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4.0PURFHGXUH:

SXbSaUW B²CXUUenW GRRd ManXfacWXUing PUacWiceV

�117.10   PeUVonnel.

The managemenW of Whe eVWabliVhmenW mXVW Wake UeaVonable meaVXUeV and pUecaXWionV Wo enVXUe
Whe folloZing:

(a) DiVeaVe conWUol. An\ peUVon Zho, b\ medical e[aminaWion oU VXpeUYiVoU\ obVeUYaWion, iV
VhoZn Wo haYe, oU appeaUV Wo haYe, an illneVV, open leVion, inclXding boilV, VoUeV, oU
infecWed ZoXndV, oU an\ oWheU abnoUmal VoXUce of micUobial conWaminaWion b\ Zhich
WheUe iV a UeaVonable poVVibiliW\ of food, food-conWacW VXUfaceV, oU food-packaging
maWeUialV becoming conWaminaWed, mXVW be e[clXded fUom an\ opeUaWionV Zhich ma\ be
e[pecWed Wo UeVXlW in VXch conWaminaWion XnWil Whe condiWion iV coUUecWed, XnleVV
condiWionV VXch aV open leVionV, boilV, and infecWed ZoXndV aUe adeqXaWel\ coYeUed
(e.g., b\ an impeUmeable coYeU). PeUVonnel mXVW be inVWUXcWed Wo UepoUW VXch healWh
condiWionV Wo WheiU VXpeUYiVoUV.

(b) CleanlineVV. All peUVonV ZoUking in diUecW conWacW ZiWh food, food-conWacW VXUfaceV, and
food-packaging maWeUialV mXVW confoUm Wo h\gienic pUacWiceV Zhile on dXW\ Wo Whe e[WenW
neceVVaU\ Wo pUoWecW againVW alleUgen cUoVV-conWacW and againVW conWaminaWion of food.
The meWhodV foU mainWaining cleanlineVV inclXde:

1. WeaUing oXWeU gaUmenWV VXiWable Wo Whe opeUaWion in a manneU WhaW pUoWecWV
againVW alleUgen cUoVV-conWacW and againVW Whe conWaminaWion of food,
food-conWacW VXUfaceV, oU food-packaging maWeUialV.

2. MainWaining adeqXaWe peUVonal cleanlineVV.
3. WaVhing handV WhoUoXghl\ (and VaniWi]ing if neceVVaU\, Wo pUoWecW againVW

conWaminaWion ZiWh XndeViUable micUooUganiVmV) in an adeqXaWe hand-ZaVhing
faciliW\ befoUe VWaUWing ZoUk, afWeU each abVence fUom Whe ZoUkVWaWion, and aW an\
oWheU Wime Zhen Whe handV ma\ haYe become Voiled oU conWaminaWed.

4. RemoYing all jeZelU\ and oWheU objecWV WhaW mighW fall inWo food, eqXipmenW, oU
conWaineUV, and UemoYing hand jeZelU\ WhaW cannoW be adeqXaWel\ VaniWi]ed dXUing
peUiodV in Zhich food iV manipXlaWed b\ hand. If VXch hand jeZelU\ cannoW be
UemoYed, iW ma\ be coYeUed b\ maWeUial Zhich can be mainWained in an inWacW,
clean, and VaniWaU\ condiWion and Zhich effecWiYel\ pUoWecWV againVW Whe
conWaminaWion b\ WheVe objecWV of Whe food, food-conWacW VXUfaceV, oU
food-packaging maWeUialV.

5. MainWaining gloYeV, if Whe\ aUe XVed in food handling, in an inWacW, clean, and
VaniWaU\ condiWion.

6. WeaUing, ZheUe appUopUiaWe, in an effecWiYe manneU, haiU neWV, headbandV, capV,
beaUd coYeUV, oU oWheU effecWiYe haiU UeVWUainWV.
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7. SWoUing cloWhing oU oWheU peUVonal belongingV in aUeaV oWheU Whan ZheUe food iV
e[poVed oU ZheUe eqXipmenW oU XWenVilV aUe ZaVhed.

8. Confining Whe folloZing Wo aUeaV oWheU Whan ZheUe food ma\ be e[poVed oU ZheUe
eqXipmenW oU XWenVilV aUe ZaVhed: eaWing food, cheZing gXm, dUinking beYeUageV,
oU XVing Wobacco.

9. Taking an\ oWheU neceVVaU\ pUecaXWionV Wo pUoWecW againVW alleUgen cUoVV-conWacW
and againVW conWaminaWion of food, food-conWacW VXUfaceV, oU food-packaging
maWeUialV ZiWh micUooUganiVmV oU foUeign VXbVWanceV (inclXding peUVpiUaWion, haiU,
coVmeWicV, Wobacco, chemicalV, and medicineV applied Wo Whe Vkin).

�117.20   PlanW and gUoXndV.

(a) GUoXndV. The gUoXndV aboXW a food planW XndeU Whe conWUol of Whe opeUaWoU mXVW be kepW in
a condiWion WhaW Zill pUoWecW againVW Whe conWaminaWion of food. The meWhodV foU adeqXaWe
mainWenance of gUoXndV mXVW inclXde:

1. PUopeUl\ VWoUing eqXipmenW, UemoYing liWWeU and ZaVWe, and cXWWing ZeedV oU gUaVV
ZiWhin Whe immediaWe YiciniW\ of Whe planW WhaW ma\ conVWiWXWe an aWWUacWanW, bUeeding
place, oU haUboUage foU peVWV.

