol
 a

nd
 P

os
t-

R
eg

is
tr

at
io

n 
M

on
it

or
in

g 
of

 t
he

 M
ic

ro
bi

al
 P

es
t 

C
on

tr
ol

 P
ro

du
ct

 
 O

E
C

D
 d

at
a 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 
E

U
 A

nn
ex

 I
II

B
   

po
in

t n
um

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 
15

 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 5
.3

 
P

ro
du

ct
io

n 
pr

oc
es

s 
fo

r 
M

PC
P

, d
es

cr
ib

in
g 

te
ch

ni
qu

es
 

us
ed

 
to

 
en

su
re

 
a 

un
if

or
m

 
pr

od
uc

t 
an

d 
pr

oc
ed

ur
es

 w
he

n 
ha

za
rd

ou
s 

co
nt

am
in

at
io

n 
is

 d
et

ec
te

d 
in

 a
 b

at
ch

. L
is

t 
st

ar
ti

ng
 a

nd
 i

nt
er

m
ed

ia
te

 m
at

er
ia

ls
, 

w
ith

 
so

ur
ce

 a
nd

 p
ur

it
y 

of
 e

ac
h 

 

R
 

5.
1 

88
5.

12
00

 
88

5.
13

00
 

2.
8 

2.
9.

3 
Y

es
 

2-
5.

2 
(g

) 

 
M

et
ho

d 
fo

r 
de

te
rm

in
at

io
n 

of
 

re
si

du
es

: 
re

qu
ir

ed
 

if
 

in
fo

rm
at

io
n 

pr
ov

id
ed

 
fo

r 
M

P
C

A
 

in
 

P
ar

t 
4 

is
 

in
su

ff
ic

ie
nt

, 
fo

r 
M

P
C

P 
 

C
R

 
5.

2 
 

 
 

 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
46

 

  P
oi

nt
 6

  
E

ff
ic

ac
y 

D
at

a 
an

d 
In

fo
rm

at
io

n 
(I

nc
lu

di
ng

 V
al

ue
 D

at
a)

 f
or

 t
he

 M
ic

ro
bi

al
 P

es
t 

C
on

tr
ol

 P
ro

du
ct

 
 O

E
C

D
 d

at
a 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 
E

U
 A

nn
ex

 I
II

B
   

po
in

t n
um

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 
15

 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 6
.1

 
P

er
fo

rm
an

ce
 a

ss
es

sm
en

t: 
la

b 
or

 g
ro

w
th

 
ch

am
be

r 
st

ud
ie

s 
 A

dh
er

en
ce

 a
nd

 d
is

tr
ib

ut
io

n 
to

 s
ee

ds
, 

fo
r 

se
ed

 tr
ea

tm
en

t p
ro

du
ct

s 
 

R
 

  R
 

2.
9 

se
e 

al
so

 C
om

m
is

si
on

 
D

ir
ec

tiv
e 

93
/7

1 
  

C
on

di
ti

on
al

ly
 

re
qu

ir
ed

 
10

.2
.1

 
Y

es
 

8-
4 

G
R

B
A

P 
s5

 p
8 

II
IM

 6
.2

 
P

er
fo

rm
an

ce
 a

ss
es

sm
en

t:
 f

ie
ld

 s
tu

di
es

 
 

R
 

se
e 

C
om

m
is

si
on

 
D

ir
ec

tiv
e 

93
/7

1 
 

C
on

di
ti

on
al

ly
 

re
qu

ir
ed

 
10

.2
.2

 
Y

es
 

8-
4 

G
R

B
A

P 
s5

 p
8 

II
IM

 6
.3

 
T

ox
ic

 o
r 

pa
th

og
en

ic
 e

ff
ec

ts
 o

n 
th

e 
cr

op
 

or
 h

os
t w

hi
ch

 is
 to

 b
e 

pr
ot

ec
te

d 
 

R
 

se
e 

C
om

m
is

si
on

 
D

ir
ec

tiv
e 

93
/7

1 
 

10
.3

.1
 

Y
es

 
8-

5 
G

R
B

A
P 

s5
 p

8 

II
IM

 6
.4

 
C

om
pa

ti
bi

lit
y 

w
it

h 
pr

od
uc

ts
 

in
 

au
th

or
iz

ed
 

ta
nk

 
m

ix
es

 
an

d 
w

ith
 

ot
he

r 
pr

od
uc

ts
 t

ha
t 

ar
e 

ap
pl

ie
d 

un
de

r 
ex

pe
ct

ed
 

co
nd

iti
on

s 
of

 u
se

. R
ec

om
m

en
de

d 
in

te
rv

al
 

be
tw

ee
n 

ap
pl

ic
at

io
n 

of
 

M
PC

P
 

an
d 

ch
em

ic
al

 
pe

st
ic

id
e,

 
to

 
av

oi
d 

lo
ss

 
of

 
ef

fi
ca

cy
 

 

