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1. B#Y./PURPOSE
FSSC 22000 FREIHEBNDBREETEACAVNN AT LIZEIT 3R EEEOEEA FEIET DA IV AXETHD,

Guidance Document to assist FSSC 22000 certified organizations on how to implement equipment
management in their food safety management systems.

2. [FCHIZ/INTRODUCTION

RIFEEIZFEY % FSSC22000 BMERFIR 2.5.15 (&, MM RUEEIZE T T HTI—FI Z<ETDT—
RFz—>h7d)—IcBERAINS,

FSSC 22000 additional requirement 2.5.15 on equipment management is applicable to all food chain
categories, except subcategory FII on brokering and trading.

GFSI (v2020.1)I= &35 EDE FIE LT DREY:
The definition of equipment as per GFSI (v2020.1) is as follows:

GFSI DX REFI-EFNBRAT. BIX. EEEH DL /55 AJREIZT S/EDDRBRE - [FI|1=wfEld
1=, 0 Rl (FALDEBE LN FNSEEFET B/=DIZRSEL T IN—F N S NZFASDIEEIEIZE LY
—EXRBLUVFEREZL), R LB ZEST=D DI - BAZHIE X T A,

Machines and equipment (including their parts and components necessary to link them together, and
their services and utensils necessary for their operation), feed and food transport systems to bring
Ingredients/packaging to them, together with food storage and display units to allow the processing
and retail of food, feed and packaging materials in GFSI scopes of recog

RAF—LIZEFNLRHEEEERIE, HENGHFNBARBTERSNTNDLEHERT B0, T FTRFZ
HPERFRFEOEREICHIBEEIRIAEBOP TERIN TSI LETER T 21=DICHARTNTIS,

The equipment management requirement included within the Scheme has been incorporated to ensure
hygienic design has been taken into consideration at the purchasing stage, as well as to ensure that the
associated risks of new equipment or changes to existing equipment have been considered within the
organization’s

BENGTHAU L BROBEYFEN. EZEW. DEBENFREBRTDIRVER/NRICHWZ ST F1 THD,
WA OHB REIRECREL, TNICTHA MR THHIEE RIS D,

HEBROBEAENGFRENCLRY, &R - BEDOHRHBMADIENTE, ERE L >TULLEEI~DRBZBLRIRETH D, (F 3)
Hygienic design is a design that minimizes the risk of contributing to the microbiological, chemical, and
physical contamination of food.

It ensures the equipment accommodates and withstands the cleaning, sanitizing, and inspection
processes involved.

The equipment's hygienic design enables it to hold up against high temperature and high-pressure
washdown, including, where applicable, exposure to cleaning chemicals depending on the industry 3.

FRIEOBENLGREEL. HESNIBRRDODLEHICKRELELEE S ZLAIREMELADY. LLENLNEE>TONIE, &
REGEHETDIANLOCEEEBOTIVROTLEICELEERITT LIRS,

Good hygienic design of equipment can have a significant impact on the safety of the food to be
consumed, and if done incorrectly, it would have adverse effects on the people who consume the final
products and the brand integrity of the manufacturing organization

BENGHFTORAICELUTNEEND
Principles of hygienic design includel:

« PR Accessibility

« B Cleanability

* #EKM4EDrainability

« MEOBEE M, Material compatibility
- [@Bf4,Segregation

« REEMIKSurface and Geometry

EHEDG (B & A T2 HRETIL—T) BRINRELZ B2 (CE) NAMIGEXERHR), 3-ASSI B EI1E, #HEHD
HAEREICEALCEERICHR—IEAI TV AER BT HHEDO—EETH D,

EHEDG (The European Hygienic Engineering and Design Group), the European Committee for
Standardization (CE), NAMI (The North America Meat Institute), 3-A SSI, etc., are some of the agencies

FSUINR 2N T A T F T 4 AL I DR THY, L DB IERLTT,
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that provide support and guidance for industry in relation to hygienic design of equipment.

LD OFIZIX, EHEDG., 3-A SSIAE, RFBOMN —=24 - TOT T AIZE DN FERFIN—=0F - 0—
RERBLTNDEC2EH D,

Some of these organizations also provide hygienic design training courses based on recognized training
programs, e.g., EHEDG, 3-A SSI

GFSIEF -, BREZECBVTHRBOBEENRINEETHL EL, HTIV—IL BLU JI OEBISHLTHRHED
BERFEEHRITTND,

GFSI also identifies equipment hygienic design to be of importance in the food industry and has specific
requirements for Category JI and JII organizations].

FSSC22000 ZF—AIFATIV—JI BLUR JIL Zd R ELTWEWD, BRIBEDHEREREHEL T GFSI ARELT=
CNHDEREBEBEO—EHE, FEEEICEIT S FSSC22000 :BMEREIE 2.5.15 #RHEd MR-, RN ERT
NEBEERBFRRELG D,

Although the FSSC 22000 Scheme does not cover Category JI and JII, some of these requirements
identified by GFSI for the hygienic design of equipment is a valuable source of information for
organizations to consider when implementing the FSSC 22000 Additional Requirement 2.5.15 on
Equipment Management.

3. A% HE SCOPE

Z0 FSSC 22000 AAFVANEIE, FIERETOT—RF—rHTI)—IZx9 % FSSC 22000 EIERE
18 2.5.15 RiEEEOEREICETIRENBBERRUVHASVRERATIHOEBRBERATOHARZAELT
ERESN=HDTH D,

This FSSC 22000 Guidance document is meant as a guideline for the food industry to provide practical
information and guidance on implementing FSSC 22000 Additional Requirement 2.5.15 Equipment
Management for All Food Chain Categories, excluding FII.