2. MainWaining UoadV, \aUdV, and paUking loWV Vo WhaW Whe\ do noW conVWiWXWe a VoXUce of
conWaminaWion in aUeaV ZheUe food iV e[poVed.

3. AdeqXaWel\ dUaining aUeaV WhaW ma\ conWUibXWe conWaminaWion Wo food b\ Veepage,
fooW-boUne filWh, oU pUoYiding a bUeeding place foU peVWV.

4. OpeUaWing V\VWemV foU ZaVWe WUeaWmenW and diVpoVal in an adeqXaWe manneU Vo WhaW
Whe\ do noW conVWiWXWe a VoXUce of conWaminaWion in aUeaV ZheUe food iV e[poVed.

5. If Whe planW gUoXndV aUe boUdeUed b\ gUoXndV noW XndeU Whe opeUaWoU'V conWUol and
noW mainWained in Whe manneU deVcUibed in paUagUaphV (a)(1) WhUoXgh (4) of WhiV
VecWion, caUe mXVW be e[eUciVed in Whe planW b\ inVpecWion, e[WeUminaWion, oU oWheU
meanV Wo e[clXde peVWV, diUW, and filWh WhaW ma\ be a VoXUce of food conWaminaWion.

(b) PlanW conVWUXcWion and deVign. The planW mXVW be VXiWable in Vi]e, conVWUXcWion, and deVign
Wo faciliWaWe mainWenance and VaniWaU\ opeUaWionV foU food-pUodXcWion pXUpoVeV
(i.e., manXfacWXUing, pUoceVVing, packing, and holding). The planW mXVW:

1. PUoYide adeqXaWe Vpace foU VXch placemenW of eqXipmenW and VWoUage of maWeUialV
aV iV neceVVaU\ foU mainWenance, VaniWaU\ opeUaWionV, and Whe pUodXcWion of Vafe
food.

2. PeUmiW Whe Waking of adeqXaWe pUecaXWionV Wo UedXce Whe poWenWial foU alleUgen
cUoVV-conWacW and foU conWaminaWion of food, food-conWacW VXUfaceV, oU
food-packaging maWeUialV ZiWh micUooUganiVmV, chemicalV, filWh, and oWheU
e[WUaneoXV maWeUial. The poWenWial foU alleUgen cUoVV-conWacW and foU conWaminaWion
ma\ be UedXced b\ adeqXaWe food VafeW\ conWUolV and opeUaWing pUacWiceV oU
effecWiYe deVign, inclXding Whe VepaUaWion of opeUaWionV in Zhich alleUgen
cUoVV-conWacW and conWaminaWion aUe likel\ Wo occXU, b\ one oU moUe of Whe folloZing
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meanV: locaWion, Wime, paUWiWion, aiU floZ V\VWemV, dXVW conWUol V\VWemV, encloVed
V\VWemV, oU oWheU effecWiYe meanV.

3. PeUmiW Whe Waking of adeqXaWe pUecaXWionV Wo pUoWecW food in inVWalled oXWdooU bXlk
YeVVelV b\ an\ effecWiYe meanV, inclXding:

i. UVing pUoWecWiYe coYeUingV.
ii. ConWUolling aUeaV oYeU and aUoXnd Whe YeVVelV Wo eliminaWe haUboUageV foU

peVWV.
iii. Checking on a UegXlaU baViV foU peVWV and peVW infeVWaWion.
iY. Skimming feUmenWaWion YeVVelV, aV neceVVaU\.

4. Be conVWUXcWed in VXch a manneU WhaW flooUV, ZallV, and ceilingV ma\ be adeqXaWel\
cleaned and kepW clean and kepW in good UepaiU; WhaW dUip oU condenVaWe fUom
fi[WXUeV, dXcWV and pipeV doeV noW conWaminaWe food, food-conWacW VXUfaceV, oU
food-packaging maWeUialV; and WhaW aiVleV oU ZoUking VpaceV aUe pUoYided beWZeen
eqXipmenW and ZallV and aUe adeqXaWel\ XnobVWUXcWed and of adeqXaWe ZidWh Wo
peUmiW emplo\eeV Wo peUfoUm WheiU dXWieV and Wo pUoWecW againVW conWaminaWing food,
food-conWacW VXUfaceV, oU food-packaging maWeUialV ZiWh cloWhing oU peUVonal conWacW.

5. PUoYide adeqXaWe lighWing in hand-ZaVhing aUeaV, dUeVVing and lockeU UoomV, and
WoileW UoomV and in all aUeaV ZheUe food iV e[amined, manXfacWXUed, pUoceVVed,
packed, oU held and ZheUe eqXipmenW oU XWenVilV aUe cleaned; and pUoYide
VhaWWeU-UeViVWanW lighW bXlbV, fi[WXUeV, Vk\lighWV, oU oWheU glaVV VXVpended oYeU
e[poVed food in an\ VWep of pUepaUaWion oU oWheUZiVe pUoWecW againVW food
conWaminaWion in caVe of glaVV bUeakage.

