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B Codex General Principles of Food Hygiene(CXC 1-1969)

B FSMA

v" Preventive Control

v Supply Chain

v" Allergen control

v' Recall plan

v' Food Defense

v Foreign Supplier Verification Program
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W Critical Control Point (CCP): EE/Q/\U— Rz > ~C
LI B8, wi’BE (Essential) EIBEE(s)HHACCPS

ATFALACBWTCERAESNS3ATYT (CXC 1-1969)

B Critical limit (CL): EmHA'XITANSNAINEMNZDTD.
CCPOEIRIGE (CRE T DERZRn]gE X/ (FAIERIBETRAR
& (A criterion) (CXC 1-1969)

B sanitation standard operating procedure (SSOP): &0 L%
BN NI, FRUROFERERUERIRWDICERYED -

&Iz

BEL. M OETITHFIE(XE). 87 FZ4FE (Seafood

HACCP)
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(1) Safety of the water that comes into contact with food or food ¢
surfaces or that is used in the manufacture of ice;

(2) Condition and cleanliness of food contact surfaces, including utensils,
gloves, and outer garments;

(3) Prevention of cross contamination from insanitary objects to food, food
packaging material, and other food contact surfaces, including utensils,
gloves, and outer garments, and from raw product to processed product;

(4) Maintenance of hand washing, hand sanitizing, and toilet facilities;

(5) Protection of food, food packaging material, and food contact surfaces
from adulteration with lubricants, fuel, pesticides, cleaning compounds,
sanitizing agents, condensate, and other chemical, physical, and biological
contaminants;

(6) Proper labeling, storage, and use of toxic compounds;

(7) Control of employee health conditions that could result in the
microbiological contamination of food, food packaging materials, and food
contact surfaces; and

: 4
(8) Exclusion of from the food plant. VAMAGUCHI UNIVERSIT)



Good Hygiene Practices (GHPs): ® &£ TR BICEL-BRERMHT 516, 7—
FI—2DINTOERETERASNSGERNTITE R VIR

GHP with Greater Attention

Prerequisite programme (PRP): Good Hygiene Practices, Good Agricultural
Practices and Good Manufacturing Practices, M [EA‘training & traceabilityF D%
DEDHRERUVFIEZELITHT T LTH>T, HACCPY AT LZXET HEMEE
BETHIERMNTIRERVRSEBRWEHZHEIT IS0

OPRP: operational prerequisite programme: B E F-IFZDHEAEHE T,
BEEZGNT =R TFhFELIIFELANILETHEL T =OISEASH, where action
criterion (RWBHIEFR-IIHRT|ICKY ., TREF-ITESOIRNGZIVFA—)LZ T EE
(29550 (1SO 22000-2018)

HACCP Plan: BB ZEDLGADEEG/N\F—FDAVFA—/)LEREET 51=0IC
HACCPOREIICHEWLEfrENT-XE

HACCP System: HACCP plan DER R U TSI WFIEEERT 52 &

Food Hy?iene System: PRPECCPIZHEITAHAEEBEENEHET. BN LETHE
BICELIZTWAILERIATHIVAT LA

Hazard Control Plan: CCP and OPRP (ISO 252000-2018)
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DHEBDEBEANDEZEZEEL, ThZBEBUICEE T XZ, Good Hygiene
Practices (GHPs) [FZDE DR XIZEET £/ \H — RESNERICIFO— LT HEE
g{i&)gg% FBODZEMZIEIHRMIGCHPO RN B BREZRYVHT DIZ+57%
5. EMTEICRYBLIATERT HCGHPH+7M . FHESNT=/ \ﬂS—P’éEQ)Jﬁ(:
AVRA— )L EMEINY RS FZELTRETHENTES, LAL, XTD
FBOs [N EITIE PN E70), HL. FBO B/ NF— RO ET R HLVES
QFBQ(i%ﬁmv R GREIMEE S22 F k2 REKE) S ERLE, B\
g_—ggg%#gﬁé&%d):‘zhﬂ—)b( CE K HYIGERREREAICET AFERICTIKET
V BIZIX . BELGBEREEETS-OORFDOERBEIGLUISLLE. BHIEENEREL -\ —FoHTIZE
DEEREIN TN
v RHRIZ, %ﬁ.ﬁ‘?ﬁ"«ﬁﬂibf‘ﬁnn§é$mﬁi«f_nﬂﬁbf’ﬁ’f/)"/Zii(i BFEDIATDHEFZD/NF—KED
UbA—LIZBET 5B EE T HSEMARMNERLI/NYT—FRITIZE DTS,
SMEBYERLD generic HA X A= AWLVSIEE, FBOIEAAF VAN BIERDIEEIC
*ngn\é;b\ TARTOEET LH/\F— I~75\:l/FD—)Lé#’L’CL\éb\ﬁTtT’\%
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KMO BREZEXEICOVTIE. CEHMOIED. SEIOIFS-BIHEBOBIRICIEEZATOWRVWASIICRDET,
Kotani Masa, 2022-05-24T03:56:07.917