4. FSSC 22000 R&—LERZEIH /FSSC 22000 SCHEME REQUIREMENTS
IN—) 2- B 6 RDEBEZT SN EKREFIE

Part 2 — Requirements for organizations to be audited in Version 6

2515 RIGEHE (FI #fp<27—FFz—>H7TY)

EQUIPMENT MANAGEMENT (ALL FOOD CHAIN CATEGORIES,EXCLUDING FIT)
1SO 22000:2018 @ 824 IZHIA T, ML FEITHOLEITAULLLEN:
In addition to clause 8.2.4 of ISO 22000-:2018, the organization shall

a) BERGRE!, BFINSZHBEREBEBEEEKREFE, RURYRSEG LS DR EDEHERIZS 5T
8, XEILENEBAMFEEZTF D, YT T71V—I%, REFNIEAFZ B T BFFEIEH LT AILE
Y AN
Have a documented purchase specification in place, which addresses hygienic design,applicable legal
and customer requirements, and the intended use of the equipment,including product handled.

The supplier shall provide evidence of meeting the purchase specification prior to installation.

b) EAR GRS F /o F R IEDEEIZ T BUR DI E KT EEHETACIFHETL, EfT S, CHlt, FE&E
BRI -G E 58 TE L X ZEIESINLITAULLS L, BFFDEX TAIZH T EEZSNSZEF5H
L, BGEBFRERELT EHLLITAIZELLSEL,
FEstablish and implement a risk-based change management process for new equipment and/or any
changes to existing equipment, which shall be adequately documented including evidence of
successtul commissioning.
Possible effects on existing systems shall be assessed and adequate control measures determined
and implemented.

5. EEDF51Z /GUIDANCE FOR IMPLEMENTATION

5.1 —#H 15 >R /GENERAL GUIDANCE

FSSC22000 AF—AEDREEE:
In the context of the FSSC 22000 Scheme:

FSUINR 2N T A T F T 4 AL I DR THY, L DB IERLTT,
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s COBEXRFIRIT, BENGRFTICHEEZEZASRREMEDHD. MBOKIBLERIET 23D THD,
Ea—XDRZHRE DNV ARTRILDRIRGE | AV TF U XIBHET 2RI ENTHD,
Zhld, ISO/TS 22002-1 D 8.6 /G L, B&EY % PRP t/2—EBREDAV T TV ADETHR LN,
— B EEDAE—R7yTEBHELEETEIAVADIAVRTNILNDBNFZEBENLSBE R, BEETVDFK
SHORBELEDRBELEST DERGEBLAEINS=H, BERETIRITEZRAUNIRE LS,
BDFELTIZ, A= RVERHTA MO EEEAMOE ST DIAVART NILMDTIZAT UL AR —ZHREL. B
EBOTIZERBO/NRATHBEDIDER/NRIZTDIENEZDND,
This requirement relates to significant changes to equipment, which can affect its hygienic design.
It does not cover maintenance-related activities such as changing a fuse or replacing a fraying
conveyor belt.
This is addressed under the maintenance section of the relevant PRP sector-specific standard, such as
clause 8.6 of ISO/TS 22002-1.
Whereas modifications such as installing an additional conveyor belt to an existing line for the
purpose of speeding up production would be considered a significant change that would require a
review of the design of the existing line, and therefore a hygienic design risk assessment would be
required.
Another example would be installing a stainless-steel tray beneath a conveyor belt that transfers
bread rolls from the cooling line to a packing machine to minimize the build-up of product crumbs
beneath the pack

FREEEERFEIL, RBCERGEEIDDISEERE, BFORGECEETLEESZDILERL,
OHE. BETOERES AT LANDEEETEL, N —REBERELLISHNT 5-HDBE UG EBRBEENE
BENTWSILEHER T DRENHD,

The equipment management requirement would not directly impact on existing equipment except
when there are significant changes to the equipment.

In this case, the organization would need to assess the impact on the process and system to ensure
adequate control measures have been implemented to address any hazards and food safety.

P REROBAXIHLORIREAGIND=O, BBIEEENGERVBALERKO—EELTERIN TS
LEFER T DMENDHY, AFEOEREZENABEAIND,

Purchasing second-hand equipment would be seen as "new" equipment, and therefore the
organization would need to make sure that hygienic design has been considered as part of the
purchase specification and the requirements of this clause would apply

f=f2L. IS0 22000:2018 M 8.5 IHDN\F—RAFIZHNT, MEDRFIBEE T NP —FRUBEET SRS
(F. KARELTHANGT DL BENHD_EICE R T DENEETHD,

The organization is not required to assess its current existing equipment against this requirement,
unless existing equipment undergoes significant change; however, it is important to note that hazards

and associated risks relating to current equipment would still need to be addressed within the hazard
analysis under clause 8.5 of ISO 22000:2018.

5.2 A {4k PURCHASE SPECIFICATION

2.5.15()IZfEL, ML, BENLEE. BRSNS EANERFERVERERSZE, TR REETHEE
DENEINDFEAFAECKIET D, XELSNEZBAAKREEZ/BA TORTNIEGSERN,

In accordance with 2.5.15 (a), an organization shall have a documented purchase specification in place
that addresses the hygienic design, applicable legal and customer requirements, and the intended use of
the equipment, including the product handled.

