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2 RAMEEFEERIEY —/MTONT
(83 S - e TS . WWeeghie | EmAemmem. & ST
File Edit View Tools Help
DEEAS | am @4
8! Introduction - Instructions =13] %

FDA's Food Safety Plan Builder (FSPB) is a tool designed to assist owners/operators of  ~
food facilities with the development of food safety plans that are specific to their facilities M
land meet the requirements of the Current Good Manufacturing Practice, Hazard Analysis,

land Risk-Based Preventive Controls for Human Food regulation (21 CFR Part 117).

Use of this tool is strictly optional on the part of the user. FDA is not requiring

use of this tool to develop a facility's food safety plan. Although the content of the
Food Safety Plan Builder v. 1.2 is consistent with the Food and Drug

|Administration’s (FDA) existing regulations and guidance, use of the Food Safety |-
Plan Builder by owners and operalors of food faothnes does not mean that their
food safety plan, p and other

food safety pmwdures are approved by or comply with FDA requirements.

A food safety plan is a set of written documents based on food safety pnnclples and is

using a h to identify those hazards that require preventive
controls to prevent foodborne |Ilness or m]ury The food safety plan incorporates hazard
lanalysis, p controls, supply p and a recall plan, and delineates the
prooedures to be followed for i ive actions and veri ion. In this FSPB
itool, the tabs across the top of the window represent each of the sections for developmg a
\written food safety plan - Facility ion, Prelimil Steps GMPs & P
Proarams. Hazard Analvsis & Preventive Controls Dy Process Preventi 52

["] Do Not Show Again

1R R EFEERER Y — VORI

KERMERLF (FDA) OfMZEEFEERE Y —/1 (FSPB) 1%, b Mo &MICET 58
ﬁﬁmﬁmﬁﬁﬁgo_ﬁiﬂﬁkio)xﬁ_mbt%%ﬁﬁﬁmfgkénfwé B
DR EFRLFHEE L DA ORI ZRFTEIERR A R T DIz sz, =2—F—7 1
VRV RAE L RTa—= T ) = aryThDH, BNEERFEAEYICRE LETTH L
T, B OREE B X OEME L, BEREHRESISNOHRETHIIIBITESE 5 2 R TE D,
B EZEFEIL, BNZEFANCIES —HEOBEBE T, BN TEORF-CEEZ BT 57200
THEEZLE L THEELRET S0, (KRN7RT 7o —F 2O TRESILTND,
FSPBY —/Lda—H—% —#HOX 71k A FL (K2) . & THE, fisk O iEHA Sh 2 25
ODAEETXTERTED L H - Tn D,

FSPB Application User Guide Page 2



p2y U.S. FOOD & DRUG

ADMINISTRATION

B EFEER AR Y — ML, 22— —DFT A7 by T ar B a—Z ZOIHIFET % Windows D
TAY Ny T T TV r—a s Thbd, BMEEHEIL, a— VDO NN—RRFI7A4 T EEXZ0M
DT (77> a RIAT7, h—=n_"—=7 L) IRFTE D, L, B BWITEEDS LT
BHROEENDAREER S DD, BEBRGITIZZ 7 A NVERGTHZ L2 —F—DELTH
%, FDAIX, B ZEFEERZEY — 1V OfHOBEN - BEHlE2ThT, £ARAY —LE2HWTE
B UT-NEETIXEBEICT 7 B AMEER =720,

FDAIZ, Jask D EMEEFEEER, AY —VOMHEZZER LRV, BMEZEFHEER SR —
W, FDADBUTORIAIE A ZF o AZEETH L E2BLTWDER, AV —1Offifla LT
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LTERBEITOT, £V — A2+ 25 2 L CEAACHFICES TE 2D TlEku,

| Recal Plan | Remalss ol | Food Sefety Pren | Sgnature |
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3.1 VX7 LBEH

FSPB%Z E LB E 57D, =—F—Da v a—X ORI, LT ORICFEEHEH O AR EA:
Zii 7z L TWHMENRD D,

aR—R b

Computer 2> E =2 —# 2.80 GHz 3.0 GHz

RAM 512 MB 1GB

N— KT ¢ A ZEE R 100 MB 125 MB

0S Windows 7 Windows 7, Windows 10
NET7 7V r— a7 — | 4.0 4.0

LU —7

T77 47— R VGA VGA

KT TV r—2a b OFTT77ANEETTHITIE, 2 Ea—FDOOSLIAMIMLEBIY 7 M
AN
K7 MIMACKHSTIZ 720,
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321 7oA A=
KYZ FOFIN=Va AL TWLHRE, a3t a—nhbe\—Va V3ERIIT VA v
A b=V L, AT v 72 EITTHI L,
1. StarthZ > %27 U w7 L, %A v 7 AlZPrograms and Features& AJj L,
Programs and Features% &R 9%,
2. Programs and Features’>» 5 “Food Safety Plan Builder” (£ % & E{ER P2
Y — L) %% L, Uninstall(7 > A VA b=V &7 U v 735,
3. B—HB1C: KT A 7 ) 5"FoodSafetyPlanBuilderInstall_V(IH/N\— 5 2)" % BB
L. ROFNEIZET?,

Windows DR NA—2 g VA FEHA L TWAa Ly Ea—2nE a7 T AEYIRT A2 FIEIZ OV
TiE, DV 74w Z &, Uninstall Programs in Windows 7; Uninstall Programs in
Windows 8; Uninstall Programs in Windows 10.

322 #vrwmu—F

Download Food Safety Plan Builder(£ S Z 2 HHEI{ER R Y — V&2 X U o ua— KT )R Z 27 Vv 7
Do

Food Safety Plan Builder Download B o

© FDAHome @ Food @ Guidance & Regulation @ Food Safety Modernization Act (FSMA) @ Food Safety Plan Builder (FSPB)

Fs{{).Pe(E)

FOOD SAFETY PLAN BUILDER

Thank you for your interestin FDA's Food Safety Plan Builder tool. To ensure the Food Safety Plan Builder is properly installed, the following steps must be followed:

1. UNINSTALL : If you have a previous version of the application, uninstall completely from your computer and continue with step 2.

2. DOWNLOAD : Click the Download Food Safety Plan Builder button.

3. UNZIP: Using Windows File Explorer, locate, right click and unzip the Food Safety Plan Builder WinZip download file to your local C: Drive.
DO NOT OPEN THE DOWNLOAD FILE VIA YOUR INTERNET BROWSER.

4. INSTALL : Using Windows File Explorer, locate and execute the Food Safety Plan Builder installation (manifest) file in the '"Unzip File Destination Folder".
Once the installation is complete, the Food Safety Plan builder will automatically start.

5. For detailed instructions to download or uninstall the application, refer to "Chapter 3: Installing Food Safety Plan Builder” of the User Guide.

| Download Food Safety Plan Builder |

X3: FSPBY —V X v u—FK

Acknowledgement
[[] 1 have read and understand the above instructions.

Note: This Software is not MAC compatible.

FSPB Application User Guide Page 5
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Windows 7 7 A /L7 A7 a—7 —%ff ., Food Safety Plan Builder WinZip% 7> 2 — R 7 7
ANERDT, HZ VI TCTrANERRL, a—ANCRIATIIH T a—RT5, A~
S — Xyb77ﬁﬁf&ﬁ/m~b774W%%fﬁw &

ag =N Iv12 - WinZip - m's@u
Unzlp/Share Edit  Backup  Tools  Settings  View  Help o
Files > FoodSafetyPlanBuilderinstall_v1.2.zip Actions
Browse & Manage Files Unzip Selected File
!
L Favorites @ ' FoodSafetyPlanBuilderInstall_v1.2 Date modified: 2/14/2018 3:20 PM & Unzip to:
= Type: Folder [@ Open Folder .\FoodSafetyPlang..
==y Frequent Folders I\ @ Unzip... ]
1= Copy/Move to... Convert & Protect Files
. Send Selected Files To » When adding files to this Zip file:
" Libraries R Folder...
| .ename rolaer. a Encrypt off E]
X Delete...
- o] < i
[*] Computer Select All Ctrl+A E][j Reduce Photos Off || i
& 385 GB free of 477 GB T % S
| @ Network Select by name...
| =
i £ New Folder.. L watermerc | B
Up One Level
I "
! @ Homegroup @ | Folder Propertes.. Share Selected File i
fl
N ¥4 Email |
fl
| = |
| IE 1 item(s) selected Zip File: 50 item(s), 16.68 MB
! l
L —

X4: 7 7 A NV OFFER

324 A AF—

Windows 7 7 A /L7 A7 v —7 —Z%ffiv ., Food Safety Plan Builder{ A h—/L (v=7 = &
k) 77 A V% 7RO “Unzip File Destination Folder(7 7 A VDI 7 + NV Z) CTEITT H, A
VA RN=/NET LB, Food Safety Plan Builder” —/UIXHEIIIZNL S B35

51 B B B = |FoodsafetyPlanBuilderInstall_v1.2 - WinZip Enterprise =8 X
Unzip/share  Edit  Backup  Tools  Settings  View  Help 7]
@ FoodSafetyPlanBuilderInstall_v1.2 »  FoodSafetyPlanBuilderlnstall_v1.2.zip Actions
Files » Computer » Local Disk (C) » Users » ... » Desktop » FSPB » FSPB : .
RS 4 ' Unzip Selected File
i Application Files FoodSafetyPlanBuilderInstall v1.2 Date modified: 2/14/2018 3:20 PM & Unzip to:
” ! ] | Type: Folder B \FoodSafetyPlanB.
Food Safety Plan Builder.application 2/14/2018 r 3
Type: ClickOnce Application Deployment Manifest 951K8 Application Install - Security Warning u Convert & Protect Files
5 When adding files to this Zip file:
setup.exe 2/14/2018 Do ?
\‘ you want to install this application?
W~ Type: Application 466 KB ) |} B et | Bl
Iﬁlli] Reduce Photos
Name: % Convert to PDF O [
Food Safety Plan Builder
L watermark [l
From (Hover over the string below to see the full domaln)
SUsel______IDeHopiske 12 Share Selected File
Publisher: ;
Food and Drug Administration X Email
=
[ 3item(s) # Menageries v B Addrozip |
While applications can be useful, they can potentially harm your computer. If you do not
trust the source, do not install this software. More Information...

[X|5: Food Safety Plan Builder> —/vdDA > X F—)b

FSPB Application User Guide Page 6
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4 Objective HHY
Ra—HF—HA FIF T OMRE DR & BRI 5.,

e  Quick Start Dialog 21 > 2 X5 — p50 722

o  Facility Information =7-HFZ

o Preliminary Steps FHHif <7 > 7

o Good Manufacturing Practices (GMP) & Other Prerequisite Programs i #& 845 (GMP)
Fo L OFITtES 72 277 A

Hazard Analysis & Preventive Controls Determination 15 & 3014 b OV PRI EFEDRE

Process Preventive Controls 7171 X FRIE P

Food Allergen Preventive Controls 7 L7122 FRIE P
Sanitation Preventive Controls ## FIIEFE

Supply-Chain Preventive Controls 774 7= — > P& 2
Recall Plan VU = —/ L7}/

Reanalysis of Food Safety Plan £ %27 HE D27
o Food Safety Plan #1427

o Signature #%

o  Recordkeeping Procedures C#tRE DFNE

e Important Contacts & ZL2E/SE

e Supporting Documents #i/EE#}

41 I A I RE— FATas
A v AR = EATus (K4 T, GFHEOFRIERD, RAFHOREZE < haRSZ ENTE
Do BMERFHEY —/VTIRIELTZZ 7 ANDRDL5E, Balfiolc 7 7 A A b HEIWICR RSN D,
“Getting Started” (BA#A325) ZIRL, 22—V -4 FZHET LI LHTE D,
o Getting Started BA#A9 5 — “Getting Started” (Bith92) AR L., BHZE
— A FERET 5
o NewHHIER — “New” CHHIIER) ZEIRL., BMLEFHEEZFHHITIERT D,
e Open BI<—“Open” (BA<) Z#Z|IRL., BEFORMWELEFE T 7 A VA<,
e Choose Recently Edited File &iiffi o727 7 A N B RE—FTfE-T27 7 A LDV A I, 7
TANGLEL TNV 7T, UARNL T 7 ANALERD, “Open” ¥ %7 U w7 L
T, BEFO7 7 A V&BA<,
e Do Not Show Again &) 5 KR I B2 — “Do Not Show Again" (K56 F/R SH20Y) & 34R
L. Ry 77 TRy 7 ZAERRIERNE ST D,

1

I8 D L —

a
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’
£/ Quick Start Dialog

25—

|ser Assistance

(Getting Started | View the Food Safety Plan User Guide

Choose one of the buttons to Open or Create a New Food Safety Plan

Create a Mew Food Safety Plan

il

Open a Saved Food Safety Plan

Cr choose a recently edited file by clicking Open button or double-clicking one of the file

CMUsers'\Desktop'manual signature fsp -
H:\FSPB"Sprnt 12%UAT 5 Food Safety Plan 10_6_2016fsp D
CserstDesktopnewFSP Test f=p

C:MUsers®Desktop®.Sprint 14 Changes_Import fsp

[7] Do Mot Show Again

X6: 7 A v I AE— b EA TS

4.2 A=a2—IHH DR

Main Menu AA VY A=z—iAA U A=a2—0@RAE ((File(Z7 7 A1) . “Edit (RE)”,

“View(F/R)”, “Tools (V—/1)"8 L O “Help (~Lv 7)) (X5)i%, RIENT=~A 7 vV 7 hMED
T4 R ADA =2 — BTV 5,

