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GENERAL COMMENTS

The Guidelines contain the purpose
and explanation of sampling and provide
sufficient amount of theoretical information
readily understandable for statisticians but it
is not the case for many of government
officials other than statisticians, importers
and exporters. Therefore, we do not believe
that adding new or specific theoretical
information in the current Guidelines would

not help those who have difficulty in

- 149 -

understand them but would further confuse
them by supplying too much information.

To help Codex members and commodity
committees, we propose that a number of
concrete and typical examples of sampling
plan should be included in the information
document being elaborated by the CCMAS,
with the clear and easy-to-understand
explanation about target
analytes’commaodities, background/objective
and processed/steps of the development of
sampling plans.

Explanation for each sampling plan should
include:

Characteristics of the commodity (e.g.
Control measure of production, economic
value) and analyte (hazard or quality factor);

Statistical parameters (the rate of defective
items, mean, variance of the lot etc.);

Rationale to select attribute or variable
sampling plan;

Rationale to select AQL or LQ;

How to set a numerical value for AQL/LQ;

How to set a sample size for the devel oped
AQL/LQ; and

Communication needed for agreement

between exporter and importer.

Practical examples of sampling plan should

be collected from Codex members.

Codex
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EWG

EURACHEM

The first item in the TOR of the EWG
established by the 37th CCMAS was to

identify areas for improvement and

-152 -

amendments for GL 54. You kindly made
many amendments in the draft document and
merged the texts and concept in the annex
into the main text. We also understand that
once the EWG starts discussing areas for
improvement and amendments, it will be
difficult and take long time to reach
agreement. However, we think it necessary
to indicate the amendments you made and

the reason for these changes.

The main body of the original GL54

consists of 3 sections, introduction,
terminology and recommendations, with
explanatory notes for further explanation in
an annex. In the draft document, the
structure is different from that of the original.
We propose to request opinions of EWG
members on which structure is more

user-friendly.

The original GL54 contains theoretical
explanations, mostly in the annex. It was
expressed at the 36th CCMAS that these
theoretical explanations are not sufficient or
helpful  for estimating  measurement
uncertainty as they are too complex. In order
for the GL to be of use, we strongly
recommend to include practical examples of
estimation of measurement uncertainty as
indicated in REP15/MAS, for different
cases. based on analytes, matrices, range of

concentrations.



Despite the importance of
measurement uncertainty, some laboratories
have not been in a position to implement it.
We also propose to include at the beginning
of the document (if an annex isto be used, at
the beginning of the annex) the following
texts explaining why  measurement
uncertainty is necessary for laboratories and

users of the analytical results.

It is well established that it is
impossible to obtain the “true” value from
analysis due to uncertainty associated with
analysis. Statistically the true value exists
with the range between the analytical value
minus expanded measurement uncertainty
and the analytical value plus expanded
measurement  uncertainty. Measurement
uncertainty is available only when adequate
information on performance characteristicsis
available for the analytical method.

It should be noted that there are several ways
to estimate measurement uncertainty. As
each way has pros and cons depending on
matrix, analyte, method of analysis and
target concentration, it is important to
consider which way is the most appropriate.
The way to estimate measurement
uncertainty should be agreed by both the
analytical laboratory and the user of the

analytical results.
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TEQS/TEFs

(potencies)

TEQs

Standard for Live and
Raw Bivalve Molluscs (CODEX STAN
292-2008)

( TEFs )

(

Standard for olive oils and olive pomace
oils; CODEX STAN 33-1981)
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EWG

EWG

GENERAL COMMENTS

The most important in the criteria
approach is that the competent authority
(government, commodity committee) should
specify the range of concentrations for each
analyte. If information on the range is
available, it is easy to convert the
information into criteria.
The ratio of components, toxicity, and
properties of matrices (commodities) are
outside of the TOR of CCMAS, but rather



fall in the responsibilities of Codex
commodity committees or individual
governments.

The recommendations 1 (case-by-case basis)
and 2 (validated methods can be converted
into criteria) are helpful for conversion from
method to criteria and within the remit of
CCMAS so Japan agrees with these two
recommendations.

In the recommendation 3, we propose to
expand from TEQS/TEFs to other types of

toxicological potencies.

)
E
2
3.
3 4
CCMAS

- 156 -



CCMAS

1
Codex 1 CCMAS
OO
( ) (OO
OO000000O@ —~ ,
\ — ] |
O @ () x023 1.02x 1x23 -
oo
1
Ai a
GAP Al s a
a GAP Ai 2 3

- 157 -



- 158 -



, , GAP COP
GMP : ,

-159 -



O
® , 100

000000000000 e
o 000000000000
00000000 | 0000
OO00@OO0O00O0O00OO®

« H» 4L -

.
ole] : |

,item : , item

. Item

item

item

,item

00 /0/0/0/0/0/0/0/00000, item
OOO0O0O000O@O®OOOOO| 150063860

50063860\ LOQOO@OOO0O0O0000OO

==

{OOOOOOOOOOOOOOO}

item

000|000 )| 00®

50063860 11

ooolooo 000

, 100 item

- 160 -



, ( )_:@_ 5.0
L2929
L9299 Q9
L2209 09009,
© 6 o I o JE IO 0 MO MO
[eRoR¢6] o RoRolfoRoRo] ko RoRe!
33 5.0 4.7 7.3

4
item1 item3
item
item 1 item |
2 .3 item
item
4.2
N 60
, 50063860
1
3
4
3

-161-

item 1 100

, item 1
item100 item
1/100

3 item

item



I
(primary sample*)

< =

(Iaboratory sample)

< =

— =

(test sample)

—_
(test portion)

item

-+ =

item

, item ,

,item

-162 -




item

aggregate sample , . Aggregae
sample . , agoregate sample
agoregate sample
aggregate sample
. Aggregate sample
, agoregae sample
aggregate sample
agoregate
sample
aggregate sample
Codex
aggregate sample
aggregate sample CAC/GL 50

(o2}

- 163 -



levd AQL
. AQL

Limiting quaity

LQ

item

.AQL

-164 -

LQ

ngkg

item

%

Acceptable quality



LQ

LQ

, AQL

, LQ
, LQ :
, AQL
AQL

, codex , CAC/GL50

operating characterigiccurve  OC

- 165 -



, pragmatic empiricd

) . , pragmatic
4, 4 ,
4, 4
item
, 10 10 1
, 20 1
item , 20000 8
, 20000 8
item , ,
item ,

- 166 -



4

1

item

agoregate

. item

item

item

- 167 -

item

, 1 item

, CAC/GL 50

aggregate



aggregae
aggregate

» ggregate

- 168 -

item

item

» aggregate

item

item

agoregate

aggregate



- 169 -

9%



primary sample

)

(1, 0)=(10, 2)

3
—8, 10, 12

4-.4-.4-.

b
64 96 8 12

100%
10 RSD20%
10

-170 -



-171 -



-172 -



. Codex

-173-



*|1SO/IEC17025

5 4 3 Codex type
, codex type
CCMAS , .CCMAS
codex . CCMAS
Codex type | type IV . : type
. Typel , typell , typelll , typelV
codex
Type IV
. Typel
typel .Typelll  typell
type
Jtypell  typelll 1
CTypelll , : .Typelll typell

-174 -



5.6

. type |

type

-175-



A B 0. 01 ug/kg . 0. 01
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