BREEEEICE>TEELGILF, Z—X gEh. EABMICH I 2HAMGFCHRA. ERINTHSFERR. EH. H
VNI BLEEENOHICEA T HEDE | EELORRICAREICE 2TV ETH D,

It is important for food safety management that expectations and interpretations of needs, capabilities,
and intended use are clear during the development, realization, or handover of food processing
equipment when it is newly purchased from the manufacturer.

BEORFIRICHEL, ML, HEBREBA T DH1IC. BEBOBEAMLIRIZONTXEL T 2RELD D,
COHREE, X/ BESN B RS TORBOT OB EDE £ R/ TA— R T HRENDS,
In accordance with the requirement, the organization needs to document a purchase specification for

SN2 PN T4 TAT 4 AL BRERTHY | JALDOH B IER T
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each piece of equipment prior to purchasing the equipment.
This specification needs to address the specific hygienic design parameters for the specific type of
equipment being ordered/manufactured

BIZIE NYN—=H—=NTABEROT—F VT ITAV—HE RURSEREED. EBROEAENERET 2%
ENd D,

BALRERILY 5012, BREHEOFERABEN, BREENT—RORE. Tl (VRIT7ERAAUN EE R LM
BRI T CRANERET RETH D,

The intended use of the equipment must be specified, including the product handled, e.g., burger patty
packing machine or corn chip fryer, etc.

To establish the purchase specification, the organization should conduct an equipment design risk
assessment that takes into account the intended use of the equipment, food safety hazard identification,
and evaluation (risk assessment).

FERAEMANHIAL, VAV T ERAAVMDRERIZE DN TEEXFRIESN LM RBOBREICREET 2URINRFESN A
blE, BROEZLUEHRAR T HOICHECHENRRAZ. BALKRSOFTEA MRELETNIEESERN,
HEDBERTENBEREENDHDHEICIE. ZALIEEALCKREICHAATNRTNIEEDEN,

Once the intended use is known, and the risks related to the type of products to be packed or
manufactured have been identified based on the outcome of the risk assessment, the hygienic design
principles required to ensure food safety should then be adopted/specified within the purchase
specification.

Where there are specific customer and legal requirements, these must be incorporated in the purchase

WD, HEELPBERESN=ARICELTEY, HEOCBEMNL) BENR/NRICHALSN S EEZRIALE TN
F7RBH7E0N,

CHIZFE ARL—F—IZLBHBORYRNER/NRIZT BI=0D, N N=H—NTA BBV EDL—XI)L—HN
—Xo, T4 IRRFORAZHIE, FIRT =-HDTFAV—RIT—ILt—TBLEDHENEEND,
HEDEFRDODBFERFEELER I NETHD,

ARRIEXFE SN, FILOKZBRDOBANETBESN SR EBINZITNIEEDREN,

The design of the equipment must ensure that the equipment is suitable for the intended use and that
(potential) contamination of the product is minimized.

This can include features such as see- through covers over the burger patty forming line to minimize
handling of the products by the operator or a fail-safe lid for the fryer to control/limit opening and closing
while the frying process is taking place.

Recognized hygienic design standards for the specific industry should be considered.

The specification must be documented and implemented every time new equipment is planned to be
purchase

MBS E BALKREC, BBA DD BENGHATIHRTERVRRERE LOURVEBBICHSESE
ELHBL, T BRBOFERBEARNTHENICLREITRET 5O ERIEHRE BRI RS EMH
[CRBTIEENDI LA, BHELTEDHINETHD,

Organizations should also include a requirement in the purchase specification that the equipment
manufacturers have the responsibility of informing the organization of any food safety risks that could
not be eliminated by hygienic design and also of providing the organization with an instruction manual
covering information needed for hygienic safe operation within the limits of use of the respective
equipment.

CHIZIZLLTRIAEENDID, CNBIZREINDEDTIERLY,
This includes but is not limited to:
« FIRHLVIEELDOFERICEET 187K Instructions regarding limitations and operational use
© B FER(BIAE, GIHEEFIRELEE)ICEHTHER
Instructions regarding technical measures (e.g., control or inspection devices)
© B ER. BSOSO SRIZEET HHBAE
Instructions regarding disassembling for inspection, cleaning, and maintenance
+ JB51RIZBAY 515/~ Instructions for cleaning

BEOREDEE, HAINIRIAEBAD IO 7 OA T F U ABMENEELERETHO>TH. BRRETF—
LEENT DB EFIDEFNBE ERAL TERSEER T DA TE, T HRICEMANBENFELLEWNG AR,

FSUINR 2N T A T F T 4 AL I DR THY, L DB IERLTT,
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NEBOEMROZIEEFIATEHELTED,
For changes to existing equipment or even equipment custom-made by the Certified Organization's own
engineers or maintenance technicians, specifications can be written by using the expertise from different
departments that form part of the Food Safety Team, or if the expertise does not exist within the
company's own personnel, the assistance of external experts can be used.