8! Food Safety Plan Builder - New*

File Edit View Tools Help
NEHS * A @

= =

X7: FSPBA A v A==2—IHH
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File Menu7 7 A VA =2 —: “File (7 7 A V)" * = =2—(X6)IZ1%. “Create a New Plan Gt
] % HBER T 5)”. “Open an Existing Plan(TER# A D #tEj 2B < )", "Close (AL %) .
“Save (f£17) 7. “Export (=27 AR — 1) 7 5\ T “Print (FIR) 772 & ORI H 5,

£/ Food Safety Plan Builder - New* "N T
File | Edit View Tools Help
1 Mew Ctrl+N (7]

=

[ 5 Open Ctri+0 ¢ Steps | GMP & Cther Prerequisite Progra

Close

luct, Distribution, Intended Use and Const

[Al Save  Ctrl+5 Lduct Name

Save As ‘rocess Steps
duct/Process Name and Steps From Eact
Export * |Fow Diagramis)

= Print Ctrl+P
Print Preview

Print All...
Recent Files 3

Exit

877 A NVA=a—

o NewHHIERK - B i Z 25 E A FHlAERT 5

o  OpenPA< -1ERE DR S Z A FHHE % B <

e Close AU B-HifEO &M Z2FHEZHACH2EA L 202 —V =127 7 A VERATFT D
M= %)

o Save fRfF- BMLEZEFE DK X 7T OWRENBREHRAFT D

e Save As 4 RiI%Z D} TRIF BWWEEFHE SR Z 85 L4k TRIFET 5

e Export =7 AR— b-fllx DX 7T HEINL. FHBH D5 WEPDF7 7 A L& LTHRIFT D

e Print 7V v M BUED X 7 ZHIRT 5

e Print Preview 7V > F XL Ea——FHIRILL D L LTWAHE X 7O LAR— M EFINEEO R7-H T%
AN

o Print Al +_XTFY v b ANEEFHE NOTXTOX T EHIRT S

o Recent Files H&ifffi->7-7 7 4 /v — FSPBA T 727 7 A V&2 T X TEKRTH
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Export Menu™ 7 AR — h A =a—! “Export (=7 AR — F)’A=a—@DIL, BRINKXT
DT VEa2—U 4 FUzlE, ZT7ORFEX L7 2, U— R, PDFY 7 A b HIERT
%o E BMZEFEIIPDFY 7 A MEX TORRGFETE D,

=j lan
File | Edit View Teools Help
1 Mew Ctrl+M A @

[ E Open  Ctrl+O ¢ Steps | GMP & Cther Prerequisite Programs | Hazard Analysis & Preventive

uct, Distribution, Intended Use and Cons:

[& Save  Ctrl+S Sduct Name

Close

Save As ‘rocess Steps
durt ‘Process Mame and Stens From Fack
| Export * Facility Information
4 Print  Ctrl+P Preliminary Steps
Print Preview GMP and Prerequisite Program
Print All... Hazard Analysis and Preventive Controls Determination
] Process Preventive Controls
Recent Files 3
Food Allergen Preventive Controls
Exit Sanitation Preventive Controls
Supply-Chain Preventive Controls k
Recall Plan

Recordkeeping Procedures
Reanalysis of Food Safety Plan
Important Contacts
Supporting Docurnents

Food Safety Plan

9 TrA N A= a—I T AR—}
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D). Copy(z= v°—), Paste(ik 0 (7)) DOZINEE R H 5,

£/ Food Safety Plan Builder - Manual* |

File | Edit | View Tools Help
A E Undo Ctrl+Z

i Redo Ctrl+Y T
Facility T._ﬂ
s Cut Ctrl+X

By C Ctrl+C -
Facility ~ orY i

% Paste Ctrl+V
Addre Select All  Ctrl+A 2
City, State:™

10: ﬁ%f = a—

]

Edit MenuffifE A = = —: “Edit (fi#)” A = = —(xI8)iZ1%. UndoGtiZEF), Redo(k

J)

Vid), Cut(@lv

View MenuF R A = =2—: View (FR) A =2 —(X9)1Z. FSPBNOTXTOX T DU A N ZFE R
T5, VANPOLIHABAZ —DO®RRT 5L, BMEZEHBNTHRESNZDOX 7TICBEIT5Z &

WTX B,

File  Edit

D5 H

| Food Allergen P

Supporting Dg

View | Tools Help

Facility Information

Preliminary Steps

GMP & Other Prerequisite Programs
Hazard Analysis & Preventive Controls Deterrmnination
Process Preventive Controls

Food Allergen Preventive Controls
Sanitation Preventive Controls
Supply-Chain Preventive Controls
Recall Plan

Reanalysis of Food Safety Plan

Food Safety Plan

Signature

Recordkeeping Procedures
Important Contacts
Supperting Documents

FSPB Application User Guide
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Tools MenuY— /N A =2 — B EDFSPBA 7> a v 2 W AZ~ A X AHI21F, V—IlA=a—
ORI TF = v IV ~—T Z AIND, HDOHNF~Y—7 21T T T,

File

NDEHS

Edit View | Tools | Help

Show Introduction Pop-Up Message

Facility Information E

Facility/Company N Include Recordkeeping Information in Plan

Address:* Include Preliminary Steps in Plan

Citv. State:*

Show Quick Start Dialog 't
v | Print Report Header

(<< ]

Include Supply-Chain Records Document Checklist in Plan

Include Important Contacts in Plan

Include GMP & Other Prerequisite Programs in Plan
K12 — /b R = 2 — (G EE)

‘Show Introduction Pop-Up Message’ 5 7FGH A 7°F »» 7' R e — 227301k
ETIE, ARPBRENTND, ZOBRKEMRT 2L, ZTRNAR Y T T v T DRy 7
AW, EOFTTHHIEZ Y v 7 RHIERR SN2 72D,

Show Quick Start Dialog’ 2 » 2 X5 — F 4 7 220 ZKnd S5-I E TIE, FR
DEBIRSNTWD, ZORREZRT D E, FSPBY 7 F &3 H BiF7- & X @EITER
END A v I AR— R EAT T | BDERENRLIRD,

‘Print Report Header’ L 75— | D~ 572 HlIl 73— FIHEE Tl FIRIZSEIRE 0T
o INEEIRTDHE, LR—FOER—VIIHAZ <A XL XEEI S5 (R
EDONFIE ML) LlroTnD), o, TO~y X & LAR— FOa—2HIT %
D, FHRRIZOBERT 50 HRINTX 5,

‘Include Supply-Chain Records Document Checklist in Plan’¥>"7 o 7= — > FE#R X &
Fxr w2 YR PEFEIZE T — VIBE T, FERINICRH->TND, TNERINT D &,
HR5a(T R TOY 7T A4 ¥ —BLOMEHZ DWW OICHBH SN TWDE T 7T A F = — itk
FxvZ VAR, Y774 F == PHERY 7B LORMGE Y 712G E 5,
‘Include Recordkeeping information in Plan 7B FEERIRE IE R & Z¢r — IR E T
IR o TND, TNEBIRT S & RERE X 7TICA S fﬁ%&?ﬁﬁfmﬁ/ﬂéﬁﬁﬁ
TICEEND,

‘Include Important Contacts in Plan’ BEZE L E/EE2 FHEIZ & r—0) R E T, RN
o TWND, TNERINT S &, HEEREKIL Y 7 AT SRR B M EFE X 71
EEND,
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Help Menu~VF A =a—t ~LV T A =a—nbida—F—FA R, GHEFH, OV 7 U=
TIZHONWTEAbout)Ic 7 78 A TE 5, (K11)

"8/ Food Safety Plan Builder - UAT 5 Food Safety Plan Demo DG 6_24_2016* =S
File Edit View Tools | Help
DEHS ¥E2EB& User Guide »
Faciltty Information | Preliminary St Legal Disclaimer [ Hazard Analysis & Preventive Controls Determination | Process Preventive Controls | Food Allergen Pi| ¢ | *
About
Facilty Name: Facilty Identifier Numbers: [<| [ |

B 18: ~"N T A= —
43 BT av

BEZTZE, DYV —bFa—FbEr— gy, 2) I FARRALBLIOIMEERDIH>D
ISFINB B,

e Tree View Navigation” Y — bt a—F 4/ — g v EO S U(K12IE, H 5N TH AT
SNTWDERDU AT, A~y X LH T~y X THRINLY T —Ea—Ilo> T,
I RO FEIZH 5 “Next(R~)"H 5 WE“Back”(RD)HR X v &7 U v 7T 50,
V=t a—0O0EREMEZ 7 ) 7 LT, BICERMIZEZ TIT<, @ ERIZIELWIEET
BExbb L), ‘NextVRK~HRZ o TEIETHZ &, ) MORENIBEOERMZRL, &
DRANEE DEMA~DEIEN AN EH T D EaRm LTS,

Eile Edit Miew Tools Help

DEHS | 4 L@
Facility Information | Prefiminary Steps | GMP & Other Prerequisite Prog
IEI .......

=-{ Describe the Product, Distribution, Intended Use and Cons
o Enter/Add Product Mame

=) Product1

EI E“ 1. Product Description

e v 1a. Describe the full name of the finished product,
----- \/ 1b. List all the ingredients in the product.

----- = 1c. What type of packaging encloses the product?
----- 1d. What is the length of shelfdife of the product?
----- 1e. List the storage and distribution requirements fo
EI E‘_‘| 2. Intended Use, Intended Consumers, and Labeling In
----- Za. What is the intended use of the product?
----- 2b. Who are the intended consumers of the produg
----- 2o, What are the labeling instructions for this produs
==y 3. Flow Diagram Process Steps

- Ja. Enter Product/Process Name and Steps From Eac
o 3b. Verfy the Flow Diagramis)

M14: V) —FEa—FEHF— g
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e Middle Panel X R 3Lt I FARIU(KL3)IE, FIEEZ v arThd, ZOTIYTT
i, FERMCEZE TS 2RO bND,

2. Effectiveness Checks:

2a. | Describe the procedures and documentation that must be utilized to conduct effectiveness checks
to verify that a recall is carried out, and who will be responsible for this activity.

Comments:

Back || New

X15: I R RV
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e Supplementary Informationfi @ F# - £ D/ SFA(K1DITiF, = —HF =2 X HEM~D
M1 2 BT 2720 OBIMMOE FAGFH| S VERGNCET 2 @A EENTNDH, Zo/3x
IZIE, CFEEFHLRPTLLTEHEDDR—LA 2, T NOWRENRD 5,

| Zoom() | | Zoomi) |

Supplementary Information:

The CGMP requirements for sanitary operations
focus on ensuring that food, food contact surfaces
and food packaging materials are protected
againstfood allergen cross-contact and
contamination. For additional information and
resources, please see 21 CFR 11735 and the User
Guide.

X16: # 215
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4.4 V7 +EEORE

e Introduction pop-up box¥ 7NNy FT v TRy 7 R V7 NNOK X 7% R TITL &
Z—PF— I ¥ T ONRE & D Introduction(FEM) % 7 (K15) & HIZT 572495, (7272
L. Y—/LA=a—0‘Show Quick Start Dialog (7 { v 7 A X — ¥ A T 0/ FKRr$
5)DF = w7 EHLTODEEERL)

’
£/ Facility Information - Introduction E@g

This Facility Information tab allows you to document information about your =
facility. Although the CGMP & PC rule requires that records, including the [
Food Safety Plan, must include information adequate to identify the plant,
you have the flexibility to determine what specific information is included in
your food safety plan. You are not required to include all the information in
this tab in yvour Food Safety Plan. Fields in this tab noted with a red asterisk
will appear at the top of each of the applicable tab summary reports, and at
the top of your food safety plan. At minimum, you must identify the name.
and when necessary, the location of the plant or facility.

m

The Facility Information tab also allows you to document the names of
individuals who assist in the development and implementation of the food
safety plan. and to include the name of the Preventive Controlz Glualified
Individual (FCQI) for this facility. Per 21 CFR 117.126(a), the CGMF & PC
rule requires that a PCQI must prepare or oversee the preparation of the
food safety plan.