R
 

2.
8 

 
10

.3
.2

 
10

.2
.2

 x
i 

 
8-

4.
3(

b)
 

G
R

B
A

P 
s5

 p
8 

 

II
IM

 6
.5

 
C

on
tr

ib
ut

io
n 

to
 

ri
sk

 
re

du
ct

io
n 

an
d 

in
te

gr
at

ed
 

pe
st

 
m

an
ag

em
en

t 
st

ra
te

gi
es

, 
fo

r 
th

e 
ta

rg
et

ed
 c

ro
p 

or
 r

es
ou

rc
e 

 

R
 

 
 

10
.4

.4
 

 
8-

4.
3 

(d
) 

8-
4.

5 
G

R
B

A
P 

s5
 p

8 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
47

 

  P
oi

nt
 7

  
T

ox
ic

ol
og

ic
al

 S
tu

di
es

 a
nd

 E
xp

os
ur

e 
D

at
a 

an
d 

In
fo

rm
at

io
n 

fo
r 

th
e 

M
ic

ro
bi

al
 P

es
t 

C
on

tr
ol

 P
ro

du
ct

 
 O

E
C

D
 d

at
a 

po
in

t n
um

be
r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 
E

U
 A

nn
ex

 I
II

B
   

po
in

t n
um

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 
15

 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 7
.1

.1
 

A
cu

te
 o

ra
l t

ox
ic

it
y 

 
R

 
7.

1.
1 

87
0.

11
00

 
 

 
3-

4.
2 

II
IM

 7
.1

.2
 

A
cu

te
 p

er
cu

ta
ne

ou
s 

(d
er

m
al

) 
to

xi
ci

ty
 

 
R

 
7.

1.
3 

87
0.

12
00

 
4.

4 
Y

es
 

3-
4.

2 

II
IM

 7
.1

.3
 

A
cu

te
 in

ha
la

tio
n 

to
xi

ci
ty

 to
 r

at
s 

 
R

 
7.

1.
2 

87
0.

13
00

 
 

 
3-

4.
2 

II
IM

 7
.1

.4
 

Sk
in

 ir
ri

ta
ti

on
 

 
R

 
7.

2.
1 

87
0.

25
00

 
4.

5 
Y

es
 

3-
4.

2 

II
IM

 7
.1

.5
 

E
ye

 ir
ri

ta
tio

n 
 

R
 

7.
2.

2 
87

0.
29

00
 

la
be

l a
s 

ir
ri

ta
nt

 
Y

es
 

3-
4.

2 

II
IM

 7
.1

.6
 

Sk
in

 s
en

si
ti

za
ti

on
 

R
 

7.
2.

3  
la

be
l ‘

po
te

nt
ia

l 
se

ns
iti

zi
ng

 a
ge

nt
’ 

 

 
la

be
l ‘

po
te

nt
ia

l 
se

ns
iti

zi
ng

 a
ge

nt
’ 

 

Y
es

 
3-

4.
2 

II
IM

 7
.2

 
O

pe
ra

to
r 

an
d 

by
st

an
de

r 
ex

po
su

re
: 

m
on

it
or

in
g 

da
ta

 
 

C
R

 
7.

3 
 

 
 

6-
6.

2 

II
IM

 7
.3

 
O

pe
ra

to
r 

an
d 

by
st

an
de

r 
ex

po
su

re
: 

re
po

rt
in

g 
of

 
hy

pe
rs

en
si

tiv
ity

 
in

ci
de

nt
s 

be
fo

re
 a

nd
 a

ft
er

 r
eg

is
tr

at
io

n 
 

R
 

7.
3 

 
4.

6 
 

6-
6.

2 

II
IM

 7
.4

 
Sa

fe
ty

 d
at

a 
sh

ee
t f

or
 e

ac
h 

ad
di

ti
ve

 
 

R
 

7.
4 

 
2.