ERIANIEBLLTE, FIAE, MBROBEITERASNIMBOEENGFRET. T4bE, ATUL A, BT
HONEEDDBESNCTERHN BT, BGEM —VE(EZO LA TEI7R S —2ETHIE. BEASNIMFOD
AELEFYEFST=OICERE LT VMOSFIZHAYCBDRDYICHAEDITEILE, HEBROBEBDOFREGEESS
[T 2=,/ BHEICERUMFT 2L RNEREZBHNELEDBOBRGE, RENETLND,

Items to consider, for example, can include the hygienic design of the materials used for the construction
of the equipment, i.e., stainless steel, smooth and continuous edges where welding is done, fasteners are
to be avoided in or above the product contact zone, rounding of piping and ductwork instead of sharp
bends and corners to prevent dead ends in enclosed fittings, mounting on legs/ wheels to facilitate
cleaning and sanitation around the piece of equipment, ease of disassembly for deep clean purposes, etc.

H—ERLNILEREL, fiaE HEELBERBEOBTERIN AT EESEN,
A service-level agreement should be drawn up between the supplier/manufacturer and the purchasing
organization.

2.5.15(@)IZfEL\, YTV —IEFRBATNICEAARE B L TV BT E IR E LA T nIEmniii,
In accordance with 2.5.15 (a), the supplier shall provide evidence of meeting the purchase specification
prior to installation

BIZIE, BEZEDR A7 LEBALRIELEL. COLEA—DIEREHRF T 52N TED,

The equipment manufacturer/supplier must provide evidence of meeting the purchase specification(s)
and the requirements set out therein, including any customer and regulatory requirements, e.g., the
manufacturer's manual can be compared to the purchase specification and evidence of this review
maintained

53 YRAHOR—ZRDZEEEE IO+ R /Risk-based Change Management Process

2.5.15(0)IZfHELN, MRIE. FIRBRERY/ XEBEREOEFEICODNT VAIR—XOEEEFBE IO XE/HEILL.
ERELARIT LD,

In accordance with 2.5.15 (b), an organization shall establish and implement a risk-based change
management process for new equipment and/or any changes to existing equipment, which shall be
adequately documented, including evidence of successful commissioning

ZEEEOENI. RRICLIBEARE~NDEEZFRL. BRI BUGENEBLEEFREETTIHL
SICEFELIETHETHD,

The objective of change control is to handle changes in such a manner that the impact on food safety by a
change is foreseen and not missed and that the correct mitigation actions and control measures are
executed

EEEFEE, BN RV mEEREL. BENFERACEODVWTIRIVBEREEZREL. EEEXELTIIEND
5%,

BREEF—LF EEEETOCROETERREICT 5720, BETIEEENCNOOERFEERHL TLDT
LEERTDRENDD,

Change control consists of the organization undertaking a risk assessment, determining risk mitigation
based on hygienic design principles as well as documenting the changes 1.

The Food Safety Team should ensure that the relevant managers are aware of these requirements in
order to ensure that the change management process is followed

REBHLUEERKERM:Installation and commissioning phase 1:

oERE: FEH. ELLVESNAZEIN, RBIN-EHREBIZK O THRESNTWDIEEHERT D,
BT T4V —DYANTTIUNTIE (AL THEEV S/ FEEEYE O IR0 T, BEABTOSE
LETIC. BERBNT T4V —DHY AN TI5Z AR (FAT) =BT 528,
Installation: During installation, check that the correct equipment has been received and has been
installed according to the approved specification.

FSUINR 2N T A T F T 4 AL I DR THY, L DB IERLTT,
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For equipment that has been prefabricated (assembled and/or assigned) at the equipment suppliers'
site, a factory acceptance test (FAT) should be performed by the purchasing organization at the
supplier's site prior to delivery at the purchasing organization

iR HER ERBOBATERTSHIC. BAMKRERLIVS I —< a7l HIRFERSNA TS T~
TOWBEGERR) NTA—EBLUMLER. [RAMBE. AEN, BRSNDIFERMREL ER T 2=HITH SN DIEN
REFSHRF USSR,

RS2 ARER (SAT) (E, A ERERNMEBANICHESN., REENRBSNERICERININETHY, &
W, HeEEREET,

Commissioning: After installation and before use at the organization's premises, it should be verified
that all functional (operational) parameters and specifications, limits, and tolerances detailed in the
purchase specification and user manual/guide can be met to achieve the required hygienic performance.
A site-acceptance test (SAT) should be done after the equipment components are installed and
commissioned at the organization and typically includes functional testing.

HARIE. ISR ESNEEARZaT IV HARZ RO TERETRYICHRE S DT LETER T 272012, ZHMERER
FAENT—2av BB ERETNETHD,

CHICF BRRE, BE. HEEOAIE. RUEEOZUHERER(NIT—2aV)EFBEELETHD,
HZUMERON)T—2a0)E RIENRFRSNDATFHIASN, FHESNTODRIREMENH DAY, £ EICHITDETE
SNEXEFRESNERAEEERICANT, TEROBEEMEERD—EELTE T INEINETTHD,

The organization should conduct a validation study to confirm that newly installed equipment
functions as designed according to the manual/guide.

This should include food safety, quality, cleanability aspects, and cleaning validation activities.

The validation, which may have been initiated and planned prior to equipment being built, should be
completed as part of the process qualification, taking into consideration the planned or projected usage
in production.