For additional information on the Facility Information tab please see the -

[7] Do Mot Show Again

X17: Z TR T T o

e Warning messageBE&H 2 o —1 Y 7 bR THEIZG LT, BEX v -V NFRIN5(X16)

i N
Warning ﬁ

l'-: The Product Mame cannot be blank, please add a Product Mame,

Ok

X18: &&H A vk —
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o Uploading additional documentsiBMXFED T v 7r— RN EHEEEFIRE(SOP), fifk/s
EOXENTn AT BT ATHRATE 2546, 2 b0 E X Supporting
Documents(ffi /@ E3) ¥ 7B TT7 v 7r— KL, IHT25721F TRV, IROEMO =2 £
YRT 4=V RIT, XEDOFA MVE ENLDT 7 ANVPRRLES T DH T L ETLA
T5HZ L,

¢ Question previewER] 7L B2 —: V7 N T, OV Y —¥ 2 —OEM RS E A
7u— L, FEDEM FEOFEM A B Z L TE H(X17),

File Edit View Toole Help

D EHS| (7]
‘ Facility Infermation I Preliminary Steps ‘ GMF & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Detemination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Preve
=]

* | 3. Current Good Manufacturing Practices: Sanitary Operations
El-_., Current Goad Manufacturing Practices ¥

3 1. Personnel 3b. | Substances used incleaning and sanitizing. and storage of toxic materials must be in

1a. In accondance with 21 CFR 117 4(b). al personne! m accaordance with 21 CFR 117.35(0)(1) and (2).
Tb. The management of an establishment must ensure th
. The management of the establishment must take rea: [] Yes [ Net Applicable

1d. The management of the establishment must take real
=-{5) 2 Plant and Grounds
i 2Za. The grounds about afood plant underthe cortrol of 1
2b. The plart must be sutable in size, construction, and |
=5 3. Sanitary Operations
3a. Buildings, fitures, and other physical facilities of the |
Eﬂ 3b. Substances used in cleaning and sanitizing. and storage of toxic materials must be in accordance with 21 CFR 117.35(b){1} and (2). l
3c. In accordance with 21 CFR 117.35(c), pests must no ﬁ

3d. Allfood-cortact eurfaces, including utengis and food =
Je. Nonfood-contact sufaces of equipment used inthe
¥. Cleaned and sanitized portable equipment with food ©

=3 o] 4 Sa_n'rla_rv Fa,:ili‘ties and Contm.ls i
X19: Efi7F L B 2—
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Facility Information(§ia% {5 #) % 7' (X18) Tix, T.3%5H 2 W \Ihiak 2 45 E T D 72 DI LB I
RNT ZAZ Y R RONTND, ELOMRZFET 5. St Jusks . EFT. mis L OYN, BB,
B 70 & NZHRERRFE 570 EOHRORNT A X Y 27300 TV DN, #H Y T Ox Y~
U—UAR— FBLORMEZEEFTHO FICEE SN TND, BRNT AZ Y X7 DDONTNRNZED
DIEHRD ANIMETIZAR, LrL, 20X TIZHRASHEBRIT TR TRM LIS FR
b, EbIT, BHORNLZEFHTF — LD A L R—DL BRI RA T L, RO T

EHEREAZLET 52 bTE D,

Faciity Information | Preliminary Steps | GMP & Other Prerequiste Programs | Hazard Analysis & Preventive Controls Detemination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Preventive Controls | Supply-Chain Preventive Controls | Recall
Facilty Identier Numbers:
Faclly/Company Namer | o 0P ity Identfier Numbers:
Address™ 123XYZ Street Country:* USA Description Number
o Caytiane, O TRl 0 Food Facity Regsiration Number 1111111
Phone Numbers: Phone v Mobile v
Other 5 Fax -
Facilty Description: General description of the facility and the physical attributes of the facilty.

Employee Description:  Information about the number and types of employees at the facilty.

Product Description: A brief description of the product or product categeries, the main processes involved.

Food Safety Team:

Preventive Controls

Primary Contactfs) e e Name Tl Phone
| |dchn Smith |owner 1112223333
| | Mary Jones | Analyst

X20: fEzkE® & 7

FSPB Application User Guide
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Facility Information (i lg #)% 7 O 7 4 —)v RIZE TN 55

Facility/Company Name sk tt4 —ftizx,~ /\ﬁ@%ﬁ

Facility Identifier Numbers figk #5535z |2 B0 D FDAR ER* & 5 WM Tk & 57

~T

*FDADEE BRI BT 2 B OFMIC SN TE, RO = 7% A hEBHOZ &

http://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/.

Address fEFT —iti i DS EERICAFET DG FTOERT

City —j}m XN AR DAERT O

State M —fiti g% NN ERAIIAFAET D EFTON

Postal Code ﬁﬁ%‘b‘ —SEEE DB AFAET 2 T OB ER 5

Country E —ftiz% BB AFAET DIEFTOE

Phone Numbers EFEE S —fiisx O EEE 5

Facility Description fEgk DBEE — W HiaY)Feitk 4 5 o ik DAL

Employee Description fE3£ B OMEE — fiisX ONEEBIZ OV TOER EEBE DO N L&
AR, (EthE, S— b, FHiEM e O)DEHREET)

Product Description S5 OB 1T S T2 BARRG 22 S, & 7= 1 38 L 0 FE o 3L

Food Safety Team BfHZET —b— RN EFHEORE & HEFFIZBED 5 A\ D4ART, %

ek L OEEE RS, BN ZEFHEOMERETE OMNEH & PHEHEERMEAZTEHLTH

Ry,

5.1 Adding Facility Identifier Numbersﬁﬁ%’?%ﬁ”ﬁ%a) B

1.

2.

e ik o E B U A MR ERE 5 2 B3 512i%, ‘Facility Identifier Numbers (fifiz%
WAIERY 7 4 — N FOBOET 2270 & a“%so
B LW E 2RI L, "Description”(# %) & "Number” (& 5) & A 195,

5.2 Delete Facility Identifier Numbers/iizki%k 5% -5 DHIER
MaEx ik 5 A HIbRT 212X O FIEE E1T7T %

1.
2.

HIBRS 2 @l 5 D5 2RI 5,
74— R EEICH DHIBRT A 2 8 ZEIRT D,

ZOFIEEAT D & BANEZILY A R DHIBRE AL, JTICRERN,

FSPB Application User Guide Page 19
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3 BRREF—DLDRA L —DIBM
BT — BT A U AN—ZBIT HITIFRO FIEZ FATT 5
1. ‘Food Safety Team (/22T — 1) "7 4 —/L ROBOE T 20 23R L. RICH LOSIZHEA
T 5,
BMUZZH LWEIZEIR L, BT LWEBRERT — LD A U N—DFElZ LT 5,
CEASSEN, AREE OSSN E D MO T, FINOPrimary Contact(s) ({33 D%

) EF2v s3T5, FEFTF oy B2ITTLTORT,
4. WD, THEBLEAEE A (PCQD DEAE LI E 5 o T, FINOPCQrE F = v

795, FRIFT v 7 E2IFTT L TORT,

5. BELEEA L N—DRA, Hiki L OEREE 2 EUINC AT 5,

5
b

w N

B A U R— DR

— D A S BIRT B IIIR O FIEE E T 5
BT 5 A =5 %2 ) v 745
Krgavezr)ords

54
=]

PH>)@.

ZOFEEITD & ZFOANDITY A R LHIBRS L, JCIZEER,
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6 FERIERAT >
Preliminary Steps(FRI#Ef A7 v 7)) ¥ 7%, EthOfisx THE L T8O ZEIZED S
LA BT L SCEAL T DRSNS & 72 D, T DOERITHER A T v 7 D FEHEILZCGMP
BLOPCHAITIIWREIZRD 5N TWARNWR, ZOEHRE AFT L Z LTSRN LLEEICH
HAThsd, Zox7TiE, Mg ciliE, L, adH50RET H2RMOREKEMN, i@, EML
TR FEEMBEEZERTIIENTES, S50, FRLOETROERAT v TE2 AT HZ
LT, IR7u—MEERTE D, ZOX 7B HHEFMER AT v 7 TIELLFOEB ZH#5E L v
A

o ML & ZOYEDF

o FRMMMOBX LIMHTELEHESEH D WVIET Y R —F—0DFHiH

o THEOT7a—XEFHBHADIER

o B TOT o —XOWGEE

FHIE A T 7T 2 BMOSREEHT, A —H—T A FOMERACE RSN TN,

Add a Product Name 81554 DEM: TF A 7 4 —)L Nzl 42 A L. “Add Product (B4
2B )R 2 o (X19% 7 UV v 7 LT, Bl z2iBnd 5,

File Edit Yiew Tools Help
I_‘Iﬁﬂd ¥R e

Facility Information | Preliminany Steps I GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Determination I Process Preventive Controls I Food Allergen Prevertive Controls I

Describe the Product, Distribution, Intended Use and Consumers of the
BD Describe the Product, Distribution, Intended Use and Consumers of the Food

. .= Enter/Add Product Name | | Enter/Add Product Name
BD 3. Flow Diagram Process Steps

o 3a. Enter Product/Process Name and Steps From Each Flow Diagram Product]
i 3b. Verfythe Flow Diagram(s) roduct
B21: 5h4 DB
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o HMD1am b2 DERNZBIE L% % ORMICEROL I 28T 512iF, YU —bEa—
T “Add Product Name (B 54 OB Z vy, R OFERLIZHOW T HERD1an b2
DOERNCIRIE S 5, S5 S LI BE R 72 00 2 OFNEE Y KT,

o MNAIXZENETNEA CTHRINIFRLRY, BEAETRWES, ToRBA 13T TligER S
TBY., FILWARIZDITA0NERHD L WHIEENRRINS,

BR1ah b 2e BN, FSPBVER U A M #1EKT 2 DT, HETH(X20), 2 A FRv
ZNERNCRT BB E A L. “Next(k~)"RZ a2, ERINCECEE TS,

Facility Information | Preliminary Steps | GMP & Cther Prerequisite nglamsl Hazard Analysis & Preventive Controls De‘terrninationl Process Preventive Controls I Food Allergen Preventive Controls | Sanitation Preventi
1. Flavored Milk: Product Description
T1a. | Describe the full name of the finished product, including important food safety characteristics.

=
5-(= Desciibe the Product, Distribution. Intended Use and Consumers of the Fog
i Enter/Add Product Name
{=) FAavored Milk
= 1. Product Description Comments:
~Ep 1a. Describe the full name of the finished product. including importa| i
1b. List all the ingredients in the product.
Ic. What type of packaging encloses the product?
1d. What is the length of sheffife of the product?
= 1e. List the storage and distribution requirements for this product.
2. Intended Use, Intended Consumers, and Labeling Information
2a. What is the intended use of the product? i
2b. Who are the intended consumers of the product?
2c. What are the labeling instructions for this product?
=+{_ 3. Flow Diagram Process Steps
: 3Ja. Enter Product/Process Name and Steps From Each Flow Diagram
3b. Verify the Flow Diagramis)

X 22: B8 LICBE T 2 ER1an b 2¢

7 u—X7 ¥ XFE:

Z AT AT uv AFNEIX. Hazard Analysis & Preventive Controls Determination (/5%
DB LT R 2NN U7 PRI EPERGE)S TG END, ZOXTEER L2 & &R LT
Yt BEI LY X210 U7 PR EPERES 7\ FE T AFEEZEMNTE 5,

B8a: "HlNL T a v AL BT A(X2D)iI2iE, PRI R & 7218 Y “Product/Process Name

Wi T u 24) " O ICH D S RN w2 ) v 35, B/ T av 242 AL, “OK'R
gows )y 74 5(422),

] 3. Flow Diagram Process Steps:
=1{_7) Describe the Product, Distribution, Intended Use and Consumers of the Food =
o 3a. | EnterProduct/Process Name and Steps From Each Flow Diagram

Enter/Add Product Name

J-{) Product1

=5 1. Product Description
i/ 1a. Describe the full name of the finished product, including important food safety
-y 1b. List all the ingredients in the product.

Product/Process Name: [ v

i/ 1c. What type of packaging encloses the product?
; v’ 1d. What is the length of shelfife of the product? Process Steps: | -
S / Te. List the storage and distribution requirements for this product.
=) 2. Intended Use, Intended Consumers, and Labeling Information Process
/ 2a. What is the intended use of the product? Step Process Step
i v~ 2b. Who are the intended consumers of the product? Number

=-{) 3. Flow Diagram Process Steps
= 3a. Enter Product/Process Name and Steps From Each Flow Diagram
3b. Verify the Flow Diagram(s)

23: Efi3a
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Facity Information | Preiiminary Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Determination | Process Preventive Controls | Food Allergen Preventive Controls | on Preventive Controls |
(=] 3. Flow Diagram Process Steps:

: {2 Describe the Product, Distribution, Intended Use and Consumers of the Food
Enter/Add Product Name
Product1

1. Product Description
 1a. Describe the full name of the finished product, including important food safety|  Froduct/Process Name: [ v

v’ 1b. List all the ingredierts in the product.
v’ 1c. What type of packaging encloses the product?

| 3a. I Enter Product/Process Name and Steps From Each Flow Diagram

v/ 1d. What is the length of shelf-fe of the product? Process Steps: [ 4F }

v’ 1e. List the storage and distribution requirements for this product. _

2. Intended Use, Intended Consumers, and Labeling Information Process

v/ 2a. What is the intended use of the product? Step Process Step
v’ 2b. Who are the intended consumers of the product? Number

v’ 2c. What are the labeling instructions for this product?

3b. Verify the Flow Diagram(s)

X24: ERf8a &,/ 7ot 24 DEBM

7 ut AFINEZEMNT 5(X23)I21X, “Process Steps (F v AFJH) "7 4 —/V ROLIZH S &% 5
YEI7Vy L, [FuavXAFE 74— N7 e 2AFHOLRTZ AT 5,

Facility Information | Preliminary Steps | GMP & Other Prerequisite Pr | Hazard Analysis & Preventive Controls Determination | Process Prevertive Controls | Food Allergen Prevertive Controls |
& 3. Flow Diagram Process Steps:

) Describe the Product, Distribution, Intended Use and Consumers of the Food

Enter/Add Product Name

- Product1

= 1. Product Description

-y 1a. Describe the full name of the finished product, including important food safety Product/Process Name: [P'M1 ']

-/ 1b. List all the ingredients in the product.

-y 1c. What type of packaging encloses the product?

-/ 1d. What is the length of shelfife of the product?

-y 1e. List the storage and distribution requiremenis for this product.

2. Intended Use, Intended Consumers, and Labeling Information Process

/ 2a. What is the intended use of the product? Step Process Step

- 2b. Who are the intended consumers of the product? Number

- 2c. What are the labeling instructions for this product?

