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DEFINITIONS OF RISK ANALYSIS TERMS RELATED TO FOOD SAFETY

2009.11.2 215, &#AH
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" J
EERTEBEE
(Food Safety Objective: FSO)

m ALOP [FURVREIHRAREE LDOEEETHY. BERE
NEEIFZEL-LTHREDRAEELXHALLTERS
N53EDTH5. — . MEYFEHFRIEELESHACCP (2
BT EBRIERTOMEYDFELERLREETRT
EDRERTHS, COZDODDHMDELZLIMEERIESED
=OICEEZEEIN-DMNFSO TH5H. EMBEDEBEHEL
LAROIZANSEADBHOKRIZEEIND=H. HE
BRDBMDBLERREEZDEDEHE ANLHERBEINT-E
DTHD, A—TIVIRAEELTIX.FSO DESEZEE
FATOEBRPONTF—KFOFELEELEET
HOC. EDEMERLIE-ERELTORREE
MALOP ZHEA LR KIE (RER) 1&LTWVS,

’ BRICEYENSHIMEM I IERERZETMEH (BRREEER) £21&. &H

" I
Z R H R {E

(Performance Objective : PO)

m AEERBORBEERGE ., 7—FFz—2D
SHELHIDOEE TONF—RFLOIKRE(C
Bd5EIEEZPO &LVS, a—TYIREE
S TIE. PO DEEFIFSO K UE F vl gE%:
HEEIZIXALOP Fif-9 £OI2, 7—FFz—
VDENTNDERBETHERTINSIHZADE
FEEXITEEIRER) ELTULVS,

BRICFYENSNIMEYICET IEREREZETMEH (BRREEESR) £21&. &H




AEYIOIEEREEICHE SN HListeria

moncyto enesD FRIFEIEDE. YURVELH
b\%?%rBigszi’%EE@fJLevel of Protection{&
PO-1 PO-2 PO-3 FSO LOP
[Log(CFUIg)] | [Log(CFUIg)] | [Log(CFUIG)] | [Log(CFUI)] | [Log (1 EIfEEE %S
D) RTV T REFEE D
)
-3.31 -2.14 -1.51 0.13 -10.11
-2.21 -1.14 -0.51 1.13 -9.11
-1.21 -0.14 0.49 2.13 -8.11
-0.21 0.86 1.49 3.13 -7.11
0.74 1.82 2.44 4.09 -6.11

PO-1:[EH A, PO-2:ZIRBEZ DA, PO-3: IR5EkKF. FSO: EHEF

2009.11.2 £48.&H

"
Microbiological Criterion
MC : A MR & £ 24 (I ER)

m £ : A microbiological criterion for food
defines the acceptability of a product or a food
lot, based on the absence or presence, or
number of microorganisms including parasites,
and/or quantity of their toxins/metabolites, per
unit(s) of mass, volume, area or lot. !

s —EEOERPOMEY(RRESL) DL
FIIBHEE#. HAWVEEZRFEIREEMD
RESEZEIZ. BREGHLINEIHS 09D E
BERTETHIREEE

1 CAC/GL 21-1997

Principles for the establishment and application of
microbiological criteria for foods (pg 1)

2009.11.2 £48.&H
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" S
Microbiological Criterion

s 2K EBERELHAINEIHSOVCDES
FRTET LD BHEDHEEEY T
0TS0 DEREFETTRDLNS
MEYEELFTEEE

n ZEEINHEE:

o MEY(ER)

O YU T TS50 (ZRE#RE - Z kA,
10vEH=YDH T ILE. FDith)

O HREEA

O ER(&H)E

2009.11.2 £48.&H

" JE
Microbiological Criterion

m MCIZFNDOYMNPOEFHI-LTL\EMNES
WNEHIE T H=-O DRI
m MCIZRENAHEEEEIIPOLR L TIXZALY

2009.11.2 £48.&H
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3. A—TYIRIZEFH)RIFMERDI R
HEIRADF H

2009.11.2 £48.&H

m 3R AR Z.h DEnterobacter
sakazakiiD A ¥R+ D5 (Codex)

2009.11.2 £48.&H
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I Table 23b. Rejection rates and relative risk reductions predicted by simulation analysis of nine two-
class sampling plans for PIF, with ¢, = 0.8, 5, = 0.5.

Mean Sampling plan Sampling plan Probability of Relative
log (¢fi) code regjection of lot risk reduction
n=3, s=1 1.6 E-04 1.003
n=5, =1 27 E-04 1.0056
n=10, s=1 5.3 E-04 1.009
n=50, s=1 26 E-03 1.05
n=3, e=10 1.6 E-03 1.03
n=5, s=10 26E-03 1.05
n=10, s=10 5.1 E-03 1.08
n=30, s=10 0.014 1.21
n=50, =10 0.023 1.32
n=3, s=1 1.6 E-03 1.03
n=5, s=1 27E-03 1.04
n=10, s=1 5.2 E-03 1.09
n=50, s=1 0.023 1.32

n=3, s=10 0.014 1.19 ﬁ??ﬂﬁﬁ% .

n=5, s=10 0.023 130 %R L g -
-~

n=10, s=10 0.041 1.51 \Il i&] IOg }§%

ol do o o o bo b b A|h b L A L LA LLEbO bSO bbhibhdhid i
—ImTMmMOoOO®@E—|IT6TmMOoOOo®@REr-—-IO0TMOo0O DR

n=30, =10 0.096 207 wn

n=50, =10 014 250 = Flll_'( ) :
n=3, s=1 0.014 122 = (MLC
n=5, s=1 0022 13 -3.84051
n=10, s=1 0.040 1.49 .