KMO 0 TRV - ANHDENBITEN THABNT T,
Kotani Masa, 2022-05-25T01:12:31.886

ul BmTZEXLZECTTHFTINCEIDEIN, IFS-BFAEFSM 2 TEREEDIZY MY MTRMEZENARIAY M AT LAOEE. #EF,

BEICRE T TRO TV ILL, EEENDFHZRHTVID T, FPX12%%2 11 5HRAETEDLENET,
Hattanda, 2022-05-24T15:49:22.356



CODEX®D 7L ILT V&R

GENERAL STANDARD FOR THE LABELLING OF PREPACKAGED FOOE
(CODEX STAN 1-1985) [CRRI RETLILT VEEU BRI A EEH
;ﬁ)b%yééd}%&iﬁ(ll\i TAE. KRB ZAAVE ANILMNER([FINDRHEBER VLD E
AR

-BRBERVTORSA

IR IR E A

-BERUVKER R

E—FuY. RERVZTDHE &

FLERUEHES ELEZED)

"RKOERUVFVVEG

EEMNO0 mgkg UL ETHAHHRREEIE
https://www.maff.go.jp/j/syouan/kijun/codex/standard_list/pdf/cxs_001.pdf

Fr.TUILT U DERNREET SZR/NTUILT VEEDEZMRROUINERZITE
CCFHA SFAO/WHO([ZIRFER , 2022F P ICHEMARS A MNRESNT-
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FAOWHOR M7 LILT VI BV RITEAXAVMAD hoc B[R B
Part 1: Review and validation of Codex priority allergen list through risk assessment
Virtual meeting, 30 November — 11 December 2020, 28 January 2021, 8 February 2021

TSAF)TAaT LIV

B JI)ILTo%ET Cereals (i.e., NERD
FOMDNETE, SARUEZOMDS
A1 £HE, KERUVZDMOKREZEE RV
%1’“50) hybridized #),

B 5% $Ecrustacea,
m Dfleggs,

m ffish,

B Z)L7milk,

B E—7v*Ypeanuts,
B t1H=sesame,

B 1EE D tree nuts (almond, cashew,
hazelnut, pecan, pistachio and
walnut).

P YN
E & =

prevalence & & %and/or potency
2B 2T —4hRINLEBT-8, &
LD DE GBI TEESR
TL5MD T, Za=[Ebuckwheat,
celery, lupin, mustard, oats,
soybean and tree nuts (Brazn nut,
macadamia, pine nuts)D £>757 L
)bb‘/liﬁﬁﬂ’]ﬁ@f‘ﬁlllﬁul LB
EWVT, FEIMNMBEITLILT VX
t(7‘: SHIEERIT RELNE 815
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B/ N\ —FaHr&
AREME D HH/N\NT—FDYETE L

BHEDEMEZFDERIZBWLVTENDNEELN
H—KThodIEFHlTHE

EEGNT—FIIRTIEEFERERTE 9561&
AN EYAT IR
BEDIRICEZDIL
v RERELERHE
vV —RREAEEEFHEICEREL TH. Reasonably
likely to occurfi/\tF—F

ﬁ-
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Does this Justify your decision for What measure(s) can be

Hap Ident;fy‘mdt&tial potential column 3 applied to prevent or eliminate
. tazar - a4 hazard the hazard or reduce it to an
msSouca, need to be acceptable level?

controlled or
. addressed
enhanced at this :
in the
step HACCP
B = biological plan?
C = chemical
P = physical Yes | No
B
C
[=]
B
C
p
B
P