CHIE FSSC22000 MEMEBERFIHLFIFNEDEDTHDA, TN E TRIARBREDMERECFAL TELEE 217 TLVEL
B OHERICOVNTIE, BAERFTOVRIT CAAUN BEDT—REIGHA KRG RFA/N)T—2avERT5HL
EHEEL TS,

COXARIZHENT, VAT T ERAVNZEIE MBBIE. HENBYTHIAEID, FIEHENTEREHER Y 5=
BITHAETOT I LERBTRENEINEHIMT Bz, TEFEA/NIT—Lav (ZAERER) ZEELTUVELNS
BlE. BEBBOREXAE/N\)T =23V EEETRETHD,

Although it is separate from the FSSC 22000 additional requirement, it recommended that existing
equipment, which has not previously been evaluated in respect of their hygiene-related performance,
should undergo hygienic design risk assessments and a retrospective cleaning validation based on
historical data 1.

In this context, based on the risk assessment, the organization should undertake a cleaning validation of
the equipment if they have not done so already to determine whether the cleaning is appropriate or
whether changes to the cleaning program should be made to ensure hygienic operation.

FREEEOTRICEET HOERFEELERT D55, 15022000:2018 D 6.3 HEE R T DNENHD,

fA . FSMS O—#BELTHRAERBSN TP EE TR IO, HEBEDIRIR—RADEREBR IO TR EHH
ALRETHD,

ZHEE BEOTOERIH S TXEESNDINETHY, RIFSNDNIE TS 6.3 BOERFRICERLZTN
(F7RB7R0N,

When implementing this requirement related to the management of equipment changes, clause 6.3 of
IS0 22000:2018 has to be considered.

Organizations should incorporate the risk-based change management process for equipment into the
change management process currently in place as part of the FSMS.

The change should be documented according to the existing process, keeping note of the requirements of
clause 6.3 for retained evidence

XEESNEEEHBEOHELTE, FTEE/ EXREORR. RERV/ XFHEBGOHAXEEER. AE.F
B, RERELREDABEICNER)Y—R RURAT—ER(ETHXIETET)EETIIENTES,

F—LIF, BTEFCOEEESDOLEL—ERET HHIC, LEA—RFBEFRET RETHS,

An example of a documented change summary can include the indication of owner/ requester, the due
date or target date for installation and/ or commissioning, the required resources for commissioning in

FSUINR 2N T A T F T 4 AL I DR THY, L DB IERLTT,
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terms of personnel, time, and capex, as well as the status (in progress or complete).
The team should hold a review meeting to facilitate the review of the change progress until completed.

2.5.15(D)IZHEL, BEFS AT AT 2 B0 RTREMZ ML, BUAEESREREL. EET DL,
In accordance with 2.5.15 (b), possible effects on existing systems shall be assessed, and adequate control
measures determined and implemented

L. REOEE MBEOEELTML. BEOEREICL >TNT RO TRESNEBEFEONT —RIZEET S
DROWEBXRIEEINT 2MNEID, XIEFT=BNYF—RNEASNDINEIN T T DNENDH D,

ZD5E . HABIFRTOEEREZTML. BRETHNIBETIBNENDD, BIAF. E=2I T OEELIEDOT R
ELHDNE BINDEERREREILT D,

The organization needs to assess the impact of the changes/modifications to equipment and determine
whether the change in equipment changes or increases the risk relating to existing hazards identified in
the hazard analysis or whether new hazards are introduced.

If so, the organization needs to evaluate the current control measures and amend them if needed, e.g.,
increase the frequency of monitoring, etc., or establish additional control measures.

RiE~OEENFESNTNSEE, MBITUUTOERE(GZET 256 RETRETHS:
The organization should look to undertake the following (as applicable) if changes to equipment are
planned:

e NF—ROHTEEH I 5, Update the hazard analysis.

 ER-BETOISL(FIRE. BRATV2—IL, BHEGE)EEHT 5, NBEEVDBETHIN, XTFREDY
B =T —2avERE T O LN AIBE TH I ERER T D,
Update the cleaning and sanitation program (procedures, cleaning schedules, records, etc.). Establish
whether outsourced services are required or whether cleaning and sanitation can be done internally.

cHMRFEE IOV L(FIRE. HFEEATVa—)L RERBRBE)EEHL, IMIEENDEN., #HFEHE BiE
EH N TITOCENAIRENETEIL T B,
Update the maintenance program (procedures, maintenance schedules, equipment checks, etc.) and
establish whether outsourced services are required or whether maintenance and servicing can be done
internally.

s WEZINUCTAEERXEEH I 5, . Update production records, if necessary.
cBRIBE=A)IIOUILEREL, EF T D, Review and update the environmental monitoring program.

cFBTDHAR. TULSVERINSSLEREL, BT S,

Review and update the allergen management program, if applicable.

TNV LEREL, EFL, BFSNEFIRICOVWTBEEESZIIRT 2.

Review and update the training program, and train relevant personnel on updated procedures.
s ZTOMDBEE Y AR EENE EH I 5, .~ Update any other relevant verification activities.

 BIDEBRNDRENEIH, £z, BROBIEOCREENRELZGEICHHATEINEIHNEHIRT S,
Determine if additional resources are needed and whether they will be available should breakdowns or
faulty operations be experienced with the equipment.