6. PUoYide adeqXaWe YenWilaWion oU conWUol eqXipmenW Wo minimi]e dXVW, odoUV and
YapoUV (inclXding VWeam and no[ioXV fXmeV) in aUeaV ZheUe Whe\ ma\ caXVe
alleUgen cUoVV-conWacW oU conWaminaWe food; and locaWe and opeUaWe fanV and oWheU
aiU-bloZing eqXipmenW in a manneU WhaW minimi]eV Whe poWenWial foU alleUgen
cUoVV-conWacW and foU conWaminaWing food, food-packaging maWeUialV, and
food-conWacW VXUfaceV.

7. PUoYide, ZheUe neceVVaU\, adeqXaWe VcUeening oU oWheU pUoWecWion againVW peVWV.

�117.35   SaniWaU\ opeUaWionV.

(a) GeneUal mainWenance. BXildingV, fi[WXUeV, and oWheU ph\Vical faciliWieV of Whe planW mXVW be
mainWained in a clean and VaniWaU\ condiWion and mXVW be kepW in UepaiU adeqXaWe Wo
pUeYenW food fUom becoming adXlWeUaWed. Cleaning and VaniWi]ing of XWenVilV and
eqXipmenW mXVW be condXcWed in a manneU WhaW pUoWecWV againVW alleUgen cUoVV-conWacW and
againVW conWaminaWion of food, food-conWacW VXUfaceV, oU food-packaging maWeUialV.

(b) SXbVWanceV XVed in cleaning and VaniWi]ing; VWoUage of Wo[ic maWeUialV. (1) Cleaning
compoXndV and VaniWi]ing agenWV XVed in cleaning and VaniWi]ing pUocedXUeV mXVW be fUee
fUom XndeViUable micUooUganiVmV and mXVW be Vafe and adeqXaWe XndeU Whe condiWionV of
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XVe. Compliance ZiWh WhiV UeqXiUemenW mXVW be YeUified b\ an\ effecWiYe meanV, inclXding
pXUchaVe of WheVe VXbVWanceV XndeU a leWWeU of gXaUanWee oU ceUWificaWion oU e[aminaWion of
WheVe VXbVWanceV foU conWaminaWion. Onl\ Whe folloZing Wo[ic maWeUialV ma\ be XVed oU
VWoUed in a planW ZheUe food iV pUoceVVed oU e[poVed:

1. ThoVe UeqXiUed Wo mainWain clean and VaniWaU\ condiWionV;
2. ThoVe neceVVaU\ foU XVe in laboUaWoU\ WeVWing pUocedXUeV;
3. ThoVe neceVVaU\ foU planW and eqXipmenW mainWenance and opeUaWion; and
4. ThoVe neceVVaU\ foU XVe in Whe planW'V opeUaWionV.

(2) To[ic cleaning compoXndV, VaniWi]ing agenWV, and peVWicide chemicalV mXVW be
idenWified, held, and VWoUed in a manneU WhaW pUoWecWV againVW conWaminaWion of food,
food-conWacW VXUfaceV, oU food-packaging maWeUialV.

(c) PeVW conWUol. PeVWV mXVW noW be alloZed in an\ aUea of a food planW. GXaUd, gXide, oU
peVW-deWecWing dogV ma\ be alloZed in Vome aUeaV of a planW if Whe pUeVence of Whe dogV iV
Xnlikel\ Wo UeVXlW in conWaminaWion of food, food-conWacW VXUfaceV, oU food-packaging
maWeUialV. EffecWiYe meaVXUeV mXVW be Waken Wo e[clXde peVWV fUom Whe manXfacWXUing,
pUoceVVing, packing, and holding aUeaV and Wo pUoWecW againVW Whe conWaminaWion of food on
Whe pUemiVeV b\ peVWV. The XVe of peVWicideV Wo conWUol peVWV in Whe planW iV peUmiWWed onl\
XndeU pUecaXWionV and UeVWUicWionV WhaW Zill pUoWecW againVW Whe conWaminaWion of food,
food-conWacW VXUfaceV, and food-packaging maWeUialV.

(d) SaniWaWion of food-conWacW VXUfaceV. All food-conWacW VXUfaceV, inclXding XWenVilV and
food-conWacW VXUfaceV of eqXipmenW, mXVW be cleaned aV fUeqXenWl\ aV neceVVaU\ Wo pUoWecW
againVW alleUgen cUoVV-conWacW and againVW conWaminaWion of food.

1. Food-conWacW VXUfaceV XVed foU manXfacWXUing/pUoceVVing, packing, oU holding
loZ-moiVWXUe food mXVW be in a clean, dU\, VaniWaU\ condiWion befoUe XVe. When Whe
VXUfaceV aUe ZeW-cleaned, Whe\ mXVW, Zhen neceVVaU\, be VaniWi]ed and WhoUoXghl\
dUied befoUe VXbVeqXenW XVe.

2. In ZeW pUoceVVing, Zhen cleaning iV neceVVaU\ Wo pUoWecW againVW alleUgen
cUoVV-conWacW oU Whe inWUodXcWion of micUooUganiVmV inWo food, all food-conWacW
VXUfaceV mXVW be cleaned and VaniWi]ed befoUe XVe and afWeU an\ inWeUUXpWion dXUing
Zhich Whe food-conWacW VXUfaceV ma\ haYe become conWaminaWed. WheUe eqXipmenW
and XWenVilV aUe XVed in a conWinXoXV pUodXcWion opeUaWion, Whe XWenVilV and
food-conWacW VXUfaceV of Whe eqXipmenW mXVW be cleaned and VaniWi]ed aV
neceVVaU\.