*A hazard analysis should be conducted on each ingredient used in the food; this is often done at a “receiving”
step for the ingredient. Another approach is to do a separate hazard analysis on ingredients and one on the
processing steps.
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TEDLNILETERBRT A ENTES
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ELTHBEhBNET
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CCPTHHINETHD

(O

A CDAT V73 BESN-EER |

NY— N ZBEREIC TR, HEBR. F7oI3EF
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ATy /. JHEA
FIFEREEBEL,
BEEFERAEET S

(implement) ****

(A

-

ZDAT v 7IFCCPT
H>

ATy ZTICHEHAT 5

X N\Y—KFOEEM(OFY.,. avkO—LR

HhoT=1HE DY PT IENT—FI(C
KHEEDEEM) E. GHPsHEE DRIE
OIS LIZKY+Izaria—)L
TELNEINEEET S, GHPsIE,. BE
#9735 (routine) i GHPs., E£f=(F/\H—FK%
OVRA— )L BEHIZKYKRELEFESE
WHELEFTBHCHPs (A 1X. E=42)2 5
DERER) THHAMBLNALY,

¥ XEBR2~4TCCPAEESNGLVES.
S FEZ (control measure) ZEEE A
9 51=OICTOREFHATEEL,
LN =R MEERTIRETHS,

X OXXEUC/NY—FZEarO—ILT 58
[Z.BDRATYTNEBFHRESHEHT.
CDRATYIDEBFEAMEET SNEDS
NERET 5. TDIHEE. WADRTYT
#CCPsSEZERBARESTHD,

OXKKEF TN —F o fELIz#%&. DT
MDFEEIZR 5,

YAMAGUCHI UNIVERSITY



FSMA Preventive Controls for Human Food
Regulation

FDA FOOD SAFETY
MODERNIZATION ACT
e ————————————

THE FUTURE IS NOW



IEFEZ I ILZARIL

Current Good Manufacturing Practice, Hazard
Analysis, and Risk-Based Preventive Controls for
Human Food
(Title 21 Code of Federal Regulations part 117)

16
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102 | NAATERIZEDEER
e 15 ¥R D BB | B - K EIK
EANDEIFDIRIE
5103 |CGMPIE N/ N —K o #r
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BERA N1 EARBLIRE

B ELER:CGMP+PC

BKEBM. O1—X:CGMP+seafoodljuice
HACCP+PC

B iFRIGEFI D H LB G CGMP+PC+4FAIEGMP
ZL'RFAFARZ21CFR part 106
FEMMBE S 21 CFR part 111
KBS B S 21 CFR 114 and 108.25
ARILAYERE K21 CFR part 129
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51035 CGMP, HA and Risk Based Preventive Control

-
Subpart A —ARRTE T, EADEEE., RlRGE
SubpartB  CGMP 1"129’]&%5‘% BEMLHEERVEE, #ErUVE O O O
=
SubpartC  NH—F4Mf,risk  BRELHE. NF—FHH. FHER. Ja—Lit O O X
based Preventive B, E=AR)) . RERE/MBIE. ZL M. PCal
Control
SubpartD {EIEZEH BEIEHEERICERAINAEEEN, ERZAKEFHE L A O
gw EEHOH;IREITHMRITEAINSIEEEH
Subpart E EI&EERFEFROMBE  FOALEIEFEERIZ TSR BREEYET AIREEDSH X X O
HRRGE

SubpartF  {ER-IREANELIE KRsubpartDEHENBERINDECER. SLEkITERASIN O O O
RISERASNSEH]H H5—REHLGE
Subpart G HTS5AFx—>-T0O Subpart CCRAELHIMLI-FZRICDLNTOH. 4TS O O X

95 L 49‘1—/75771-\()1?*1*411)\%5'&0) ) DE
FEETDEOHDEH., ZTANEZOEESE



HARPC

« FPEIa FA—)LSection 103 of FSMA
v EFNEEBM
v BYHARR
« ECa>tTrZAHACCPEIEEDS (HACCPIE
HARPC@subset. HACCPMD L 72)
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Hazard Analysis and Risk Based Preventive Control