=+ 3. Flow Diagram Process Steps

=y 3a. Enter Product/Process Name and Steps From Each Flow Diagram
3b. Verify the Flow Diagram(s)

’ 3a. | Enter Product/Process Name and Steps From Each Flow Diagram

Stepl

X25: Eff3a L 7 1t X FIEDEM

VBT a AFIENT R CTBEMEND LT, ZOFEEE2#V KT (X 24),
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Facility Information | Preliminary Steps | GMP & Other Prerequisite Programs | Hazard Analysis & P ive Controls Determination | Process Preventive Controls | Food Allergen Preventive Controls
By 3. Flow Diagram Process Steps:
~) Describe the Product, Distribution, Intended Use and Co of the Food 7
u ¢ Erﬁer//::ld Pn:juct ane o B E———— | 3a. | Enter Product/Process Name and Steps From Each Flow Diagram
1. Product Description
1a. Describe the full name of the finished product, including important food safety|  Froduct/Process Name: [P“’d“d‘ ']
v 1b. List all the ingredients in the product.
v/ 1c. What type of packaging encloses the product?
1d. What is the length of shelf4fe of the product? Process Steps:
1e. List the storage and distribution requirements for this product.
2. Intended Use, Intended Consumers, and Labeling Information Process
v/ 2a.What is the intended use of the product? Step Process Step
v 2b. Who are the intended consumers of the product? Number
2c. What are the labeling instructions for this product? 1 Step1
=) 3. Flow Diagram Process Steps
&=p 3a. Enter Product/Process Name and Steps From Each Flow Diagram » 2
3b. Verify the Flow Diagram(s)

X|26: EH3a Lt EE D 7 1t 2 FIFEDBM

7' ut AFIAZHIBRT 2 (M25)I21E, “Process Steps(7' 12 & A TR DR BREH D2 B L
Ky qarwks )y r+5, “Confirm Delete(IfR % M+ 5) % A 7 11 7 TYes" 2RI, 7
7 A FIAOHIBRZMEET D,

Facilty Information | Preliminary Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Detemination | Process Preventive Controls | Food Allergen Preventive Controls | ion Preventive Controls
B 3. Flow Diagram Process Steps:
- Describe the Product, Distribution, Intended Use and Con: of the Food ;
] E:t:r/Add Product N;“e on i Bl i ‘ 3a. ‘ Enter Product/Process Name and Steps From Each Flow Diagram
) Product
—-{-=) 1. Product Description
" 1a. Descrbe the full name of the finished product, including important food safety|  Product/Process Name: [Product1 -)

v 1b. List all the ingredients in the product.
v/ Tc. What type of packaging encloses the product?
v 1d. What is the length of sheff-ife of the product? Process Steps:
v/ Te. List the storage and distribution requirements for this product.
) 2. Intended Use, Intended Consumers, and Labeling Information Process
v/ 2a. What s the intended use of the product? Step Process Step
v/ 2b. Who are the intended consumers of the product? Number

-/ 2c. What are the labeling instructions for this product? 1 Step1
3. Fow Diagram Process Steps
= 3a. Enter Product/Process Name and Steps From Each Flow Diagram
3b. Verify the Flow Diagram(s)

X27: E8a 7 1+ A FIEDHIRE
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T AFIEDOESEZRY B3

Tt AFIEOFE SRV EI (X268 LU0, BET L 7o AFEEZERL, £FHOIEL
WIBFHC R v 74T 5(FRICRT EBY), 0% Y 7 bAHBTESEZIRY ET,

3. Flow Diagram Process Steps:
3a.

Enter Product/Process Mame and Steps From Each Flow Diagram

Product/Process Name: [F‘mducﬂ "]
Process Steps:

Process

Step Frocess Step
MNumber

1 Stepl

2 Step3
3 Step2

28 e AFIEDOEFFHRY E L OHIDOER3a

3. Flow Diagram Process Steps:
Ja.

Enter Product/Process Mame and Steps From Each Flow Diagram

Product/Process Name: [F‘mdud1 T]
Process Steps:

Process
Step Frocess Step
MNumber
1 Stepl
k Step2
3 Step3
4 Stepd

29: e AFEOEFFIRY E L ORDOEM3a
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Bsb: £ T a2 07 a—MEi#ERT 51281, “Yes” F 721X No” R ¥ v & &R

Do

Bih /T re 24 B L 0T 0 AFIRICEENLE Y6, BMBallRlY . 7 n—MOWNE iRk

T 5,

Facility Information | Prefiminary Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Determination I Process Preventive Controls | Food Allergen Preventive Controls
By 3. Flow Diagram Process Steps:
1) Deseribe the Product, Distribution, Intended Lise and Consumers of the Food - -
T Erter/Add Product Name | 3b. | Verify the Flow Diagram(s)
=) Product
E 1. Product Description Has the flow diagram been verified forthe Product/Process Name chosen, which includes all
1a. Describe the full name of the finished product, including important food safety then answer "Yes' or ‘Mo’ for each flow diagram.
1b. List all the ingredients in the product. ) Yes ) Mo
1c. What type of packaging encloses the product?
1d. What is the length of shelfife of the product? Product/Process Name: | Product1
v/ 1e. List the storage and distribution requirements for this product.
BD 2. Intended Use, Intended Consumers, and Labeling Information
iy 23, What is the intended use of the product?
2h. Who are the intended consumers of the product? Process
v/ 2c. What are the labeling instructions for this product? Step Process Step
BD 3. Flow Diagram Process Steps Number
iy 3a. Enter Product/Process Name and Steps From Each Flow Diagram 1 Stepl
=y 3b. Verfy the Flow Diagram(s) » Step2
3 Step3
4 Step4
X130: ER8b — 7 v —X DR
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7 GMPE L UZ OHLORTHREM T 7 7T A

ZDOX T, BERORMLZEHEOT D OHEARHERE L EHSEEZEE L, R EDOLLHE L
725 ERLERE E T OMORHERMG T2 /T LADF = 7 VA R E L TOEE EZRT-T,
CGMPH L UPCHANL, B ZEBKEZBRT 2 —fE L TGMPF = v 7 U A MEER LT
RN, — W= o TUIER RHERETH 5,

1221 CFR 117 O 73— FBIZH# SN TV 5 CGMPHANT im0, FIE, £=% 1 7,

LB A SCETIT ) Z EITER LTV, L, WEBOHE L —= 7 EREkIIBIAN T,
21 CFR 117.4 (@) ¥ 73— FAICH & SEHERD HEETHHLERH D, CGMP 3 L O PCHAID
R LT TV DNiEkIE, CGMPORIAIZAET D LENRH DD, EfhOFKMHIZITFEY LRV VE R
N AHAREME S 5, F DA ‘Not Applicable G SN 238483 5,

GMPE L O Do RS 7 v 77 2T 2 BMOSEGRHIAL—— T A FOAERAICHE
W TV,

W IERERE O 2 BT 2 (X291, “Personnel”(A E)IEHRICITE . ERICKLEICIE LT
“Yes” %7214 “Not applicable (i 4V ClEIZE T 5, ZDHKDEZ > a2 > “Plant and Grounds
(T3Hk L OHh), “Sanitary Operations (f&ZEiE )", “Sanitary Facilities and Controls (f 45t
B X OV ED), “Equipment and Utensils G%{iis & OFHEEZRE), “Process and Controls (7' 12t
2B I OVER), “Warehousing and Distribution of Food, and Holding of Human Food By-
Products for Use as Animal Food (£ DB TOHRE & Wik, BXOEWmTEMLE L THEHT
e AR BIFEMORE) R L U¥“Defect Action Levels (R B Shkt s L) OW T, 4%
B O FEBICERRESNDNext"RNZ %7V v 7 LTHREIEHZ AN LT,
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| Facilty Information | Preliminary Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Determination | Process Preventive Controls | Food Allergen Prevertive Controls |

=]

| »

1. Current Good Manufacturing Practices: Personnel
Cument Good Manufacturing Practi E T z = : T
" n: Pe;zmelan G 1a. | Inaccordance with 21 CFR 117.4(b). all personnel must receive training in the principles

< hygiene and food safety, and the training must be documented in accordance with 21 C
=] 13. In accordance with 21 CFR 117.4(b), all personnell 5 )
1 The managemert of an establishm ) st ure 117.4(d). As a convenience, you may choose to store records of employee training in tt

1c. The management of the establishment must take re Supporting Documents tab.
1d. The management of the establishment must take re
{3 2. Plant and Grounds [ Yes [7] Not Applicable
2a. The grounds about a food plant under the control ¢
2b. The plant must be suitable in size, construction, an
3. Sanitary Operations
= 3a. Buildings, fitures, and other physical facilties of th|
3b. Substances used in cleaning and sanitizing, and st
3c. In accordance with 21 CFR 117.35(c), pests must |
3d. All food-contact surfaces, including utensils and fo|
3e. Nonfood-contact surfaces of equipment used in th|
- 3. Cleaned and sanitized portable equipment with fooc
{) 4. Sanitary Facilties and Controls
- 4a. The plant's water supply must be adequate for the
4b. The plant's plumbing must be of adequate size anc.
4c. The plant's sewage must be disposed of into an ac.
4d. Each plant must provide employees with adequate
4e. Each plant must provide hand-washing facilities de
= 4f. Rubbish and any offal must be so conveyed, stored
_’ 5. Equipment and Utensils
- 5a. All plant equipment and utensils used in manufactu
5b. Seams on food-contact surfaces must be smoothly
5c. Equipment that is in areas where food is manufact!_|
5d. Holding, conveying, and manufacturing systems, in
5e. Each freezer and cold storage compartment used t
5. Instruments and controls used for measuring, regula

X31: GMPE X O F DO FHESMH: 7 v 75 ADER

A% 71321 CFR 117. 4%&0\#7/\—FBT%*éhTL\éGMP ks LTS, LavL. ‘&9
(M30) T, #HHONERIZPALRD & D IBMORHERN T v 7T LEBINT 5 2 L b ARETH D,

o Add GBI — BIOFIHESM 71 7T A&z 5121%, "Additional Prerequisite
Programs GEMORHESEMET 0 7T L) 7 4 VK % ET)_\'L Tu 7 4w AL, “Add
Prerequisite Program (Fi#e5:fh 7' 0 77 L &8N 2)"RE v &7 U v 735,

Facilty Information | Preliminary Steps | GMP & Other Prerequiste Programs | Hazard Analysis & Preventive Controls Determination | Process Prevertive Controls | Food Allergen Prevertive Controls | Sanitation Preventive Cortrols | SupplyChain Preventive Controls | Recall Plan |+ |*
{23 3. Sanitary Operations ~ | 9. Additional Prerequisite programs: Other
3a. Buidings, fidtures, and other physical faciltes of th

3. Substances used in cleaning and sanitizing, and st | Add additional prerequisite program.

3. In accordance with 21 CFR 117.35(c). pests must 1

y

3d. All food-contact surfaces, including utensils and foc 21CFR 117 does not list any specific addmonal

3e. Nonfood-contact surfaces of equipment used in th beyond the req; of

¥. Cleaned and sanitized portable equipment with fooc Additional Program Name] the CGMP provlslons justcovered. Ifyoufind it
E-{) 4. Sanitary Facilities and Controls P helpful to do so. you may listthe fitles of additional

4a. The plant's water supply must be adequate forthe —, hdd ok, Prerequisite Programs that you may have

4b. The plant's plumbing must be of adequate size anc| determined are necessary for your plant To add a

4c. The plant's sewage must be disposed of into an ac| Prerequisite Program, enter a program name and

4d. Each plant must provide employees with adequate click on the "Add Prerequisite Program’ button.

4e. Each plant must provide hand-washing facilties de
4. Rubbish and any offal must be so conveyed, stored
{ 5. Equipment and Utensils
5a. All plant equipment and utensils used in manufactu
5b. Seams on food-contact surfaces must be smoothly
5c. Equipment that is in areas where food is manufactt|
5d. Holding, conveying, and manufacturing systems, in|
5. Each freezer and cold storage compartment used t
5. Instrumerts and controls used for measuring, reguial
5g. Compressed air or other gases mechanicaly introd
() 6. Processes and Controls 1
6a. All operations in the manufacturing, processing, pay
6b. Raw materials and other ingredients must be inspe(
6c. Equipment and utensils and food containers must £/
{53 7. Warehousing and Distribution of Food, and Holding of H
7a. Storage and transportation of food must be under c|
7b. Human food by-products held for distibution as ani
7c. Labeling that identfies the by-product by the comm
7d. Shipping containers (e.g.. totes, drums, and tubs) a
1) 8. Defect Action Levels
8a. The manufacturer, processor, packer, and holder |
8. The mixing of a food containing defects at levels tH
{) 9. Addtional Prerequisite programs
=p Add additional prerequisite program. pm

[En ! mn ]

BI32:FiREM T 1 7T L DB
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o Edit () —BM L 7=(& 2\ IBEAF O BIRHESRM 7 v 7T A& fRET 5 (X318 LW
3DITIE, AHERMF T n 7T A RIRL, U ORHRSKNE T R VT LT NEEHT U
7 9%, “Edit Prerequisite Program (Fi#Z5: 7' 0 77 A& fRET 2V 2B L, 45l
KA NeEHT D,

| Facilty Information | Preliminary Steps | GMP & Cther Prerequisite Programs | Hazz

G Cument Good Manufacturing Practices
=) 9. Additional Prersquisite programs
: Add additional prerequisite program.