3. Single-VeUYice aUWicleV (VXch aV XWenVilV inWended foU one-Wime XVe, papeU cXpV, and
papeU WoZelV) mXVW be VWoUed, handled, and diVpoVed of in a manneU WhaW pUoWecWV
againVW alleUgen cUoVV-conWacW and againVW conWaminaWion of food, food-conWacW
VXUfaceV, oU food-packaging maWeUialV.
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(e) SaniWaWion of non-food-conWacW VXUfaceV. Non-food-conWacW VXUfaceV of eqXipmenW XVed in
Whe opeUaWion of a food planW mXVW be cleaned in a manneU and aV fUeqXenWl\ aV neceVVaU\
Wo pUoWecW againVW alleUgen cUoVV-conWacW and againVW conWaminaWion of food, food-conWacW
VXUfaceV, and food-packaging maWeUialV.

(f) SWoUage and handling of cleaned poUWable eqXipmenW and XWenVilV. Cleaned and VaniWi]ed
poUWable eqXipmenW ZiWh food-conWacW VXUfaceV and XWenVilV mXVW be VWoUed in a locaWion
and manneU WhaW pUoWecWV food-conWacW VXUfaceV fUom alleUgen cUoVV-conWacW and fUom
conWaminaWion.

�117.37   SaniWaU\ faciliWieV and conWUolV.

Each planW mXVW be eqXipped ZiWh adeqXaWe VaniWaU\ faciliWieV and accommodaWionV inclXding:

(a) WaWeU VXppl\. The ZaWeU VXppl\ mXVW be adeqXaWe foU Whe opeUaWionV inWended and mXVW be
deUiYed fUom an adeqXaWe VoXUce. An\ ZaWeU WhaW conWacWV food, food-conWacW VXUfaceV, oU
food-packaging maWeUialV mXVW be Vafe and of adeqXaWe VaniWaU\ qXaliW\. RXnning ZaWeU aW
a VXiWable WempeUaWXUe, and XndeU pUeVVXUe aV needed, mXVW be pUoYided in all aUeaV
ZheUe UeqXiUed foU Whe pUoceVVing of food, foU Whe cleaning of eqXipmenW, XWenVilV, and
food-packaging maWeUialV, oU foU emplo\ee VaniWaU\ faciliWieV.

(b) PlXmbing. PlXmbing mXVW be of adeqXaWe Vi]e and deVign and adeqXaWel\ inVWalled and
mainWained Wo:

1. CaUU\ adeqXaWe qXanWiWieV of ZaWeU Wo UeqXiUed locaWionV WhUoXghoXW Whe planW.
2. PUopeUl\ conYe\ VeZage and liqXid diVpoVable ZaVWe fUom Whe planW.
3. AYoid conVWiWXWing a VoXUce of conWaminaWion Wo food, ZaWeU VXpplieV, eqXipmenW, oU

XWenVilV oU cUeaWing an XnVaniWaU\ condiWion.
4. PUoYide adeqXaWe flooU dUainage in all aUeaV ZheUe flooUV aUe VXbjecW Wo

flooding-W\pe cleaning oU ZheUe noUmal opeUaWionV UeleaVe oU diVchaUge ZaWeU oU
oWheU liqXid ZaVWe on Whe flooU.

5. PUoYide WhaW WheUe iV noW backfloZ fUom, oU cUoVV-connecWion beWZeen, piping
V\VWemV WhaW diVchaUge ZaVWeZaWeU oU VeZage and piping V\VWemV WhaW caUU\ ZaWeU
foU food oU food manXfacWXUing.

(c) SeZage diVpoVal. SeZage mXVW be diVpoVed of inWo an adeqXaWe VeZeUage V\VWem oU
diVpoVed of WhUoXgh oWheU adeqXaWe meanV.

(d) ToileW faciliWieV. Each planW mXVW pUoYide emplo\eeV ZiWh adeqXaWe, Ueadil\ acceVVible WoileW
faciliWieV. ToileW faciliWieV mXVW be kepW clean and mXVW noW be a poWenWial VoXUce of
conWaminaWion of food, food-conWacW VXUfaceV, oU food-packaging maWeUialV.

(e) Hand-ZaVhing faciliWieV. Each planW mXVW pUoYide hand-ZaVhing faciliWieV deVigned Wo
enVXUe WhaW an emplo\ee'V handV aUe noW a VoXUce of conWaminaWion of food, food-conWacW
VXUfaceV, oU food-packaging maWeUialV, b\ pUoYiding faciliWieV WhaW aUe adeqXaWe, conYenienW,
and fXUniVh UXnning ZaWeU aW a VXiWable WempeUaWXUe.
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(f) RXbbiVh and offal diVpoVal. RXbbiVh and an\ offal mXVW be Vo conYe\ed, VWoUed, and
diVpoVed of aV Wo minimi]e Whe deYelopmenW of odoU, minimi]e Whe poWenWial foU Whe ZaVWe
becoming an aWWUacWanW and haUboUage oU bUeeding place foU peVWV, and pUoWecW againVW
conWaminaWion of food, food-conWacW VXUfaceV, food-packaging maWeUialV, ZaWeU VXpplieV,
and gUoXnd VXUfaceV.