0, ou - BRERE:
n=3, &= . K

n=s, s=10 0.13 227 0.695961
n=10, =10 0.20 3.14

n=30, s=10 0.37 571

n=50, s=10 0.46 776

Enterobacter sakazakii and Salmonella in powdered infant formgl@(:)é\_/ﬁ_t@%q@org =)
Microbiological Risk Assessment Series 10 - FAO/WHO (2006)

-
R IR A YIRS

WA n

m e

Enterobacter |30 |0 0/10 g 20K iE
sakazakii

Salmonella 60 |0 0/25g 2Pk

n=REEFB IR TNIEXESEUVRIAE: c = EREIEES
(AVREEREHITT HIRELLGLHHRTELAFAERELH). m
=ERFEME( 2BEBEDEHBEET. BN-REEFEM
Al A MEMZEIIIVE)
Iz X, Enterobacter sakazakiilz2W\T, OykMSn=30DH T ILEkE
Y. ZOHR(CmDEAEE0/100)ZB A DR MEROE (GHEFE ELL

c=0)ZLEEHKRT D 2009.11.2 245, &H
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m Codex@)Listeria monocytogenes

DI EIRIE DB

2009.11.2 £48.&H

BHF D L. monocytogenes DEHMMNXDEBEDES.
ZTDVRIEHTELTE0N:
- 25 TS LRTHRRH (FELELY)
to
- JSLXIFIYYYRILEHT=Y1000 a8 =— forming units

FIXERBIZEEDLANILEBZALNGS

2009.11.2 £48.&H
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FERENDIATIVTIERE

Table 6: Predicted annual number of listeriosis cases when the level of L. m was assumed not to
exceed a specified maximum value and the levels in L m. in the food are distributed as indicated in
Table 5. (Serving size of 31.69.)

Level MexinumDose  Percentage of servings  Estimated number of

(cfug) (cfu) whenmaximumlevel  listeriosis cases per
year

04 1 100 05
01 3 36 05
1 32 17 0.7
10 316 0.8 16
100 3160 04 5.7
1000 31,600 0.2 254

FAO/WHO Risk assessment of Listeria monocytogenes in ready-to-eat foods
2009.11.2 #£%&. &R

HA|DESFEDFRET

Table 7. Hypothetical *what-if” scenario demonstrating the effect that the proportion of “defective”
servings has on the number of predicted cases of foodbome listeriosis.

Assumed percentage of Predicted number of listeriosis cases™

“Defective” servings'" Initial standard of 0.04 CFU/g  Initial standard of 100 CFU/g
0 05 AT
0.00001 17 69
0.0001 123 174
0.001 119 124
0.01 1185 1191
0.018 2133 2133
0.1 11837 11848
1 117300 117363

NoTes: (1) For the purposes of this scenario, all defective servings were assumed to contain 10° CFU/g. (2) For the
purposes of this scenario, an r-value of 5.85 » 107 was employed and a standard serving size of 31.6 g was
assumed. In the case of the 100 CFU/g calculations, the defective servings were assumed to be proportionally
distributed according to the number of servings within each cell concentration bin.

FAO/WHO Risk assessment of Listeria monocytogenes in ready-to-eat foods 2009.11.2 &£#= &H
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Codex® Listeria monocytogenes D4 ¥iR1&

n MEMRELIDLELZNVE M
0 &EMTIBFETL. monocytogenes ZHEEIZTERSE . M DOF
BEMNECYZGLRTE BT, Good Hygienic Practice
(GHP)Y ZT LDHETEEMT . RYRHNHE 5.

n ARSI EULTR &

1LmAMEFELZE L RTER & (pH 4.4k, Aw < 0.92,%)

» AEWRE n=5, c=0, m=100cfu/g, 1ISO11290-2;% T
2)LMANEIET HRTER & (ERHARRMIZ0.5log/g A L DIEFEA

HELHEM)

= AW n=5, c=0, m=0.04cfu/g. 1SO11290-13.T
FEINTIO—F

n BEEFEREBEEBEL. D DORESNIZLARILDBIELMNEEZLELRTE

» FRFIERA L), 2)0)¥E$§t/1\2rﬂ$l//\)bo>,ﬁE%ﬁééh{ﬂt%éa%
% 52 LR (Validated) S X - BB E R TETES

2009.11.2 £48.&H
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