9.
1 

Y
es

 
--

 

II
IM

 7
.5

 
Su

pp
le

m
en

ta
ry

 i
nf

or
m

at
io

n 
on

 a
ll

 d
at

a 
po

in
ts

 
in

 
pa

rt
 

7:
 

E
ff

ec
ts

 
on

 
H

um
an

 
H

ea
lth

, 
if

 i
t 

is
 r

ec
om

m
en

de
d 

th
at

 M
P

C
P 

be
 

ta
nk

-m
ix

ed
 

w
ith

 
an

 
ad

ju
va

nt
 

or
 

an
ot

he
r 

pe
st

 c
on

tr
ol

 p
ro

du
ct

 
 

R
 

7.
5 

 
 

 
3-

4.
9 

(c
) 

II
IM

 7
.6

 
Su

m
m

ar
y 

an
d 

ev
al

ua
ti

on
 

of
 

he
al

th
 

ef
fe

ct
s 

 

R
 

7.
6 

 
4.

1 
 

3-
4.

10
 

 
 

 
 

 
 

 
 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
48

 

  P
oi

nt
s 

8 
&

 9
 

R
es

id
ue

s 
in

/o
n 

F
oo

d 
an

d 
F

ee
d 

P
ro

du
ct

s 
an

d 
F

at
e 

an
d 

B
eh

av
io

ur
 in

 t
he

 E
nv

ir
on

m
en

t 
fo

r 
th

e 
M

ic
ro

bi
al

 P
es

t 
C

on
tr

ol
 P

ro
du

ct
 

 O
E

C
D

 d
at

a 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 
E

U
 A

nn
ex

 I
II

B
   

po
in

t n
um

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 
15

 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 8
 

R
at

io
na

le
 

to
 

w
ai

ve
 

re
si

du
e 

st
ud

ie
s 

on
 

M
P

C
P 

 

C
R

 
8 

 
7 

Y
es

 
  

G
R

B
A

P 
s5

 p
5 

 

II
IM

 9
 

R
at

io
na

le
 

to
 

w
ai

ve
 

te
st

in
g,

 
ba

se
d 

on
 

ad
eq

ua
cy

 
of

 
in

fo
rm

at
io

n 
pr

ov
id

ed
 

fo
r 

M
P

C
A

, 
to

 p
er

m
it

 a
n 

as
se

ss
m

en
t 

of
 t

he
 

fa
te

 
an

d 
be

ha
vi

ou
r 

of
 

M
PC

A
 

in
 

th
e 

en
vi

ro
nm

en
t 

 

C
R

 
9 

 
 

 
G

R
B

A
P 

s5
 p

7 



 
E

N
V

/J
M

/M
O

N
O

(2
00

3)
5 

 
49

 

  P
oi

nt
 1

0  
E

ff
ec

ts
 o

f 
th

e 
M

ic
ro

bi
al

 P
es

t C
on

tr
ol

 P
ro

du
ct

 o
n 

N
on

-T
ar

ge
t 

O
rg

an
is

m
s 

 O
E

C
D

 d
at

a 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 
E

U
 A

nn
ex

 I
II

B
   

po
in

t n
um

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 
15

 

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 1
0 

R
at

io
na

le
 

to
 

w
ai

ve
 

ad
di

ti
on

al
 

te
st

in
g,

 
ba

se
d 

on
 

ad
eq

ua
cy

 
of

 
in

fo
rm

at
io

n 
pr

ov
id

ed
 

fo
r 

M
P

C
A

, 
to

 
pe

rm
it 

an
 

as
se

ss
em

en
t 

of
 t

he
 i

m
pa

ct
 o

f 
th

e 
M

P
C

P 
on

 n
on

-t
ar

ge
t o

rg
an

is
m

s 
 

C
R

 
10

 
 

9.
1 

 
G

R
B

A
P

 s
5p

8 



E
N

V
/J

M
/M

O
N

O
(2

00
3)

5 

 
50

 