Elﬁ Addtional Program tlzma

e 9a. Additional Edit Prerequisite program

Delete Prerequisite program

X33 BIMDRHRERME T v 7T LERET D

Facilty Information I Preliminary Steps | GMP & Cther Prerequisite Programs | Hazard Analysis & Preventive Controls Determination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Preve

Cument Good Manufacturing Practices
=-{ ") 9. Addttional Prerequisite programs

Add additional prerequisite program.
E|=5 Additional Program Name

- A
9a. Additional comments on the Prersquiste Program. £/ Edit Prerequisite program E@ﬂ

9. Additional Prerequisite programs

Prerequisite Program
Additional Program Mame

Comment
Sample comments|

X34: ;BIMORTRGEHE T 1 /T LADOFEMORE

e Delete (HIER) — B0 L72(H 2 WIEBEAFEO)BINATHRSA: 7 1 75 L% HlR$ 5 (X33)i
X, AR T 0 7T A RIRL, Y ORHESRME T R S T LT AN E L7 Y v 7
%, “Delete Prerequisite Program (FifE5{h 7" 1 77 A% HIBRT 2V %R L, “OK %
7V w7 L, 7arT xR 5(X34),
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: 7d. Shipping containers (e.g., totes, drums, and tubs) a
=) 8. Defect Action Levels

Ba. The manufacturer, processor, packer, and holder o

: 8b. The mixing of a food containing defects at levels th
EI{:| 5. Additional Prerequisite programs

------ Add additional prerequisite program.

EIEF Additional Program g . —
o 93 Additional o it Prerequisite program

1| i

Delete Prerequisite program

B35 BMDORIREM 7 v 7 T L DHIER

i Y
£! Delete Prerequisite program Elﬂlg

9. Additional Prerequisite programs

Delete Prerequisite program
Additional Program Mame

Comment

Sample comments

WARNING! All questions in this folder will be deleted!

| oKk || Ccancel

XI36: BANDOHHEEME 7 12 75 ADOYIBROHER ‘
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8 MEEFENE I OCTHEBERDRE

21 CFR 117.130°Cl, Jiigk CHRIxE, T, AEHLIVIRETIRBLOKZ A FICE L, BEHD
WA BB T L RTRE e fEE AR T D 7o Ol faFE T2 £ L, TSN LERfEENH 5 )
EIDRMD D Z L EROTWD, fEESITIL. ZORFICBERA S SCGETER L. APH., b5
M, WENGEEEZZBE LRTERS20, AEICTIHEEDSLENSDOREL., GENEAEL
T~ OBIRPMSEDRREE L | EHNEE LR ) - A TG ENRAET B ATREMEIC DWW TEET 5
WERD D, fEFESTIE. FR BRT—%, B LA — b, 2OMoBEEERICESHNTND Z
Es

BRSNS HEEFICET DBMOZEGENL, Ka—PF =T FOMERAITHER SN TN D,

AR TIES 7 OER8a TAS) L= 7 v A FJEIL, “Import Process Steps (7' 12 A FJE % A
VIR—= T EAT T T 4 RunbImport (f AR — B & ER$ UL, BEINICARZ 7
AR —hsb, TrteR G LT o AFIEADBBNICE RTINS, DV,

“Import Process Steps (70 AFEE A R — " T2 X A T a7 v 42 Kuhs Manually (F
)" 2R L, RO Warning (EE)R Y 77 v 7Ry 7 AT “Yes" iR NIE, 7o 2FET
FHTEMNTE S,

T ZFENBEEA R — P SNZHETOFIANENEETH, L aitmy —/id,
F7REAFMEIZOWTEEFT~SERO Y 2 F&2ERT 5,

8.1 £ v R— MLV FrvRXFIELBINT S
Preliminary Steps (Hi#E5:{FFIE) Z 76 7o A FlEZ A A — M35 T 5 I12iL, RO TFIAEETT
50
a) “Import Process Steps” (7' 7 A FlE%E A >R — b T 2)D FO“Import”(f >R — R)AR K &8 IRT
5 o
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i 5
£ Import Process Steps ﬁ

For each food safety plan, Product’Process Steps may be
added/updated either manually in this tab or imported from the
Preliminary Steps tab.

IMPORTANT: Once your selection is made. it cannot be
undone for this particular Food Safety Plan file.

How would you like to add/update Hazard Analysis & Preventive
Controls Determination process steps?

[ Manualhy ][ Import ]

X37: 7 RAFEA R — b DBREL

b) “Import Process/Product Names * * + Preliminary Steps tab (“Sipij#f A7 ~ 77 % 77
L7REAR/BELBIOEEO T v AFIEEZ A R — M 5(X36) %IRRT 5, FArif
R T 7R T DT AFIER, £7 0 AFNEICE L CRIET L& EM & RicEr
SNHK3T, 1 7a—Ko7 et AFIRICAET Z M 58%41%. Preliminary Steps (55
AIYEICRR D LER D D, ZiLH DA % “Hazard Analysis and Preventive Controls
Determination (fEE/HTE L O FEHE B ORE KBS E72 0 GA . O “Import
Process/Product Names and associated Process Steps (77 2 /#l§4 B LOR#E O 7 1
T AFNEEA AR — T D) ERIRT 5,

Facilty Information | Preliminary Steps | GMP & Other Prerequiste Programs| Hazard Analysis & Preventive Conitrols Detemination | Process Preventive Controls | Food Alergen Preventive Controls | Sanitation Preventive Cortrols | Supply-Chain Preventive Controls | Recall Plan| ¢ | *

= Hazard Analysis: List of all process steps
g oo frohyss 1 The h:zard analysis process begins with listing all process steps. including the receipt of each raw Zeont) | | Zeont)
=-{ Listof all st E . ion:
= = 1A begins wih b material oringredient used in the process. Supplementary Information:
If a process flow diagram was completed in the
[Cimport Process/Product Names and associated Process Steps from Preliminary Steps tab | Preliminary Steps tab. it can be used as a roadmap for
the hazard analysis process. If no process flow

Please Note: Any changes made i the flow diagram(s) process steps in the ‘Preliminary Steps’tab must be updated in the "Hazard Analysis A :
and Preventive Controls Detemnination’ tab. To reflect these changes in the "Hazard Analysis and Preventive Controls Determination’ tab, diagram was completed, the hazard analysis process

you must select the ‘Import Process/Product Names and associated Process Steps from Preliminary Steps tab’ button would begin with a listing of all the process steps.

K38 Fut AFIES B — FORZ

| Faciity Information | Preliminary Steps | GMP & Other Prerequistte Programs| Hazard Analysis & Preventive Controls Determination | Process Preventive Controls | Food Alergen Preventive Controls | Sanitation Preventive Controls | Supply-Chain Preventive Controls | Recall Plan | * | »

8- Hazard Analysis: List of all process steps

) Hazard Analysis
st 1 The hazard analysis process begins with listing all process steps, including the receipt of each raw .
(=) List of all process steps g 3 SIS p) g 9alp L 9 P! Supplementary Information:
5 1. The hazard analysis process begins wih material oringredient used in the process.

[=+{_) Product1: Step 1: Receiving Ifa process flow diagram was completed in the
£ Wdentying known or reasonably haz [ import Pr Product Names and associated Process Steps from Preliminary Stepstab | Preliminary Stelpsbtab‘ itcan ble usedasa r't‘)admap for

"~ 1a. Foreach process step. entiy Bl known| | 'Bieq Note: Ay changes made in the flow diagramis) process stsps i the Preliminary Stepe’ tab must be updated inthe ‘Hazand Analyss | | 1@ hazard analysis process. ffno process flow
= Determining f preventive controls are required foil  ang Preyentive Controls Detemination' tab. To reflect these changes in the "Hazard Analysis and Preventive Cortrols Determination' tab, diagram was completed, the hazard analysis process

" would begin with a listing of all the process steps.

2a. For each known or reasonably foreseeab|  you must select the ‘import Process/Product Names and associated Process Steps from Preliminary Steps tab' button.
(=) Identifying appropriate preventive controls

2b. For each hazard requiing a preventive |
[={) Identifying at which processing step the preventi

2. For each preventive control identfied, wil
() Product1: Step 2: Storage
[, Product2: Step 1: Receiving
() Product2: Step 2: Storage

X39: A v AR— FER{ER

8.2 FEICTuEAFIEEEBMT S:

FSPB Application User Guide Page 32



ADMINISTRATION

U.S. FOOD & DRUG

FE#TT B RAFIREZEBNT 5ICXL TOFIEEZFITT 5,
a) M35lcFrEni=7 v 7 b “Manually (F#h)” 285,
b) RENTZT XA N7 4 —/L F(X38B RN ER G/ T e A4 2 AT 5, i/ 7n
T 24 LB O 7 1 ZAFIEIL, FSPBY —/L 5@ 22 )EE Tl R EME2RE T 5 &
I, MTIRENIFNZ LTZBWANT D &, 1 FIEFEHNOAR—ALERTIEETH
Do

I FE THOTrvAFIEO T ot RO NTIL, ROEXTHREATTTDHZ &,
(AR=RFRENTZGHTCOHRATTH &)

B 7 ak 2440 Step01: 7 & A FJESL
L 7 rt 24 Step02: 7 1 A FE4
M 7 rw 24 Step03: 7 1k 2 FE4

i
ZE9.: Step01: ¥ 1E
B9 Step02: A FLARE
9 Step03: IKIRALH

99 E TCHOT v ATFEHO T a ¥ A IZHONWTIE, RO TIHRAE AT 52 L

b 7 rt 241 Step001: I T.FNEA
b 7t 24 Step002: I T.F-NEA
w7 rt 24 Step003: I L FNEA

A
v —J 3% —: Step001:¥% LA 8
B —J Y R F —: Step002: EALALRE
B —F & —: Step003: /I T

c) "Add Product/Process Names and Associated Process Steps (i, 7't 24 L #HO 7 mn& 2 F
BT D) RE L H2r ) 7T 5,
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| Facilty Information | Preliminary Steps | GMP & Other Prerequiste Programs| Hazard Analysis & Preventive Controls Detemmination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Preventive Controls | Supply-Chain Preventive Cortrols | Recal Plan| ¢ | *

=) Luard Analysis: List of all process steps

() Hazard Analysis
£y List of all process steps

9 35 The hasaed ralyais procass bege wilih | material oringredient used in the process.

1. | The hazard analysis process begins with listing all process steps. including the receipt of each raw

Supplementary Information:

Product1: Step01: Receiving

Add Product/Process Names and Associated Process Steps

Bxamples:

For Processes up to 99 Process Steps, use the examples:
Milk: Step01: Raw Milk Receiving

Milk: Step02: Raw Mik Storage

Mik: Step03: Pasteurization

For Processes up to 999 Process Steps., use the examples:
Peanut Butter: Step001: Receiving Shell Peanuts

Peanut Butter: Step002: Storage of Shel Peanuts
Peanut Buter: Step003: Processing

You must enter Product/Process Name, Step Number and Process Step Name in the following fommat:

Ifa process flow diagram was completed in the
Preliminary Steps tab. it can be used as a roadmap for
the hazard analysis process. If no process flow
diagram was completed. the hazard analysis process
would begin with a listing of all the process steps.

X40: BN, /7o 248 X OEES 2+ XA FIEDBN

L T a2 ERE T O AFEBEMES NS, BEALLFOFRTRE 7225 (X39):

=-+{3 Hazard Analysis
=) {7y List of all process steps
! 1. The hazard analysis process begins with li
={_; Product1: Step01: Receiving
== Identifying known or reasonably foreseeable haz:
E 1a. For each process step, identify all known
Detemining if preventive controls are required foi
2a. For each known or reasonably foreseeab)
=-{_2) |dentifying appropriate preventive controls
! 2b. For each hazard requiring a preventive ¢
=-{5) |dentifying at which processing step the preventi
E 2c. For each preventive control identified, wil
#-{ ) Product1: Step02: Storage
Product2: Step01: Receiving
#-{ 7 Product2: Step02: Storage

Facility Information | Preliminary Steps I GMP & Other Prerequisite ngrams[ Hazard Analysis & Preventive Controls Determination i Process Preventive Controls I Food Allergen Preventive Controls

Identifying Known or Reasonably Foreseeable Hazards

X 41: BINERER

8.3 fEER I UTEEEDET

AR, ALY, MBI L W D300 N T AU DFEFIZHOWT, PHEHELELTIMENDHLNE D
M JABD DN D D, W LIfEEFET N TICEHL Ta Ay FaBM LR iud, kOERICHET Z &

X TEZ0,

BRI 1a, 2a, 2b. 2012 OWTEN. REH 2 WITHIRT 5121, 207 1t ZFIEO BARE 72 B/

IRV, BERIEREANTOLERD D,
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a) EfMla:
BR1lad P& FNEIZROME Y Th 5,

SfaHE T 3V EME. ALFH. BEEDIZON T, “Yes” 7213 “No” Z#IRT 5
3N THEZE L2 niE, BEZRIEENFRS

FE1:
(40), 347 2V F_TIZ Yes £721%
. RASOERIZKE S,

FIE2: FEELTIVICEHL T, Fay AU Aoa—nbh 73l 2 @R,
“Name”~7 1 —/L NIZxHsT 2 EEOLFE AT 5H(X41),

Faciltty Information I Preliminary Steps I GMP & Other Prerequisite ngmm5| Hazard Analysis & Preventive Controls Determination | Process Preventive Controls I Food Allergen Prevertive Cortrols I Sanitation P

»

Hazard Analysis

- 2b. For each hazard requiring a preventiv
ldentifying at which processing step the preve
2c. For each preventive control identified
Product 1: Step02: Storage
Identifying known or reasonably foreseeable |
-~ 1a. For each process step, identify all kne
Determining if preventive controls are require