— Key elements
« )\ —RZEFEL. FHil
- J\B—RZEFpxELEO> vO-)LITBT0OT
> In/FINEZVERK
s PN > bO—-I)LZNRNICEZST—F D5
EZVERRT D
« ETAUDRFRZMIFTD

« PN bO—)LICRIENRE UIEIGED
Corrective measures=4FE 9D

« B




Preventive Controls for Human
Food*R 8D B B

o FL$HETET= current good manufacturing
practice (CGMP) B3R FEIHMD LKL
s NWH—FDT BRUL URVIZEDSRAFTH

et 1

EIRD-ODFH-TZFSMADEREIEDRTE

inm




Preventive Control for Human Food

- E
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Current Good Manufacturing Practices® BB #T

« PUILT D DAREF I (cross-
contact) %9 B R (Protection)

« recommendations Z 5L HAHIENDFIER
Hll bR

s HB.FL—=2TFDULDOHhD
recommendationsMMERFBIH(ZF& L (F
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RmEREFHOANR

WEIXED
o J\H— R e HACCPF— /s
» preventive control . JO—

- LEES . WESRODEE

- 7ULILT > . 0 DEAh

- B ITOITS A —HRYRR

- HiaREEE

- Ud-IILT35>

— . RATHEEDNRZIRILET 5DIE
° :|::9 ) \/0 . a&%*jétlﬁ\ YT, M Dpreventive control DB K

IREEDTZSHDFIRE =

- YJS+F 1 —>Supply-chain program
- [EINTZ> Recall plan

UHROBREREL AT LICHITHE




/DN

B L& EHH vs. HACCP Plan

BERLHE
NF—Ra NF—Ra
RATFEHEIE (PCs) CCPs to control food hazards
Process controls* Critical limits
Monitoring™** Monitoring
Corrective actions** Corrective actions
FRELE** FRELE
Records Records

*Process controls have, as appropriate, parameters and min./max. values

**As appropriate to ensure the effectiveness of the PCs, taking into
account the nature of the PC
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preventive control[EHACCPLL EDHDZEE L

Hazard \
/ [ Analysis I* E 1
Preventive
Controls < =
{CCPs, allergen,
sanitaien,
supplier, mcu

Parameters
& Values l
4 MonitlorJ I

Verification & Corrective
, Action or
[Recordkeepmg] —_>{CD"“ m& |
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BISAFI—TAT I L
Supply-Chain Program

o« Bl E/MTHEERIESZARIOI

—)

(“supply-chain applied control”).hN E RSN 5
FRMEOISO—ILZRET D=, URYD

ICEDIY TS 4A1Fz—27

gHILE

75 L%H

B IS4 F—2705 5 LIFTO—H—OBEE
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food safety records
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< TR Al HAEES500 10075 RILFEHE)
(88103%%) AKi)
EEYREE  1826H 1826H 18268 (MEfTH 18288 (HETH 18278 (T
#E RAZARAINEIT ERHERR (X H5251%) N5 381%) B 545F%)
(85105%%) JSONE  EAER (R EAHR G5ts ERER (G
%) A1) 25F RILE~ LER2.5A L
5055 RJLk#) A E~25R R
JLK i)
SHEMHAEE 1826 58308 (& 38198 3818H
BIETOYS SE&RANET MENS18H ERERE (ERE BREEPE LS
In A%) FB500 K@D 10073 RILEKmED
(85301%) EFEER (B BRXA—H—(CH BRX—H—(Cx
) I BIRE) I BIREE)
wEmRER 4858 48568 (N8 486H (&fmBEH
X RRAINKR BHS15E) 5258%)
(8111%) 4H6H EFEEAPR (B EFEHEIR (R
AN 8l #8500 AXiE,. &
686H AR 2,750 73 I
BHRAINET L)

ENNRAES 5826H 78268 (ME/TH 78268 (& 785268
AERDBS1E B AR A TR MNS3FERE) TEMS4E OETED
(58106%) 5H27H ERYE (R %) S55642)
RIGRAIAT 1) maEgE (TR
78268 FE FUEEES00 4 o005

B AR Al StEA T AKiE) ) L)



FHI DX Rm B

B 1 F B& 5t subpart BERINhS
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KEE M Seafood HACCPEZF5{FIF 54 Subpart C&G AB,D, E,F
TLST=6