�117.40   EqXipmenW and XWenVilV.

(a)
(1) All planW eqXipmenW and XWenVilV XVed in manXfacWXUing, pUoceVVing, packing, oU holding

food mXVW be Vo deVigned and of VXch maWeUial and ZoUkmanVhip aV Wo be adeqXaWel\
cleanable, and mXVW be adeqXaWel\ mainWained Wo pUoWecW againVW alleUgen cUoVV-conWacW and
conWaminaWion.

(2) EqXipmenW and XWenVilV mXVW be deVigned, conVWUXcWed, and XVed appUopUiaWel\ Wo aYoid Whe
adXlWeUaWion of food ZiWh lXbUicanWV, fXel, meWal fUagmenWV, conWaminaWed ZaWeU, oU an\ oWheU
conWaminanWV.

(3) EqXipmenW mXVW be inVWalled Vo aV Wo faciliWaWe Whe cleaning and mainWenance of Whe
eqXipmenW and of adjacenW VpaceV.

(4) Food-conWacW VXUfaceV mXVW be coUUoVion-UeViVWanW Zhen in conWacW ZiWh food.
(5) Food-conWacW VXUfaceV mXVW be made of nonWo[ic maWeUialV and deVigned Wo ZiWhVWand Whe

enYiUonmenW of WheiU inWended XVe and Whe acWion of food, and, if applicable, cleaning
compoXndV, VaniWi]ing agenWV, and cleaning pUocedXUeV.

(6) Food-conWacW VXUfaceV mXVW be mainWained Wo pUoWecW food fUom alleUgen cUoVV-conWacW and
fUom being conWaminaWed b\ an\ VoXUce, inclXding XnlaZfXl indiUecW food addiWiYeV.

b. SeamV on food-conWacW VXUfaceV mXVW be VmooWhl\ bonded oU mainWained Vo aV Wo
minimi]e accXmXlaWion of food paUWicleV, diUW, and oUganic maWWeU and WhXV minimi]e
Whe oppoUWXniW\ foU gUoZWh of micUooUganiVmV and alleUgen cUoVV-conWacW.

c. EqXipmenW WhaW iV in aUeaV ZheUe food iV manXfacWXUed, pUoceVVed, packed, oU held
and WhaW doeV noW come inWo conWacW ZiWh food mXVW be Vo conVWUXcWed WhaW iW can be
kepW in a clean and VaniWaU\ condiWion.

d. Holding, conYe\ing, and manXfacWXUing V\VWemV, inclXding gUaYimeWUic, pneXmaWic,
cloVed, and aXWomaWed V\VWemV, mXVW be of a deVign and conVWUXcWion WhaW enableV
Whem Wo be mainWained in an appUopUiaWe clean and VaniWaU\ condiWion.

e. Each fUee]eU and cold VWoUage compaUWmenW XVed Wo VWoUe and hold food capable of
VXppoUWing gUoZWh of micUooUganiVmV mXVW be fiWWed ZiWh an indicaWing WheUmomeWeU,
WempeUaWXUe-meaVXUing deYice, oU WempeUaWXUe-UecoUding deYice Vo inVWalled aV Wo
VhoZ Whe WempeUaWXUe accXUaWel\ ZiWhin Whe compaUWmenW.

f. InVWUXmenWV and conWUolV XVed foU meaVXUing, UegXlaWing, oU UecoUding WempeUaWXUeV,
pH, acidiW\, ZaWeU acWiYiW\, oU oWheU condiWionV WhaW conWUol oU pUeYenW Whe gUoZWh of
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XndeViUable micUooUganiVmV in food mXVW be accXUaWe and pUeciVe and adeqXaWel\
mainWained, and adeqXaWe in nXmbeU foU WheiU deVignaWed XVeV.

g. CompUeVVed aiU oU oWheU gaVeV mechanicall\ inWUodXced inWo food oU XVed Wo clean
food-conWacW VXUfaceV oU eqXipmenW mXVW be WUeaWed in VXch a Za\ WhaW food iV noW
conWaminaWed ZiWh XnlaZfXl indiUecW food addiWiYeV.

�117.80   PUoceVVeV and conWUolV.

(a) GeneUal. (1) All opeUaWionV in Whe manXfacWXUing, pUoceVVing, packing, and holding of food
(inclXding opeUaWionV diUecWed Wo UeceiYing, inVpecWing, WUanVpoUWing, and VegUegaWing) mXVW
be condXcWed in accoUdance ZiWh adeqXaWe VaniWaWion pUincipleV.

2. AppUopUiaWe qXaliW\ conWUol opeUaWionV mXVW be emplo\ed Wo enVXUe WhaW food iV
VXiWable foU hXman conVXmpWion and WhaW food-packaging maWeUialV aUe Vafe and
VXiWable.

3. OYeUall VaniWaWion of Whe planW mXVW be XndeU Whe VXpeUYiVion of one oU moUe
compeWenW indiYidXalV aVVigned UeVponVibiliW\ foU WhiV fXncWion.

4. AdeqXaWe pUecaXWionV mXVW be Waken Wo enVXUe WhaW pUodXcWion pUocedXUeV do noW
conWUibXWe Wo alleUgen cUoVV-conWacW and Wo conWaminaWion fUom an\ VoXUce.