Product1: Step01: Receiving: ldentifying known or reasonably foreseeable hazards

-7y List of al process steps Ta. | Foreach process step. |dent\f_y all known or reasona_bly foreseeat_:le _haza[ds \Inroduced. controlled or
"o 1 The hazard anaiysis process begins wi enhanced at_thls step. Ifthere is no hazard for a spec_lﬁc category. |nd]catfa No™ for that category. fno
e 11- Step01- Recsiving hazards are introduced. controlled or enhanced at this step. indicate “No” for all three categories and
ldentifying known or reasonably foreseeable b proceed to the next process step.
= 1a. For each process step, identify all knc
Determining if preventive contrals are requirer Harzard Categories
- 2a. For each known or reasonably forese Biological hazard(s) Chemical hazard(s) Physical hazard(s)
ldentifying appropriate preventive controls Yes Yes No

Process Step Hazards
Hazard:

F—
’7 Eialag_ical
Chemical

Name:

X42: Bffla — EEL 7 ) BLUfEFDORR

| Fzcilty Information | Preliminary Steps | GMF & Other Prerequiste Programs|  Hazard Analysis 8 Preventive Controls Determination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation F

»

Hazard Analysis

5= List of all process steps 1a. Foreach process step, idemif_y all known or reasona_blyforeseeat_:le hazar}:ls iptroduced. controlled or
: 1. The hazard analysis process begins wi enhanced at_tms step. Ifthere is no hazard for a specific category. mduwcat.e Mo forthat category. [fno
£~ Productl: Step01: Receiving hazards are introduced, confrolled or enhanced atthis step, indicate "Mo” for all three categories and
- Identifying known or reasonably foreseeable | proceed to the next process step.
-Ep 1a. For each process step, identify all knc
Detemining if preventive controls are requiret Hazard Categories
~  2a. For each known or reasonably forese Biological hazard(s) Chemical hazards) Physical hazard(s)
Identifying appropriate preventive cortrols Yes Yes No

~ 2b. For each hazard requiring a preventiv
Idertifying at which processing step the prewve

2Zc. For each prevertive control identified

Product 1: Step02: Storage

ldertifying known or reasonably foreseeable |
-~ 1a. For each process step, identify all knc

- Detemining if preventive controls are required =

Product1: Step01: Receiving: ldentifying known or reasonably foreseeable hazards

Process Step Hazards
Hazard: Name: Parasited|

(1a)

Name

FIES: " ERE 27 Y vy B, FE2EB L UBEER Y K

$43: Ef1a —

FlE4: ETOHEELEATI LD,

EEEFE AR 5123, KPP O
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EEDEFHEDOATN
L. OO fEEZIBINT 5(X42) ,
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Faciity Information | Preliminary Steps | GMP & Other Prerequiste Programs| Hazard Analysis & Preventive Controls Detemination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Preventive Controls | Supply-Chain Preventive Controls | Recall Plan| * | ]

e Product1: Step01: Receiving: ifying known or fi ble hazards &
€3 Hazard s T 2 (2Zoomt] =

>

TS 1a. | Foreach process step, identify all known or hazards introduced, or 2
e :‘ ?’L:::::::im process begins wi enhanced atvlhis step. Ifthere is no hazard fora spec_iﬁc category. ind_icai:a “No~ for that category. Ifno Supplamentary Information:
() Product1: Step01: Receiving hazards are introduced, controlled or enhanced at this step, indicate "No™ for all three categories and The rule defines the term known or reasonably
{) Identifying known or reasonably H proceed to the next process step. hazard as a chemical
& Ta. For each process step. identify all kng (including radiological). or physical hazard thatis
{_-) Detemining if preventive controls are require( Hazard Categories known to be, or has the potential to be, associated
L. 2a. For each known or reasonably forese, Biological hazard(s) Chemical hazard(s) with the facility or the food.
¢_, Identifying appropriate preventive controls Yes [ Ne Yes I No es
2b. For each hazard requiring a preventiv| The mvee major categories of hazards that mustbe
{5 Identifying at which processing step the prev| Process Step Hazards are chemical
o . 2c. For each preventive control identified Hazard: R radiological). and physical hazards.
() Product1: Step02: Storage ;]
{5) \dentifying known or reasonably foreseeable H (1a) “Abiological hazard™ would be mrcroblologlcal
1a. For each process step, identify all knc| Hazard hazards such as

{5 Detemining f preventive controls are requireq =
2a. For each known or reasonably forese.
{5) \dentifying appropriate preventive controls
2b. For each hazard requiring a preventiv,
{2 Identifying at which processing step the prev|
2c. For each preventive control identified
() Product2: Step01: Receiving
{2 Identiying known or easanably foresseable |
1a. For each process step. identify all knc|
{1 Detemining f preventive controls are requireq
' 2a. For each known or reasonably forese,
) Wdentfying appropriate preventive controls
2b. For each hazard requiring @ preventiv|
{5 Identfying at which processing step the preve

and other pathogens.

“A chemical hazard” includes substances such as

pesnclde and drug residues, natural toxins,
dfood or color

food allergens and radiological hazards.

“A physical hazard” would include hazards such as
stones. glass. and metal fragments.

Ifany known or reasonably foreseeable hazards are
introduced. controlled or enhanced at this step.
please enter the name(s) of the hazard(s) in the
appropriate comment boxes for each hazard

2c. For each preventive control identified category.
L o Crange fomhe Hotard Ao and Frevertive Cotol Detemiration tabs ae et e PrcessFreveive Cetrls, Food 9o
o e 0rmge, . and Sanitation Prevertive Controls tabs once you select the Import Hazard(s) requiring Process Preventive —— y o
{2 \dentffying known orreasonably foreseeable ! Cartml(s) mxm Hazald(s) requiring Allergen Prevertive Control(s)’, and ‘Import Hazard(s) requiting Sanitation Preventive Control(s)’ d and § L4
1a. For each process step, identfy all knc buttons respectively. various types of hazards that must be considered can
{5 Determining if preventive controls are requirec be found in the User Guide.

2a. For each known or reasonably forese _

‘V_";l P i - - . Wz
M44: £ TOEENT#

b) ER 2a:
BR2aD & FINEIZROEY TH D, (X43):

FJ[E1: “Process Step Hazards (7' 1 & XA FlEfEE)" DFE T, “Hazard Name (f5E DL FR) & 2R 4
6 o

FE2: FEEIZHOWT, FHEBNLENE DN TF 2 v 7Ry 7 AMSY £72013 “N7 23R
B X MMICEOFEAE AT 5D,

FIES: “Next (R~ RZ &7 Y v 7T 5,

*Y_j"::

o FICHTDAAL FERET DL, AROMBEHFEDO AL MlZRIRL, LERET %2
Mz 2%,

o AKREMA~DORIZEN N OL4E, FSPBY —/LIXHE THEOMEEIZE T 52bE L 02
DEM A 213,

| Facility Information I Preliminary Steps I GMP & Other Prerequisite F'rograms| Hazard Analysis & Preventive Cortrols Determination | Process Prevertive Cortrols I Food Allergen Prevertive Cortrols I Sanitation P

B | Productl: Step01: Receiving: Determining if preventive controls are required for a given process step
=-{5) Hazard Analysis - . - .
%‘D Usmral?':mcess steps 2a. | Foreach known or reasonably foreseeable hazard. is a preventive control required? Justify your answer
1. The hazard analysis process begins wi inthe Comments box.

=-{ ") Product1: Step01: Receiving
{5 Identifying known or reasonably foreseeable b Process Step Hazards
‘/ 1a. For each process step, identify all kng
-{-=) Detemining if prevertive controls are requirec

= 2a. For each known or reasonably forese (1a)
{7y |dentfying appropriate preventive controls Hazard Name Comments
: 2b. For each hazard requiing a preventiv Bi i Parasites C for Parasites
=-{5) Identifying at which processing step the preve I c for F
2c. For each prevertive control identified
£ Product: Step02: Storage Chemical Drug Residues Comments for Drug Residues
=] {) Identifying known or reasonably foreseeable b b Natural Toxins Comments for Natural Toxins

1a. For each process step, identify all kne

45: & 2a
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c) B f2b:
ER2bDEIEFIETKROEY TH 5, (X44):

FIEL: “Process Step Hazards (7'v & 2 FlEfEH)" D7 T, "Preventive Control (TB5E )" K
Hy TR A= a—inD PRGN, 5, BT VAT BT IATF =)D X
AT EIBIRNL, FEFEICLBERTHERE AN1T 5,

FIE2: R E 22U v s L, B3 A L MITAKG AT EREEET S, YR
DA SN2 T UL, BEZRTEENRRIN, RATTOERITKD

FIES: FHLI L 2%V Ik L, £ TOBEICET L PIEEZBINT 2,

FlE4: LEREREATI LD, “NextGR~'RE %27V v 7T 5,

Facility Information | Preliminary Steps | GMP & Other Prerequisite Programs| Hazard Analysis & Preventive Controls Detemmination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation P

@
>

| Productl: Step01: Receiving: Identifying appropriate preventive controls

EJ {) Hazard Analysis
=)+ ) List of all process steps
1. The hazard analysis process begins wi

2b. | Foreach hazard requiring a preventive control, indicate which type of preventive control(s) will be used to
significantly minimize or preventthe hazard. Describe the preventive control that will be used in the

() Product1: Step01: Receiving comment box
B*_’J Identifying known or reasonably foreseeable
I B v/ 1a. For each process step, identfy all knc Process Step Hazards
{2y Detemining if preventive controls are requires Preventive Control :} ) [
i =y 2a. Foreach known or reasonably forese -
{2 Identifying appropriate preventive controls | (1a) (2a) () )
| ‘= 2. Foreach hazard requiing a preventiv | Hazard Name hf N G Pre Control C
147} Identifying at which processing step the preve Biolocical | Parasit ‘ 7 — | Comments for ‘ Process PC for
-/ 2c. For each preventive control identified | oo | s ¥ | O | Parasi
[{) Product1: Step02: Storage ‘Pd i'S,:ﬂdmn PC for

D {7 |dentifying known or reasonably foreseeable |
1a. For each process step, identify all knc »

u -~y Detemining if preventive controls are requirec
2a. For each known or reasonably forese

£ Identifying appropriate preventive controls

[X146: E#2b
*?3_:-:

e Preventive Control (FPPHEH)D 2 X > N & fwRET 5 (X451, MR OFLEH
DAy MEZEIRL, LERETEMNZ D,
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Product1: Step01: Receiving: ldentifying appropriate preventive controls

2b. | Foreach hazard requiring a preventive control, indicate which type of preventive control(s) will be used to

significantly minimize or prevent the hazard. Describe the preventive control thatwill be used in the
comment box.

Process Step Hazards

Prewvertive Control S E E

[IEI]
Preverlnre Control
| Biological  Parasites B =fﬂf Process PC
[ Cnm‘s for Sanitation PC g’;’ﬂ:gnnpc for
Chemical | Drug Residues ] Wﬂ::i; Food Allergen PC E‘f"ﬂﬁ;&
Naiwal Taxins | [ Commentsfor | n/A N/A

KA47: FEHEED a A v F DL

e Preventive Control (F[H&E P ZfmE £ 72 1XHIFRT 2 (K463 L U4DICiX, #ho

UOFIFRIRL, KRZLE Y v r35, BEbOTERENIRT S L.
ﬁﬁ?éf%%@%éﬂéofééﬁfﬂﬁTé i, EilalcBEi L, ERila
M H2bIZBE T D FNEA MV K9,
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Product1: Step01: Receiving: ldentifying appropriate preventive controls

2b. | Foreach hazard requiring a preventive control, indicate which type of preventive control(s) will be used to
significantly minimize or prevent the hazard. Describe the preventive control that will be used in the

comment box.

Process Step Harards

e —
)

(1a) (2a (2b)

Hazard MName Y N Comments Preventive Control Comments

Biclegical |Parasites mﬁ for Process PC m&sﬁw
Pathogens e for | sanitation PC PoAhation PC for

Chemical | Drug Residues m&; Food Allergen PC f:rﬂdﬂmdﬁ

Changes from the Hazard Analysis and Preventive Controls Determination tabs are reflected in the Process Preventive Controls, Food
Allergen Preventive Controls, and Sanitation Preventive Controls tabs once you select the Import Hazard(s) requiring Process Prevertive
Control{s)', “Impaort Hazard(s) requiring Allergen Preventive Control(s)', and ‘Import Hazard(s) requiring Sanitation Preventive Control(s)’

buttons respectively.

[ Back [ Mex |

48 fi & DHIBR
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Product1: Step01: Receiving: ldentifying appropriate preventive controls

2b. | Foreach hazard requiring a preventive control, indicate which type of preventive contral(s) will be used to
significantly minimize or prevent the hazard. Describe the preventive control that will be used in the
comment box

Process Step Hazards

ProventveCortel [ =[] [

(1a) (2a) (2b)

Hazard MName Y N Comments Preventive Control Comments
Biological |PEI’EEI‘[ES ‘ mpa.ms for Process PC Hmhmﬁur
Comments for I Sanitation PC for

Pathogens

Changes from the Hazard Analysis and Preventive Controls Detemination tabs are reflected in the Process Preventive Controls, Food

Allergen Preventive Controls, and Sanitation Preventive Caontrols tabs once you select the ‘Import Hazard{s) requiing Process Preventive

Control(s), Import Hazard|s) requiring Allergen Preventive Controlis)’, and ‘Import Hazard(s) requiing Sanitation Preventive Control(s)’
respectively.

buttons

[X149: HilERtE

o [ALABERBIVOFELZavAFIHICEAL T, RUPHERSZ A 7B T, 4,
BLT VAT T T4 F == )BT 5 (RANITR O FNEE F473 5, R
ROLLMTRCAEEFEZEBML, WTIhoOEFICH L THIE CPIERY A 741800
T 5, Wi R ZRNEREETOORRLTHERTEHRINISHA. 1lad
“Hazard(f&E)” Ko v 7 # 7 o A = 2 —T “Biological CEMH)) 28R L, oD
“Name”7 ¥ A MYV AVERT1EBMT 5, KIZ, 1la® “Hazard(fEE) Ka v 7
X7 A =2 —"THO “Biological (EMIRI) 2RI L, FNVERXRF25BMT 5, V¥
WERFIBIOYERT205 0 OERICEA, BIET 5,
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| Facilty Information I Preliminary Steps | GMP & Other Prerequisite ngmmsl Hazard Analysis & Preventive Cortrols Detemination ‘ Process Prevertive Cortrols | Food Allergen Prevertive Controls I Sanitation Prevertive Cort

She Product1: Step01: Receiving: Identifying at which processing step the preventive control will be applied
? %Ezaurgﬁ?::r:;cem steps ‘ 2c. | For each preventive control identified. will the preventive control be applied atthis step?