5.4 ##RHA45 >R,/ Additional Guidance
LTI, GFSI LEFE RSN EHEDG BZ 1 12E D0\ T, COEBMEREIBE LT A EORZFIETHS:

The below are steps to follow when implementing this additional requirement, based on the EHEDG
Whitepaperl developed in conjunction with GFSI:

BIEMLERET IO R /Hygienic design process
QLB DB ENRGTEVR I T ERAVNE TS 2102, LIENDHREITF—LERILT D,
CDF—ALIFLUTRDEEHER T HRETHS:

FSUINR 2N T A T F T 4 AL I DR THY, L DB IERLTT,
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Establish a multi-disciplinary team to assess the hygienic design and risk assessment of new equipment.
The team should be competent in:

cWEYERLVTULTVOEMAN#EZECRMRERSLUVRE,

Food safety and quality, including microbiology and allergen expertise.

s BB IV EROBENRTEGHSLVRE

Hygienic design requirements and principles for equipment and facilities
s BEN IO =TT IAVTFH R,/ Hygienic engineering/maintenance
e AR B LV IREROEHRIVE M, Product and process requirements and conditions

s MHEMNGRECHEERITTAIREEDHIBRIE LBXUHEE LOEREFEEAF L. BIEE H. [HXRKEIYID
BgiEE),
Operational and functional considerations that could affect hygienic design (e.g., cleaning method,
operating conditions, possible future applications, etc.)

« BRI O =70 RES LU PI&D OfER
Interpretation of technical engineering drawings and P1&D

ERNEUBLUERIZAE Legal requirements and industry standards

o NP —RPFEVRIT 2 AAUND L,/ Hazard analysis and risk assessment methods

o % X USHEE Cleaning & disinfection

@it s, BER BA. FAP. ZLTHRBORERINFaNRETLET, HBROT1TIH VL EEL
T, BBROBENRRETEBEEEETMT DL,

Evaluate the hygienic design and suitability of the equipment throughout the life cycle of the equipment

from the design concept through construction, purchasing, and during use until the end of the
equipment's intended life.

WERDOTATHAVILFHAICEEL T, EHEDG BE (&, RETEFE. R B - EEREM. ERBREST . BEFETC
BIE S 5 EHCET 2S00 EREL TS,

In relation to the lifecycle evaluation of equipment, the EHEDG White Paper provides further details on
activities related to hygienic design, including the design phase, installation and commissioning phase,
and operational use.

on

BALRRO—RBEL T, M. BESNFIHEELERET HAREE(FIZIL EHEDG FINE)IZHEo/=EE &
Y, e ENEENR T EESLVOEEBEECEEL TV DHMERERR T D LEERTHIENTES,

As part of the purchase specification, the organization may require that the supplier confirms the equipment
is in compliance with hygienic design criteria and the suitability for cleaning by certification according to
recognized standards (e.g., EHEDG-procedures) carried out by authorized Certification Bodies.

BT —(LFE SO 14159 KU/ X% EN 1672-2 DERFIEBICE O BERETHETNETHD,
The supplier should also evaluate hygienic design based on the requirements of ISO 14159 and/or EN
1672-2.

YR 4945 #1/Risk assessment

QTR BRDBRRENT—NIDNT, XESNEEZRFTTIRIDT (T ERAAUN EERET B,
SOUVRIHIE. EAEN. BRRENT—RORE RV (VAT 2T 2T LD TRITEELRLN,
Undertake a documented hygienic design risk assessment for food safety hazards on new equipment.
This risk assessment should address the intended use, food safety hazard identification and evaluation
(risk assessment).

s BERNREHIRAI 7 ERAUNE, A (BIZIE, B&E, TR, FIE SDICEETHY, tOBFDOURI7EXAVN
ERT T DEDERGRT ENTED,

FSUINR 2N T A T F T 4 AL I DR THY, L DB IERLTT,
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A hygienic design risk assessment is specific to an application (e.g.,product, process, procedures,
location) and can be seen as complementary to other existing risk assessments.

s EMMERIZ. AREUVIROEHS BT EEIRE RREAESFICIVRESND,
Intended use is determined by the product and process requirements, operating modes, cleaning
processes, end users, etc.

s BRRENY—REYFEN, EF0. PIER) RREFERFRICERLEB I ANEFLEANZILRA, BE. 1EhH),
Food safety hazards (biological, chemical, physical) and the contamination mechanisms (ingress,
accumulation, growth) that should be considered and controlled during operational use.

o T (NRITEAAVNIE, BRBEENTROEREXIEIHE, ROBRETENY—IOIRETHAIEEMX ISR
REERT D,
Evaluation (risk assessment) considers the severity or impact of the food safety hazard and the
likelihood or probability that the food safety hazard occurs

@ FAERMFETDRANF, NP —FEREFEERBL. FESNIRAVERBEEIRET IHIFERASND,
Hygienic design principles are used to eliminate or mitigate the hazards and reduce or eliminate the
risks identified.

Oikes. B M. TRRICEENELEGE, FRIEZOMDNY —ROARELEIGEF. BERETIRITEZRAUNER
BEY, £z, BAINIEECHR A TEDONREROEE CRELETOISELEHET D,

Review the hygienic design risk assessment when a change to the equipment, product or process is
made, or other hazards arise.

Recommend to also review at a minimum frequency as defined by applicable laws and regulations.

EHEDG (&, FiRB LUV FORX EICERATEIHERTIRIBEEB ATV EHIEL,
EHEDG has established a hygienic design risk management guideline that can be used for new and
existing equipment.

£ B/ Intended use
@S LLVEBRDEBAFTEARELT, TOMBEDOFEHBEMET R TS,

Describe the intended use of the equipment, as a specification for the intended purchase of the new
equipment.