5. Chemical, micUobial, oU e[WUaneoXV-maWeUial WeVWing pUocedXUeV mXVW be XVed ZheUe
neceVVaU\ Wo idenWif\ VaniWaWion failXUeV oU poVVible alleUgen cUoVV-conWacW and food
conWaminaWion.

6. All food WhaW haV become conWaminaWed Wo Whe e[WenW WhaW iW iV adXlWeUaWed mXVW be
UejecWed, oU if appUopUiaWe, WUeaWed oU pUoceVVed Wo eliminaWe Whe conWaminaWion.

(b) RaZ maWeUialV and oWheU ingUedienWV. (1) RaZ maWeUialV and oWheU ingUedienWV mXVW be
inVpecWed and VegUegaWed oU oWheUZiVe handled aV neceVVaU\ Wo aVceUWain WhaW Whe\ aUe
clean and VXiWable foU pUoceVVing inWo food and mXVW be VWoUed XndeU condiWionV WhaW Zill
pUoWecW againVW alleUgen cUoVV-conWacW and againVW conWaminaWion and minimi]e
deWeUioUaWion. RaZ maWeUialV mXVW be ZaVhed oU cleaned aV neceVVaU\ Wo UemoYe Voil oU
oWheU conWaminaWion. WaWeU XVed foU ZaVhing, UinVing, oU conYe\ing food mXVW be Vafe and
of adeqXaWe VaniWaU\ qXaliW\. WaWeU ma\ be UeXVed foU ZaVhing, UinVing, oU conYe\ing food
if iW doeV noW caXVe alleUgen cUoVV-conWacW oU incUeaVe Whe leYel of conWaminaWion of Whe
food.

2. RaZ maWeUialV and oWheU ingUedienWV mXVW eiWheU noW conWain leYelV of
micUooUganiVmV WhaW ma\ UendeU Whe food injXUioXV Wo Whe healWh of hXmanV, oU Whe\
mXVW be paVWeXUi]ed oU oWheUZiVe WUeaWed dXUing manXfacWXUing opeUaWionV Vo WhaW
Whe\ no longeU conWain leYelV WhaW ZoXld caXVe Whe pUodXcW Wo be adXlWeUaWed.

3. RaZ maWeUialV and oWheU ingUedienWV VXVcepWible Wo conWaminaWion ZiWh aflaWo[in oU
oWheU naWXUal Wo[inV mXVW compl\ ZiWh FDA UegXlaWionV foU poiVonoXV oU deleWeUioXV
VXbVWanceV befoUe WheVe UaZ maWeUialV oU oWheU ingUedienWV aUe incoUpoUaWed inWo
finiVhed food.
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4. RaZ maWeUialV, oWheU ingUedienWV, and UeZoUk VXVcepWible Wo conWaminaWion ZiWh
peVWV, XndeViUable micUooUganiVmV, oU e[WUaneoXV maWeUial mXVW compl\ ZiWh
applicable FDA UegXlaWionV foU naWXUal oU XnaYoidable defecWV if a manXfacWXUeU
ZiVheV Wo XVe Whe maWeUialV in manXfacWXUing food.

5. RaZ maWeUialV, oWheU ingUedienWV, and UeZoUk mXVW be held in bXlk, oU in conWaineUV
deVigned and conVWUXcWed Vo aV Wo pUoWecW againVW alleUgen cUoVV-conWacW and
againVW conWaminaWion and mXVW be held aW VXch WempeUaWXUe and UelaWiYe hXmidiW\
and in VXch a manneU aV Wo pUeYenW Whe food fUom becoming adXlWeUaWed. MaWeUial
VchedXled foU UeZoUk mXVW be idenWified aV VXch.

6. FUo]en UaZ maWeUialV and oWheU ingUedienWV mXVW be kepW fUo]en. If WhaZing iV
UeqXiUed pUioU Wo XVe, iW mXVW be done in a manneU WhaW pUeYenWV Whe UaZ maWeUialV
and oWheU ingUedienWV fUom becoming adXlWeUaWed.

7. LiqXid oU dU\ UaZ maWeUialV and oWheU ingUedienWV UeceiYed and VWoUed in bXlk foUm
mXVW be held in a manneU WhaW pUoWecWV againVW alleUgen cUoVV-conWacW and againVW
conWaminaWion.

8. RaZ maWeUialV and oWheU ingUedienWV WhaW aUe food alleUgenV, and UeZoUk WhaW
conWainV food alleUgenV, mXVW be idenWified and held in a manneU WhaW pUeYenWV
alleUgen cUoVV-conWacW.

(c) ManXfacWXUing opeUaWionV. (1) EqXipmenW and XWenVilV and food conWaineUV mXVW be
mainWained in an adeqXaWe condiWion WhUoXgh appUopUiaWe cleaning and VaniWi]ing, aV
neceVVaU\. InVofaU aV neceVVaU\, eqXipmenW mXVW be Waken apaUW foU WhoUoXgh cleaning.

2. All food manXfacWXUing, pUoceVVing, packing, and holding mXVW be condXcWed XndeU
VXch condiWionV and conWUolV aV aUe neceVVaU\ Wo minimi]e Whe poWenWial foU Whe
gUoZWh of micUooUganiVmV, alleUgen cUoVV-conWacW, conWaminaWion of food, and
deWeUioUaWion of food.