: 1. The hazard analysis process begins with listing

=+ ") Product 1- StepD1- Receiving Process Step Hazards

E {:, |dentifying known or reasonably foreseeable hazards

ey 1a. Foreach process step, identify all known or re

-

Determining if preventive controls are required for a gil
i ey 2a. For each known or ressoniably foreseeable e

E {:, |dentifying appropriate preventive controls
: -y 2b. For each hazard requiing a preventive contrg
E {:, |dentifying at which processing step the preventive cil
- Zc. For each preventive control identified, will the

(=) Product 1: Step02: Storage

ED Identifying known or reasonably foreseeable hazards
H : 1a. For each process step, identify all known or ref
E D Determining if preventive controls are required for a gi
. 2a. For each known or reasonably foreseeable hel

E D Identifying appropriate prevertive controls
P 2b. For each hazard requiring a preventive contr|
E D Identifying at which processing step the preventive cf
E 2c. For each preventive control identified, will the

B50: Al CfEEoxt LCR CFHIBES A 728N 555046

=
SISHSERY,

d) B i2c:
B R2cDBIEFNEIFTRDOEY TH D,

FIEL: AT v AFIETTHERPEH S L5566, FEFICHEL THROEEFZERL,
YELIINICTF = v 7 2 AND, BE: 2e~DEEIZL > T, XNROE 717 & X FIEH
WY 7t X, Ry 7L s TR O 8 T2 2 XA — P XS E D AR FE
50

Tt X TRERE, Bun T L PR, A TRE RS T L3RR T T A F e —
VYHEBERIR LA, Y IA T PHEENEH SN Y e A FIRL, 77
o Fr— 2 PREES TIIXHEBIFR RSV, bV, YT F = PEERICE T
LML, 770 F = FEEEE TIIANT HDRERNHDLE NI A E—VDRY 7T
O FEAT TRy 7 ANFRENDH(X49),
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[ Facity ion | Preliminary Steps | GMP & Other Prerequisite Programs| Hazard Analysis & Preventive Controls D

-y Hazard Analysis
=-{5) List of all process steps
H 1. The hazard analysis process begins with listing
& {_) Product 1: Step01: Receiving
=5 Identifying known or reasonably foreseeable hazards
1 -y 1a. Foreach process step, identify all known orre
=] {__| Determining if preventive controls are required for a gi
|y 2a. For each known or reasonably foreseeable he
- {) |dentifying appropriate preventive controls
H -y 2b. For each hazard requiring a prevertive contrc,
=] {) Identifying at which processing step the preventive c(
.. 2c. For each preventive control identffied, will the|
[=-{_) Product1: Step02: Storage
E] {__, Identifying known or reasonably foreseeable hazards
i i 1a. For each process step, identify all known or re
E] {_2) Detemining if preventive controls are required for a gi
2a. For each known or bh ble he

| Process Preventive Controls | Food Allergen F

Corls [ et

Product1: Step01: Receiving: ldentifying at which processing step the preventive control will be applied

l 2c. | For each preventive control identified, will the preventive control be applied atthis step?

Identifying appropriate preventive controls
2b. For each hazard requiring a preventive contrc
2 {5 Identifying at which processing step the preventive c(
2c. For each preventive control identffied, will the
[={_ Product2: Step01: Receiving
B LJ Identifying known or reasonably foreseeable hazards
E 1a. For each process step, identify all known or re
Determining if preventive controls are required for a gi
2a. For each known or reasonably foreseeable hg
) ldentifying appropriate preventive controls
2b. For each hazard requiring a preventive contrg
=] {5 Identifying at which processing step the preventive c(
2c. For each preventive control identified, will the
={_; Product2: Step02: Storage

EJD Identifying known or reasonably foreseeable hazards

Process Step Hazards
(1a) (2a) (2b) 2c)
Hazard Name Y N Comments Preventive Control Comments Y N
Biological |Parasites [ |Gommentsfor | process PC FroctsaPClor ]
Pathogens ] Path sfor | sanitation PC 2 :.aim e ]
Salmonella1 [ | Sommentsfor | process PC froces IC foc ]
Saimonella2 [ |Somments ’,°' Process PC Process BE for ]
Food Allergen
for
Ct Drug F E Food PC PC for Drug ]
Dng Residues Lo Resid
-

Step 2: T X TOfEFEIZE L TER2clZ

Please navigate to the Supply-chain preventive controls tab to describe
how you will develop and implement a supply-chain Preventive Control

program.

K51:% 75 A F = — o FHEHRDRIR

50

ZEE Lk - 7= 5(X50),

“Next (R~'RH L Z0 ) v 74

=- D Hazard Analysis

EID Product 1: Step01: Receiving

E—jD Product 1: Step02: Storage

| Facility Information I Preliminary Steps | GMP & Other Prerequisite Progmn'lsl Hazard Analysis & Preventive Controls Determination ‘ Process Preventive Controls I Food Allergen Preventive Controls I Sanitation F

~# | Productl- Step01: Receiving- Identifying at which processing step the preventive control will be applied

| 2c. ‘ For each preventive control identified. will the preventive control be applied at this step?

BD List of all process steps
1. The hazard analysis process begins wi

E| D Identifying known or reasonably foreseeable |
; \/ 1a. For each process step, identify all knc

Process Step Hazards

E| D Determining f preventive controls are requirer
i ey 2a. For each known or reasonably forese
: D |dentifying appropriate preventive controls

; \/ 2b. For each hazard requiring a preventiv
- D Identifying at which processing step the prewe
= 2. For each preventive control identified

E| D Identifying known or reasonably foreseeable |
f 1a. For each process step, identify all knc
E| D Determining f preventive controls are requirer
i 2a. For each known or reasonably forese
E| D |dentifying appropriate preventive controls
Pk 2b. For each hazard requiring a preventiv

m

BTIEHIZEAL TYH 5 WIEINZBIR L0

FRS, FSPBY —/VIREIZEDIERA AT END if“fk@gﬁﬁ WCRAT L7220,
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Facity Information I Preliminary Stsps I GMP & Cther Prerequisite F‘roglamsl Hazard Analysis & Prevertive Controls Determination | Process Preventive Cortrols | Food Allergen Preventive Controls I Sanitation Preventive Contr
E

Product1: Step01: Receiving: Identifying at which processing step the preventive control will be applied

@ %_Eﬁz:j{:&e“ steps | 2c. | For each preventive confrol identified. will the preventive control be applied at this step?
: 1. The hazard analysis process begins with listing
£-{") Product1: Step01: Receiving Process Step Hazards
BD Identifying known or reasonably foreseeable hazards
: -’ 1a. For each process step, idertify all known or re

{-) Detemining if preventive controls are required for a gi (1a) (2a) (2b) (2c)
\/ 2a. For each known or reasonably foreseeable he Hazard Name Y N Ci F Control G Y N
|dentifying appropriate preventive controls _ . — Comments for Process PC for —
Biological | Parasit: V! [ , Process PC - V! E
" 2. For each hazard requiring a preventive cortre ot = es Parasites Edit
=+ Identifying at which processing step the preventive cq Pathogens Eﬂ'r'ﬂﬂs for PC Sﬂﬂ:“ﬂllm PC
=y 2c. For each preventive control identified, will the! - for F
£ Product1: Step02: Storage Salmonella Comments for | process PC Process PCfor
= |dentifying known or reasonably foreseeable hazards G
1a. For each process step, identify all known orrg Salmonella2 s f_,nr Process PC Process PC_)for
-{z=) Detemining if preventive controls are required for 2 gi Food Al
ergen
2a. For each known or reasonably foresseable he Chemical |Drug Residues Cum‘[kllgﬁﬂﬁ?dfwles Food Allergen PC PC for Drug
+{75) Identifying appropriate preventive controls Residues
E 2b. For each hazard requiring a preventive contrg
-{7=) Identifying at which processing step the preventive cf

2c. For each preventive cortrol identified, will the
=) Product2: Step01: Receiving
-{-7) Identifying known or reasonably foresseable hazards
E 1a. For each process step, identify all known or re
-{z=) Detemining if preventive controls are required for 2 gi
2a. For each known or reasonably foreseeable he
{5 |dentifying appropriate preventive controls
2b. For each hazard requiring a preventive contrg
Identifying at which processing step the preventive cf
2c. For each preventive cortrol identified, will the
=) Product2: Step02: Storage
: {7 Identifying known or reasonably foresseable hazards
1a. For each process step, identify all known or re

X53: BE2cDBREETF = » 7

You must check either 'Y or 'N'in 2c. The answer to 2c dictates which
product/process steps are exported to the specific preventive controls

tabs.
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9 FukAFEHEHE

21 CFR 117.135 (WL, 7 rEAEHIZIL, fEEFONRT A —F ZfERICEHRTEZ L L1272
FOOFIE, HHERBLIO T 22E80 2 LAWRLTCWS, Yo AEHIT, WHIhD THE
HOME L, i OBRMEEY AT LOKENZR > TU TORNREELZ AR LTS,
1. fEEOERICEE# T H /T A —X
2. ot RAEHENELTHAEL TEXLETRMET D, HDWIEERET B 72D E T
LMD B 5 8 DD EMN, ALFR. HDHVIIWEI T A —2 O KME., &/IMEH D
WEAE DR IE

X 51221 CFR 117.1401%, V794 F = — 2 FPRHE L Y a— L GtRZRE, PHEHEIZ, £=4
Vo7, BIEXER, BEBIUWGEZ S0 THEERNEDOX R L >TnA Z ERBHEEINT
W5, BEETFIEICIE, R, =4V 7 ORBGE, JRIERRNEUNC Tz 2 & OB ORGE,
F=F Y 7 BRORGEE DN ISR EOKIE, ®ET A M, BEE=41 772 b NIR&ED L
Ea—NEEND,

TRHEEICE T D BMOSREEHT, Ka—F—H 1 FOMERAICHEH S TN D,

T at A TPEICET 2 EMA~ORIE % BMET 5121, “Import Hazard(s) Requiring Process
Preventive Control(s) (722 A PHEB A NE L T HEEE A VAR — NT )% RINT 5, FE
DEELERTH7OITEH SN 7 0 A PPIEROBEEST CRES N e AFIEZ Y
Z MEL, &7 mE 2 FIRCBET 28 &2 AT 2,

9.1 ke AFHEEDA R—F

Hazard Analysis & Preventive Controls Determination(/5 Z 3474 - ON PRI EPEDRE) R 7 Ty
ESINT=7 v APEENEA SIS 7 v AFNEX, Process Preventive Controls (72 & X
FIEEP)E T 1A v R— &b, 26T av AFEEZ A U R— M 5120%, M52105RT
“Import Hazard(s) Requiring Process Preventive Control(s) (7' & A & 4 M3 L 5 f6E
DA VIR—=KNRE L H7 ) v 7T 5,

TTICA AR — N L7 e AFNACEREEMZ DVEND DG B EME L T EPEDR
JEH T TEET D,

ZOEZTRAD T uE ATERELE LT LfEEDA AR—MEFBORZ Y vy L, BHE AR S
w5,
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Facility Irformation | Preliminary Steps | GMP & Cther Prerequisite Fmgmmsl Hazard Analysis & Preventive Controls De{errninationl Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Prev
=]

- Food Safety Hazards Requiring a Process Preventive Control:
=-{5) Food Safety Hazards Requiing a Process Preventive Contro

=Y 1a. Please import the product /process step(s) you have i

1a. | Pleaseimportthe product/process step(s) you have identified from the hazard analysis at which a
process preventive control(s) will be applied

I[ Import Hazard(s) Requiing Process Prevertive Control{s) ] |

If you need to make changes to the processing steps that have been identified as requiring a process preventive control, you must
retum to the Hazard Analysis and Preventive Controls Determination tab to make those changes.

If changes are made to the hazard(s) requiing Process Preventive Control(s) in the Hazard Analysis and Preventive Controls

Determination tab, you must click on the "Import Hazard(s) Requirng Process Prevertive Control{s)" button in this tab again to
reflect those changes.