OFEAEMNETHIRICE. UTEERITNETHD:

The following should be taken into consideration when establishing the intended use:

o 88 Product

e 7Ot X Process

* Ej¥EE—K,Operating modes

* 7' )—=>% /Cleaning

e N\I)2—Fx— Value chain

o TURI—H—DHEE5 M Vulnerability of end users
* i 1 —*— “Machine users

s 147 (4L /Life cycle

e I1& /Environment

o K12 LRI Laws and regulations

EHEDG BEICE, chboDBER T ANERRICEAT2FH LW TV ANEH I TS,
Refer to the EHEDG White Paper for further guidance on these elements to be considered.

R ETDE B,/ Hygienic design principles
BERNKRAE G, EEN. 2. WENLERLRENT R BLUOHERBE~DEZELKRE. ER. &
BT BEDIEAINIEANBR DA ESLV A ETHD,

Hygienic design principles are the basic design aspects and methods used to eliminate, reduce or

SN2 PN T4 TAT 4 AL BRERTHY | JALDOH B IER T
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mitigate biological, chemical and physical food safety hazards, as well as negative influences on product
quality.

L. UTOLSILEI R HERGRUNERAITRETH.

An organization should adopt appropriate hygienic design principles such as

o BEERIZ. TRTOBEBER=T =1, HARIBEREET TR NIEEDRRLN,

Equipment should be of a cleanable design, to meet all cleaning objectives.

s WERE. TOERBENICBLEFREREREEH (BEY. BAELEY. BLUOENLDRERK)ZREE T 5K IIZERET
BELUBEINDIRETHD,
Equipment should be designed and constructed to avoid favorable growth conditions (for icroorganisms,
pests and their harborage), appropriate to their intended use.

s HERIE. TOERBNICBLIEEREH LT DEIITHEASNINETHD,

Equipment should be designed to prevent contamination appropriate to their intended use.

« EEI 255, TOEAEMNICELEH#BRORTELVBEICONTIE, RRBROEERTEE NI/ RESHR
TRETHD,
Wherever relevant, recognized hygienic design standards/guidance should be consulted for the design
and construction of equipment, appropriate for their intended use.

s BRERSEG TOHLWRBOREBICIE, BUIGHERTRANERATRETHS,
Appropriate hygienic design principles should be adopted for theinstallation of new equipment at sites
handling food.

s FARETORAIZ, A BRICEL S DOE LN EREDHIFERREICT SOICHRASNIRETHD,
Hygienic design principles should be adopted to ensure the maintenance of the hygienic performance of
the equipment,appropriate for their intended use.

o HEBRDER. BA. REBER. BAERFTIR VMM THESNZRYDOERREVRVER T 51012, BUIGEE
(BBEEHS)DIREIN, TR TEESIN, XELININETHD,
Appropriate measures (with frequencies) should be specified,undertaken accordingly and documented
to mitigate any remaining food safety risks identified in the hygienic design risk assessment following
equipment construction, purchase and installation.

EHEDG BE 1 (2l&. ShoD0BERRFRGRAOFHANEEHIN TS,
The EHEDG White Paperl provides further detail on these hygienic design principles.

k18 /Legislation

HEEICBENT, HEBORFERTENT REENBEELHINEIDEHERT .

Establish whether there are any legal requirements for the hygienic design of equipment, that the
equipment needs to comply with in the country of installation.

BERLUY TS/ Y—D/\T4+—<T> R /Purchasing and supplier performance
FRICEA T BN AN R RE ST e R T 5FIEEMIIL, EHEL. #iEd 5,

Establish, implement and maintain a procedure to ensure that the newly purchased equipment will
meet the hygienic design specification

ZHE &I /Change Management

EHEEBEERREL. XELTDH LT, BREBENMKEBEOFERFCEZA L ELTMT 2.

Undertake and document change control, to evaluate the impacts of any changes/modifications on
equipment hygienic design.

8 55312 H L@k, /Product contamination risk and segregation

BA-ZER. BRNIICERAINDEIIC, BBICKURIEOESE  ZENMTHONDLERHERICT 2-ODF|EERE
95,

L, BRELEERRIAT RIS, EfESNBROMERERIIT RNETHD, BRILEHIN. RSN B2DNENDHD,

SN2 PN T4 TAT 4 AL BRERTHY | JALDOH B IER T
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Establish procedures to ensure that following purchasing and installation, equipment is
cleaned/commissioned by the organization before they are used for the processing of food.
Organizations should verify the efficiency of the cleaning performed before starting any food production.
Cleaning needs to be recorded and verified.

& &k Training
LI #REREICT H-0DFEEREILL, EMEL. #FT5:

Establish, implement and maintain procedures to ensure:

« BYBIUVRGEOFME, A1k, BA. MIEFEE, GERFICEDIITRTOREERLIVBFEEEL. TAETLD
ERICBEUGEERETRA BLIUOBERENFERICE T 52 EORERFTEHFICODVTHBIREZIT TS,
All employees and contractors involved in building and equipment evaluation, specification, purchase,
maintenance and hygienic design are trained in hygienic design principles appropriate to their tasks
and to the hygienic design requirements of the equipment for its intended use.

s BRERIBIG TERINIEBDHRECEADIT R TOREESIVFEEEEL. TN ThOEFICELEZE &
Z2DRAONTHFIMERITTSIL,
All employees and contractors involved in equipment installation, undertaken at a site handling food
are trained in food safety principles appropriate to their task

#f:% / Transport

HEBEINREIL. BROREHICHEL RITT AIEMEDHIB[/EDFREH LT 5 ETRESN, REKBERE
THNEINDIRETHD,

Manufactured equipment should be stored and transported to the final customer in a manner that
prevents contamination of the equipment which may affect food safety.