  P
oi

nt
 1

1  
Su

m
m

ar
y 

an
d 

E
va

lu
at

io
n 

of
 E

nv
ir

on
m

en
ta

l I
m

pa
ct

 o
f 

th
e 

M
ic

ro
bi

al
 P

es
t 

C
on

tr
ol

 P
ro

du
ct

 
 O

E
C

D
 d

at
a 

 
po

in
t n

um
be

r 

 In
fo

rm
at

io
n,

 te
st

 o
r 

st
ud

y 
 

 R
 o

r 
C

R
 

 E
U

 A
nn

ex
 I

II
B

 p
oi

nt
 

nu
m

be
r 

 
U

S 
E

P
A

  
G

ui
de

li
ne

 / 
R

eq
ui

re
m

en
t 

nu
m

be
r 

13
 

 
C

an
ad

ia
n 

D
at

a 
C

od
e 

(D
A

C
O

) 
14

 

 
Ja

pa
ne

se
 d

at
a 

re
qu

ir
em

en
t  

Y
es

 / 
N

o 1
5  

 A
us

tr
al

ia
n 

da
ta

 
re

qu
ir

em
en

t 

II
IM

 1
1 

Su
m

m
ar

y 
an

d 
ev

al
ua

ti
on

 
of

 
en

vi
ro

nm
en

ta
l 

im
pa

ct
: 

su
m

m
ar

iz
e 

al
l 

da
ta

 
re

le
va

nt
 

to
 

en
vi

ro
nm

en
ta

l 
im

pa
ct

 
an

d 
as

se
ss

 e
nv

ir
on

m
en

ta
l r

is
k 

by
: 

 · 
ad

dr
es

si
ng

 d
is

tr
ib

ut
io

n 
an

d 
fa

te
 

of
 M

P
C

P
 

· 
id

en
ti

fy
in

g 
no

n-
ta

rg
et

 s
pe

ci
es

 a
t 

ri
sk

 a
nd

 th
e 

ex
te

nt
 o

f 
th

ei
r 

ex
po

su
re

 
· 

id
en

ti
fy

in
g 

pr
ec

au
ti

on
s 

ne
ce

ss
ar

y 
to

 m
in

im
iz

e 
en

vi
ro

nm
en

ta
l c

on
ta

m
in

at
io

n 
an

d 
to

 p
ro

te
ct

 n
on

-t
ar

ge
t 

sp
ec

ie
s.

 
 

R
 

11
 

 
9.

1 
12

.7
 

 
 

   13
 

 
U

S 
D

at
a 

re
qu

ir
em

en
ts

 
ar

e 
fo

un
d 

in
 

40
C

FR
 

15
8.

74
0.

 
 

T
he

 
ne

w
 

U
S 

gu
id

el
in

es
 

re
co

m
m

en
di

ng
 

ho
w

 
to

 
pe

rf
or

m
 

th
e 

st
ud

ie
s 

ar
e 

in
 

th
e 

8x
x.

xx
xx

 
se

ri
es

 
an

d 
ar

e 
av

ai
la

bl
e 

at
: 

ht
tp

://
w

w
w

.e
pa

.g
ov

/o
pp

ts
fr

s/
ho

m
e/

te
st

m
et

h.
ht

m
  

14
 

 
D

at
a 

co
de

 u
se

d 
by

 th
e 

C
an

ad
ia

n 
Pe

st
 M

an
ag

em
en

t R
eg

ul
at

or
y 

A
ge

nc
y 

15
 

 
D

at
a 

po
in

t n
um

be
ri

ng
 s

ys
te

m
 b

ei
ng

 d
ev

el
op

ed
 

 Fi
na

li
ze

d 
fo

r 
pu

bl
ic

at
io

n 
- 

Ju
ne

 1
7,

 2
00

2 
 



 ENV/JM/MONO(2003)5 
 

 51 

7. Sources and Web Sites 
 
Canada PMRA Guidelines for the Registration of Microbial Pest Control Agents and Products, Pro98-
01, at http://www.hc-sc.gc.ca/pmra-arla/pro9801e.pdf 
 
Commission of the European Communities. Directive 2001/36/EC - Annexes I and II – Data 
requirements for micro-organisms: dated May 16, 2001. 
 
U.S. EPA 40CFR 158.740 Microbial Pesticides Data Requirements, at 
http://www.epa.gov/epacfr40/chapt-I.info/subch-E/40P0158.pdf 
 
U.S. EPA Microbial Pesticide Test Guidelines, at 
http://www.epa.gov/docs/OPPTS_Harmonized/885_Microbial_Pesticide_Test_Guidelines 