3. Food WhaW can VXppoUW Whe Uapid gUoZWh of XndeViUable micUooUganiVmV mXVW be held
aW WempeUaWXUeV WhaW Zill pUeYenW Whe food fUom becoming adXlWeUaWed dXUing
manXfacWXUing, pUoceVVing, packing, and holding.

4. MeaVXUeV VXch aV VWeUili]ing, iUUadiaWing, paVWeXUi]ing, cooking, fUee]ing,
UefUigeUaWing, conWUolling pH, oU conWUolling aZ WhaW aUe Waken Wo deVWUo\ oU pUeYenW Whe
gUoZWh of XndeViUable micUooUganiVmV mXVW be adeqXaWe XndeU Whe condiWionV of
manXfacWXUe, handling, and diVWUibXWion Wo pUeYenW food fUom being adXlWeUaWed.

5. WoUk-in-pUoceVV and UeZoUk mXVW be handled in a manneU WhaW pUoWecWV againVW
alleUgen cUoVV-conWacW, conWaminaWion, and gUoZWh of XndeViUable micUooUganiVmV.

6. EffecWiYe meaVXUeV mXVW be Waken Wo pUoWecW finiVhed food fUom alleUgen
cUoVV-conWacW and fUom conWaminaWion b\ UaZ maWeUialV, oWheU ingUedienWV, oU UefXVe.
When UaZ maWeUialV, oWheU ingUedienWV, oU UefXVe aUe XnpUoWecWed, Whe\ mXVW noW be
handled VimXlWaneoXVl\ in a UeceiYing, loading, oU Vhipping aUea if WhaW handling
coXld UeVXlW in alleUgen cUoVV-conWacW oU conWaminaWed food. Food WUanVpoUWed b\
conYe\oU mXVW be pUoWecWed againVW alleUgen cUoVV-conWacW and againVW
conWaminaWion aV neceVVaU\.
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7. EqXipmenW, conWaineUV, and XWenVilV XVed Wo conYe\, hold, oU VWoUe UaZ maWeUialV
and oWheU ingUedienWV, ZoUk-in-pUoceVV, UeZoUk, oU oWheU food mXVW be conVWUXcWed,
handled, and mainWained dXUing manXfacWXUing, pUoceVVing, packing, and holding in
a manneU WhaW pUoWecWV againVW alleUgen cUoVV-conWacW and againVW conWaminaWion.

8. AdeqXaWe meaVXUeV mXVW be Waken Wo pUoWecW againVW Whe inclXVion of meWal oU oWheU
e[WUaneoXV maWeUial in food.

9. Food, UaZ maWeUialV, and oWheU ingUedienWV WhaW aUe adXlWeUaWed:
i. MXVW be diVpoVed of in a manneU WhaW pUoWecWV againVW Whe conWaminaWion of

oWheU food; oU
ii. If Whe adXlWeUaWed food iV capable of being UecondiWioned, iW mXVW be:

A. RecondiWioned (if appUopUiaWe) XVing a meWhod WhaW haV been pUoYen Wo
be effecWiYe; oU

B. RecondiWioned (if appUopUiaWe) and Uee[amined and VXbVeqXenWl\
foXnd noW Wo be adXlWeUaWed ZiWhin Whe meaning of Whe FedeUal Food,
DUXg, and CoVmeWic AcW befoUe being incoUpoUaWed inWo oWheU food.

10.SWepV VXch aV ZaVhing, peeling, WUimming, cXWWing, VoUWing and inVpecWing, maVhing,
deZaWeUing, cooling, VhUedding, e[WUXding, dU\ing, Zhipping, defaWWing, and foUming
mXVW be peUfoUmed Vo aV Wo pUoWecW food againVW alleUgen cUoVV-conWacW and againVW
conWaminaWion. Food mXVW be pUoWecWed fUom conWaminanWV WhaW ma\ dUip, dUain, oU
be dUaZn inWo Whe food.

11. HeaW blanching, Zhen UeqXiUed in Whe pUepaUaWion of food capable of VXppoUWing
micUobial gUoZWh, mXVW be effecWed b\ heaWing Whe food Wo Whe UeqXiUed WempeUaWXUe,
holding iW aW WhiV WempeUaWXUe foU Whe UeqXiUed Wime, and When eiWheU Uapidl\ cooling
Whe food oU paVVing iW Wo VXbVeqXenW manXfacWXUing ZiWhoXW dela\. GUoZWh and
conWaminaWion b\ WheUmophilic micUooUganiVmV in blancheUV mXVW be minimi]ed b\
Whe XVe of adeqXaWe opeUaWing WempeUaWXUeV and b\ peUiodic cleaning and VaniWi]ing
aV neceVVaU\.

12.BaWWeUV, bUeading, VaXceV, gUaYieV, dUeVVingV, dipping VolXWionV, and oWheU VimilaU
pUepaUaWionV WhaW aUe held and XVed UepeaWedl\ oYeU Wime mXVW be WUeaWed oU
mainWained in VXch a manneU WhaW Whe\ aUe pUoWecWed againVW alleUgen cUoVV-conWacW
and againVW conWaminaWion, and minimi]ing Whe poWenWial foU Whe gUoZWh of
XndeViUable micUooUganiVmV.