6. EEED-HDHAF >R /GUIDANCE FOR AUDITORS
PITIE, FEEA FSSC BIMEREIE 2.5.15 25 I 57=HICFERATELEMDI FBRMNZIANTHS:

The following is a non-exhaustive list of questions that an auditor can use to assess the FSSC Additional
Requirement 2.5.15:

* ITRTOFRERICONT, BABRGHIEILSN, ARISNTNDH,

Are the purchase requirements established and known for all new equipment?

s BAMKRE. R EBEGnREE. HBOEURFAE. REAIXERLE. BABROBAEMNR T LR BEESLRDO M E R T 57
b@%ﬁ'ﬂ'i%b‘%éb‘o
Is there supporting documentation available for review, such as purchase specifications, commissioning
reports, equipment user manuals, certification documents, etc., to confirm the hygienic design of the
equipment and successful commissioning?

o HEROBARGT. BURE R, AN/ BEEHICHIGL TV S, FER BN AT, #RICREETURY
HRESNTNNDD ?
Does it address the hygienic design of the equipment, the products handled, and the legal/customer
requirements Has the intended use been clearly identified, and the risks related to the equipment determined?

o IR R F I FEREROE RN T HVRIR—ADEEE B TOEAHNEILIN TSN ?
Has a risk-based change-management process for new equipment or changes to existing equipment
been established?

s WERICMALNERREICEDE, FSMS (TRIET 2EHMNTOND, Bl BT/ AT T VAR T a—ILOEH,
BRIRE=RI) 7073 LOEH. HHEIEOGERIE, AFAIREN ?
Have the relevant updates been made to the FSMS based on the changes made to equipment? E.g.,
cleaning and maintenance schedules updated, environmental monitoring program updated, evidence of
training available?

7. 353k /REFERENCES
1. GFSI #4&EtA1—7 JI & JII I8¢ % EHEDG B 2022 4 10 A, URL: EHEDG
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EHEDG White Paper on GFSI Hygienic Design Scopes JI & JII October 2022. URL: EHEDG

2. 1S0 22000:2018 - BR|LEIRIAN AT L - T—RFI—UIZH T 2H0D BRI T EEREIE,
URL: IS0 22000:2018 - BRREXKIANZAT L - T—RF—UIZHBT2H5D MM T 2EREIE
ISO 22000:2018 - Food safety management systems — Requirements for any organization in the food
chain. URL: ISO 22000:2018 - Food safety management systems — Requirements for any
organization in the food chain

3. ERERALTLEE*YNI—Y URL: BAMNGRTTEREINRFECIIELRLTSE - IFSQN
International Food Safety & Quality Network. URL: Food Safety with Hygienically Constructed
Equipment Built to Sanitary Design — IFSQN

4. GFSI RXUFX—F 7 EKEIE(v2020.1), URL: GFSI
GFSI Benchmarking Requirements (v2020.1). URL: GFSI

8. BEE 515 RELATED INDUSTRY INFORMATIO

LT DOSE @&, BRENGIANCTZL BHRIBEDOAEEWELZEDOTHY, TN TOMEBICEHAINDSLILRES
A AN

FTRTDFHARICENT KRF—LOBEHIZHIBDET B,

The references below are not an exhaustive list and are for information purposes only, and may not apply
to all organizations.

The requirements of the Scheme shall be adhered to in all cases

OLEHEDG, BNE4 T¥%5t7/L—7, URL: EHEDG.
EHEDG The European Hygienic Engineering and Design Group. URL: EHEDG.
EHEDG MHIELI=AAIRTA U XEDHELTE, UTDELSGEDNHS:
EHEDG, The European Hygienic Engineering and Design Group. URL: EHEDG.
- Guideline Doc. 32:2005 & fhIZHfitd 1428 DS Materials of construction for equipment in
contact with food
- Guideline Doc. 35:2006 Hygienic welding of stainless-steel tubing in the food processing industry
- Guideline Doc. 44:2014 BRI TEZEIZBITEATUL AT 1 —T DE LB, Hygienic Design
Principles for Food Factories
- Guideline Doc. 8:2018 B4 ETDREAIHygienic Design Principles
- Guideline Doc. 50:2019 CIP e D& E R ETE 4, Hygienic Design Requirements for CIP

Installations
- Guideline Doc. 55:2020 N—HJ—HEROEE T E Y Hygienic Design Requirements for Bakery
Equipmen

o BINEX{LEFE S, /The European Committee for Standardization. URL: CEN-CENELEC

* FDA, XEEBREZERF, /The US Food and Drug Administration. URL: U.S. Food and Drug

Administration

« NAMI. dtKkEHtH<,The North American Meat Institute. URL: North American Meat Institute

o ERIZ#E (L4 (ISO) /The International Organization for Standardization (ISO), ISO 14159:2002.
URL: IS014159:2002 - #MOL LM - HMOKETCE I 5EEEKEIE, Safety of machinery —

Hygiene requirements for the design of machinery

* BS EN 1672-2:2020. B &N T#M, EAES-FEREEREEHFood processing machinery. Basic
concepts — Hygiene and cleanability requirements. URL: BS EN 1672-2:2020

e O—7 v/ X,/ Codex Alimentarius CXC 1-1969:2020. URL: CXC 1-1969 —#&/&8l],/General Principles
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