Toa1—R Juice HACCPEFF T[T T  Subpart C&G A,B,D, E,F
L\5DT

BRI &L 21CFR/SN—F1132d108. 35 Subpart CRUGnoutiffiZE  A,B,D, E,F

A N —F[ZDLNTDH

FEMBMBS 21CFR/N—RL11FFE{THF  Subpart C&G A,B,D, E,F

7ILO—)LEr EIFBFEEEEFE-1X1986 Subpart C&G A,B,D, E,F
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RECALL PLAN
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Day One Chapter 1 Introduction to Course and Preventive Controls

Chapter 2 Food Safety Plan Overview
Break
Chapter 3 Good Manufacturing Practices and Other Prerequisite
Programs
Chapter 4 Biological Food Safety Hazards
Lunch
Chapter 5 Chemical, Physical and Economically Motivated Food Safety
Hazards
Break
Chapter 6 Preliminary Steps in Developing a Food Safety Plan
Chapter 7 Resources for Preparing Food Safety Plans

Day Two Review and Questions

Chapter 8 Hazard Analysis and Preventive Controls Determination
Break

Chapter 9@ Process Preventive Controls
Lunch

Chapter 10  Food Allergen Preventive Controls
Break

Chapter 11  Sanitation Preventive Controls

Chapter 12  Supply-chain Preventive Controls

Day Three Review and Questions
Chapter 13  Verification and Validation Procedures
Chapter 14  Record-keeping Procedures
Break
Chapter 15  Recall Plan

Chapter 16  Regulation Overview — cGMP, Hazard Analysis, and Risk-Based
Preventive Controls for Human Food
Wrap Up
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Foreign Supplier Verification Programs
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IMPORTER NAME

DATE
ADDRESS Ql APPROVAL
FSVP Food Hazard Analysis (HA) Form Example*
(1) (2) (3) (4) (5) (6)
Food/Food Identify known and/or Do any If yes, by Justify Desiﬁ:iz:‘:rgi‘(t:)lre il
Product reasonably foreseeable food food safety hazards whom? yc?u.r
safety hazards decision
B=Biological require a control? for
C=Chemical Yes No column 3
P=Physical
B
C
P
B
C
P

HA Performed by Another Entity (if yes, describe your assessment of HA and
include Entity’s name, address, email, and date of HA)?**

*All supporting documentation should be appended to this form

**If another entity performs the HA, you may meet the requirement to determine whether there are any hazards requiring a
control in the food by reviewing/assessing the HA performed by that entity. Your review/assessment of the HA must include
documentation that the HA was conducted by a Ql.
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Determining the FSVP Importer
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VERIFICATION SUPPLIER EVALUATION
IMPORTER NAME
DATE DATE
APPROVAL
ADDRESS Ql APPROVAL
DATE
FSVP Foreign Supplier Verification Activity(ies) Worksheet Example*
Foreign Supplier (D4 B Foreign Supplier DEFT (FT7EHE)
. Food Product Description(s), including Important

#iIA\ L 7Food Product Food Safety Characteristics
Process Description (Ingredients/Packaging
Materials)
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IMPORTER REEVALUATION REAPPROVAL

NAME DATE DATE (IF APPLICABLE)
DISCONTINUED USE DATE

ADDRESS Ql APPROVAL

(IF APPLICABLE)

FSVP Foreign Supplier Reevaluation Form Example*
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Foreign Supplier {X7T
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WA LB moEl, 58,
ANEZE EOBEET ST

BiHtio Z A 7 ** (AL, EHIAIZ R

b a— LS I b O, TR T oRenE R
> TAHY)
B RRATD D R B OFE R
New Other R DOR2M
V7T ¥ —DOFIE, EfEHE Significant W EET B %
EOTREOER FLWEA | FrLwY B LWEL L | Compliance Action(s) Supplier’s DO DH L
(1.505(a)(1)(iii)(A)) 77—k a—)b & — ((1.505)(a)(1)(iii)(B)) | Corrective Actions Hept

NEYFFA Y —IckoTary bae—
MENTWBARMZENT— FDERE

T,

NES T F7A¥—Dar tnm
— NV OFIRICBETHEE




FSVP Foreign Supplier Reevaluation Form Example* (continued)
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Foreign Supplier Verification Program
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Email: toyofuku@yamaguchi-u.ac.jp
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