13.Filling, aVVembling, packaging, and oWheU opeUaWionV mXVW be peUfoUmed in VXch a
Za\ WhaW Whe food iV pUoWecWed againVW alleUgen cUoVV-conWacW, conWaminaWion and
gUoZWh of XndeViUable micUooUganiVmV.

14.Food, VXch aV dU\ mi[eV, nXWV, inWeUmediaWe moiVWXUe food, and deh\dUaWed food,
WhaW UelieV pUincipall\ on Whe conWUol of aZ foU pUeYenWing Whe gUoZWh of XndeViUable
micUooUganiVmV mXVW be pUoceVVed Wo and mainWained aW a Vafe moiVWXUe leYel.

15.Food, VXch aV acid and acidified food, WhaW UelieV pUincipall\ on Whe conWUol of pH foU
pUeYenWing Whe gUoZWh of XndeViUable micUooUganiVmV mXVW be moniWoUed and
mainWained aW a pH of 4.6 oU beloZ.
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16.When ice iV XVed in conWacW ZiWh food, iW mXVW be made fUom ZaWeU WhaW iV Vafe and of
adeqXaWe VaniWaU\ qXaliW\ in accoUdance ZiWh �117.37(a) and mXVW be XVed onl\ if iW
haV been manXfacWXUed in accoUdance ZiWh cXUUenW good manXfacWXUing pUacWice aV
oXWlined in WhiV paUW.

�117.93   WaUehoXVing and diVWUibXWion.

SWoUage and WUanVpoUWaWion of food mXVW be XndeU condiWionV WhaW Zill pUoWecW againVW alleUgen
cUoVV-conWacW and againVW biological, chemical (inclXding Uadiological), and ph\Vical conWaminaWion
of food, aV Zell aV againVW deWeUioUaWion of Whe food and Whe conWaineU.

�117.95   Holding and diVWUibXWion of hXman food b\-pUodXcWV foU XVe aV animal food.

(a) HXman food b\-pUodXcWV held foU diVWUibXWion aV animal food ZiWhoXW addiWional
manXfacWXUing oU pUoceVVing b\ Whe hXman food pUoceVVoU, aV idenWified in �507.12 of WhiV
chapWeU, mXVW be held XndeU condiWionV WhaW Zill pUoWecW againVW conWaminaWion, inclXding
Whe folloZing:

1. ConWaineUV and eqXipmenW XVed Wo conYe\ oU hold hXman food b\-pUodXcWV foU XVe
aV animal food befoUe diVWUibXWion mXVW be deVigned, conVWUXcWed of appUopUiaWe
maWeUial, cleaned aV neceVVaU\, and mainWained Wo pUoWecW againVW Whe conWaminaWion
of hXman food b\-pUodXcWV foU XVe aV animal food;

2. HXman food b\-pUodXcWV foU XVe aV animal food held foU diVWUibXWion mXVW be held in
a Za\ Wo pUoWecW againVW conWaminaWion fUom VoXUceV VXch aV WUaVh; and

3. DXUing holding, hXman food b\-pUodXcWV foU XVe aV animal food mXVW be accXUaWel\
idenWified.

(b) Labeling WhaW idenWifieV Whe b\-pUodXcW b\ Whe common oU XVXal name mXVW be affi[ed Wo oU
accompan\ hXman food b\-pUodXcWV foU XVe aV animal food Zhen diVWUibXWed.

(c) Shipping conWaineUV (e.g., WoWeV, dUXmV, and WXbV) and bXlk YehicleV XVed Wo diVWUibXWe
hXman food b\-pUodXcWV foU XVe aV animal food mXVW be e[amined pUioU Wo XVe Wo pUoWecW
againVW conWaminaWion of Whe hXman food b\-pUodXcWV foU XVe aV animal food fUom Whe
conWaineU oU Yehicle Zhen Whe faciliW\ iV UeVponVible foU WUanVpoUWing Whe hXman food
b\-pUodXcWV foU XVe aV animal food iWVelf oU aUUangeV ZiWh a WhiUd paUW\ Wo WUanVpoUW Whe
hXman food b\-pUodXcWV foU XVe aV animal food.

[80 FR 56337, SepW. 17, 2015]

�117.110   DefecW acWion leYelV.
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(a) The manXfacWXUeU, pUoceVVoU, packeU, and holdeU of food mXVW aW all WimeV XWili]e qXaliW\
conWUol opeUaWionV WhaW UedXce naWXUal oU XnaYoidable defecWV Wo Whe loZeVW leYel cXUUenWl\
feaVible.

(b) The mi[ing of a food conWaining defecWV aW leYelV WhaW UendeU WhaW food adXlWeUaWed ZiWh
anoWheU loW of food iV noW peUmiWWed and UendeUV Whe final food adXlWeUaWed, UegaUdleVV of Whe
defecW leYel of Whe final food. FoU e[ampleV of defecW acWion leYelV WhaW ma\ UendeU food
adXlWeUaWed, Vee Whe DefecW LeYelV Handbook, Zhich iV acceVVible aW
hWWp://ZZZ.fda.goY/pchfUXle  and aW hWWp://ZZZ.fda.goY .

hWWpV://ZZZ.ecfU.goY/cgi-bin/We[W-id[?SID=3f7125891958b3eb9380856f26065b5c&mc=WUXe&node=
pW21.2.117&Ugn=diY5#Vp21.2.117.b
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