X54: 7o XA FHERE LB L THREEDAL VR— |

9.2 FYuvAFBEHEDOXEN

Tt AFIEEBESNIEENZDEZTIIA R—FEND L, ZOT a2 FREH L EED
ETHERICET 2 —#HOEMN AR S NS (K53), b OEMIZ, BEEIrEANNTA—% F
=Y T FEIE, FFRRAD OBBLNFEAE LIZEA O EHE, Ml (BT 2 HH e E
b3 2B, AHICZR S,

File Edit VWiew Tools Help
DEEHS ¥B@ e

Facility Information I Preliminary Steps I GMP & Cther Prerequisite Programs | Hazard Analysis & Preventive Controls Deten'mnatlon| Process Preventive Controls | Food Allergen Prevertive Controls | Sanitation Prev

Product1: Step01: Receiving: Biological: Salmonella: Process PC for Salmonella
E+C5) Food Safety Hazards Requiing a Process Preventive Contro

- 1a. Please import the product /process step(s) you have i

57 Product1: Step01: Receiving: Biological — : T

5= Salmonella: Process FC for Salmonella 1b. | Describe the process parameters (including minimum and maximum values, i.e., critical limits) that

Y ib. Describe the process parameters (including mii will be monitored to ensure the preventive control is properly applied

1c. Describe how the monitoring will be conducted

1d. Describe the montoring frequency. Comments

1e. Describe the comective action procedure(s) that | e
1. Describe the procedures that will be used to verf)|

1g. Describe the records that will be maintained to si|

Process Preventive Contral Critical Limits

B 55: f v AR— h&
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10 BT VAT U FPHER

BT VAT PHEEORE O BEEE, BT LAY VIR RE AL ETH D, 21
CFR 117.135(c) () TiZ, BT LS U PHHIEBICIZRMT LS v Eay ha—d 57200
TR TFIE, EEBLIOT ot 2280 L 9 HESN TS, ZOMOTHIER LI, BED
BT VLT TR, fEEMMTICRVIRET D, BT VAT U PRERIL, RE, B
W, 7R & O HREFEICRE S hu, F oA E LR TED403(w) IO X |
B LA DAY F R A BT 5 72 DI B T~V FE RN S5 LY A SN TS, TREH
FlE, EERBLOT 22 E5ATVWALERD D,

BT LT o PRIEBICET 2 BMOSRERNL, Ka—F =1 FOMRAICHEB S TVD,

T LT T E BRI RS S B R~ DA & B AE T 5121%, “Import Hazard(s) Requiring
Allergen Preventive Control(s) (7 L /V7 > FRIEH Z VI L T 5 faFEa A VAR — N9 5) %%
W& 2, FEDOHEELERT HOITEAINDT LV o FEBEOGE T CRE S W=
ot 2FIEEZ Y 2 MEL, &7 et 2 FIEICET2EME AR 5,

10.1 &7 VS U FHERDA o R—
BT VIV P IE A L LT HEERE A R — T AI2iE, K547 “Import Hazard(s)
requiring Allergen Preventive Control(s) (7 L V7 v FIHEEZME L T HEEDOA ViR— WK %
7V 735,

FTTIA A= LT u v AFMNCEE 2N D NN D5E . JEFE L T E DR

EZ T TEET D,
CDETHND T VNG o TPERELELETHEEOA VR—NE2FRr ) v 7 L, BREZBRSED,
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‘ Facility Information I Preliminary Steps I GMP & Cther Prerequisite Progrcimsl Hazard Analysis & Preventive Cortrols Detenﬂinationl Process Preventive Controls ‘ Food Allergen Prevertive Cortrols | Sanitation Pre:

Allergens requiring a preventive control:

I e e e S e ey e ] | la. | Please importthe product/process step(s) atwhich an allergen preventive control will be applied. |

[ Import Hazard ) requiring Allergen Preventive Controlis) ] |

I you need to make changes to the processing steps that have been identified as requing a food allergen preventive control, you
must retum to the Hazard Analysis and Prevertive Controls Determination tab to make those changes.

If changes are made to the hazard(s) requirng Food Allergen Preventive Cortrol(s) in the Hazard Analysis and Preventive Controls
Determination tab, you must click on the "Import Hazard(s) Requiring Food Allergen Preventive Controlis)” button in this tab again to
reflect those changes.

X56:7 LIV U FHEEELE LT AGEDA VR— b

10.2 &7 VT U FRIBEERDIE(L

RSN OERMIE. &7 LT U PRHEBIZOW TR E R R E SCELT D8, AR
% (X55), —EROERNIEEFEDT LIV FRHEEICITEA SN WA R H 5, T OHE .
“Not ApplicableGE M) 28R L, “Next (k~)"% 27V v 7T 5,

Facility Infarmation I Preliminary Steps | GMP & Cther Prerequisite F‘mgmmsl Hazard Analysis & Preventive Cantrols Datemﬂinationl Process Preventive Controls | Food Allergen Prevertive Controls | Sanitation Preve
=]

Productl: Step01: Receiving: Chemical: Drug Residues: Food Allergen PC for Drug Residues

C__/__N‘E?:h:,E;i:;i::{::;?;;z;?;:cless stopls) at which 2 1b. | Foreach ofthe allergens requiring preventi_ve contro\s. glescribe the preve_ntive control(s) which will
=) Product1: Step01: Receiving: Chemical be usedto prevent allergen cross-contact, including glurlng storage. handlmlg. and use. Ih‘htle food
0 Drug Residues: Food Alergen PC for Drug Residuse allergen confrols only needs to address proper labeling, please selectthe 'Not Applicable
checkbox below.

1. Describe the procedures for ensuring that the fin!
1d. Describe how the monitoring will be conducted. [7] Not Applicable
1e. Describe the monitoring frequency

. Descrbe the procedures that will be used to verif
1g. Describe the comective action|s)that should be { it

Comments:

X57: 4 v AR— rE
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11 £54 B8

21 CFR 117.135()(W1iF, FAETPIEHEIZIE, (B OIY TSRS 5 REDRIRE, LW
ERDWCRET LT v OfEEREE TE DT E/MET 5 2\ IEIEGEET 5 72D 2 G724k
KIFOHT, MERDHERICHERF SN D T2OOFIR, ML LT rt22ET 2 L 2HE L T
%, BETHIEIIL, LRI L2EBRT D012, ik, FIE, Bl L0 vt 2R Cizk
DNEZEGLMEND D,

(1) FHPEER R K ORI £ & Lo i 2 DV TR
(2) FEMAEN R CMEER DD Bdn, BTN, TOMORMEMEN ORI, £iZ
B AEAEND B I T~ D AL FE b L OSEFETG RIS X % [l

WATPYEHICET 21 BMOSRERNT, Ax—F =T FOMBRAICERI LTS,

BAETHE IR T 2 BRI A~DRIZ 2 Bt6T 5121, “Import Hazard(s) Requiring Sanitation
Preventive Control(s) (4 THHEHZME L T 5EEE A VR — N T2V RINT 5, FEDSE
EEAEHTHOICHEA SN OHAETHIEBROMGLESN CRESNTETaEAFIEEZ Y X MEL.,
F7nv AFIRICET M2 LK T 5,

11.1 HAETFHEEZLELTIHIRMEZEMAE
BAETHERELELTHAEELA AR — T 5121, K561277 3 “Import Hazard(s) requiring
Sanitation Preventive Control(s) (£ T BB Z N L T HEEDA VR — KN RE L Z T U
735,

FTTIA UR— L2 7 v AFNACE T 2R DN D D556 BT L TR EBED R

EHT LY,
SOBTNOWETHERE LB LT BEHEOA L H— VERU, Y v L, ERERRSE5,
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‘ Facility Information | Prelimiriary Steps | GMP & Other Prerequisite ngmmsl Hazard Analysis & Preventive Cantrols De{erminaﬁonl Process Prevertive Controls I Food Allergen Prevertive Controls | Sanitation Pre

Food Safety Hazards Requiring a Sanitation Preventive Control:

=] Food Safety Hazards Requiring a Sanitation Preventive Cortre . . - . .
{:‘ = Hmimmﬂmemd e AT | Ta. | Please importthe product/process step atwhich a sanitation preventive control will be applied.

[ Import Hazard(s) requiring Sanitation Preventive Control(s) ]

If you need to make changes to the processing steps that have been identified as requiing a sanitation preventive control, you
must retum to the Hazard Analysis and Preventive Cortrols Determination tab to make those changes.

If changes are made to the hazard(s) requiring Sanitation Prevertive Controlis) in the Hazard Analysis and Preventive Controls
Detemination tab, you must click on the "Import Hazard(s) Requiing Sanitation Prevertive Controlis)" button in this tab again to
reflect those changes.

58 FAETHEREMLEL T HEEDA R— |

11.2 mAETHEEOXEN
RSN H OBEMIE, FEAETHEICOWTRERGERE BT 28, AAICR 557,

Faciity Information | Preliminary Steps | GMP & Other Prerequisie Programs | Hazard Analysis & Preventive Controls D | Process Preventive Controls | Food Alergen Prevertive Controls | Sanitation Preventive Controls | Supply-Chain Preventive Controls | Recall Plan| ¢
=- ) . R N N
() Food Safety Hazards Requiring a Sanitation Prevertive Contre Lo 1D EHen el B Iolgglfcalf e LS
1a; Please inport the prodiict/process step 2t which a sar| ‘ 1b. | Describe the sanitation preventive controls that will be used to control the hazard. ¥
Product 1: Step01: Receiving: Biological
E-{ Pathogens: Sanitation PC for Pathogens Comments: 21 CFR 117.135(c)(3) states that sanitation
LY b. Describe the sanitation prevertive controls that wi R preventive controls mustinclude procedures,
1c. Describe the frequency with which or when the pn)

practices, or processes for ensuring the:
1d. Who is responsble for performing the procedure(s)

Te. Describe the procedures that will be used to monit
1. Describe the procedures that wil be used to very
1g. Descrbe the comective action(s) that should be ta

1) Cleanliness of food-contact surfaces, including
food-contact surfaces of utensils and equipment,
and

2) Prevention of allergen cross-contact and
cross-contamination from insanitary objects and
from personnel to food, food packaging material,
other food-contact surfaces and from raw product to
processed product

Instead of describing the sanitation preventive
control(s) in the ‘Comments’ box, you could
reference an attachment(s) and place that

d inthe ‘Supporting D *tab.

B459: A R — M&
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12 7534 F=— U FRHEH

21 CFR 117.4050%, =T AN L, V7 I7A4 F=—IC#EH SN2 EBEVE LT 5 G525
E LT HEMES K OZOMOMEHNIE T2 U A7 IS T IFTA4 F=—2 « Tl T LB
LETTHZERRDTNE, Y FIF5AF = — 0 PHEROBEIL. 794 F =2 — R0y
FANELTLHEEN, TELHETRMEH D WIERESND Z L2 HET 2L THD, 7
TAF == Tl T LI, RBEVTT7A4Y—0FH, WYRYT T A ¥ —ORKGEEE) Df]
Wik K OVF D FEHEE 2 & . FTHAIC Lo TE, MEERRER L=V 77 A4 Y —BRaEEE o
NEDOLE2—DNEENDINERDH D,

Tav APHER, 7T LS U PER, BETHEEOX T EIZERY, YT I TF =T
BHAMEHIND v AFIEL, BEIIZZOX 7121 VAR — bk Eiu7en,

V7 IAF == PUEBICET 2 BMOZRERNT, Ax—F =1 FOMfRAERSN TN D,

AHT(HEDFE—F v hOEMIZEZEL TN &, BEfTY T I, T =—> - Tl T L%K

E. FATTOVENGDINERETE D, Y I9A4F=—2 - Il T AREMICE SN

A X TNOKRY OERIL, BENRY T T4 Y —, 37 T4 v—BLOMEBIOER, 774
Y—PEEL TWALEEBLOY 774 Y —ReHEE 2 5V 7 7 A ¥ —&KGR 7 m ' A0 CEIC
FIHTE 5,

[ Facilty Information | Preliminary Steps | GMP & Other Prerequiste Programs | Hazard Analysis & Preventive Controls D Process Freventive Controls | Food Alergen Preventive Controls | Sanitation Preventive Controls | Supply-Chain Preventive Cortrols | Recall Plan| + [ *
B 2. Using approved suppliers 0
P, Sl =0
=~y 1. Requirement for a supply-chain program i 2”” [ L.’ t th f li d th licable id ing inf i ‘ Supplementary Information:
v Ta. Am | a receiving faciity? | 2a. istthe name of a supplier and any other applicable identifying information.
v/ 1b. Did | identify in my hazard analysis any raw mate supplier it i ould

P c
/" 1c. Do I need to develop and implement a supply-c| Sppkor Names include the supplier's address, plant number, etc.
=-{) Using approved suppliers ame:
-5 2 Supplier approval

£ 3% List the iame of a suppler and any other applic

Comments:

60: I A F=— FHEHRS T
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ARETIZBWTREDERMICEET S L, Y — VI E[MORF DY ) —E 2 —TEE LZENY
DOEBOT S FICERRINDEM L TR 2 ERICHET 5(X59), Ziuk, Lok ICBEfRD
HEWEMICHZESED Z 2 EHT BRI TH S, 72720, 2RI, SEEO FEIZ
FREND “Next”EB IO “Back” R o BMEEDON TV —E 2 —TOFE L 5B TIE/R )
WZDHAENTHD,

=
X61: ROEM~DFHE

ZOET DY D) —OOMEDRHEIL, RK¥ 7 THEG LIZIE#MA, =7 AR— S AR—KrTE
DEITEIINDINEBIRTE LMW TH D, ¥ 7 2hE 7 AR— 5720 Th<, FHiT
BT T4 Y= DV ERTEET S Z LN TE S, £7-. Supply-Chain Document

Checklist Report (V774 F=— 2 FEFHF = v 7 U A b LAR— ML, fth L 1380 B Sy v
R—=hL LTI AR—=FTED, 2OV T IAF=—ERF =y 7 VA LR—MI HHEO
EERBBEEFHEICTHBNICEEN TV RN LICERT I Z L, BRWEEFHEICLZOF = v
UAREZBIT5I20E, “Tools” A = = —)>5 “Include Supply-Chain Document Checklist Report
in Plan GHEIZH 774 F=—0EHF = v 7 VA b LAR— M2 EL)2RIT 5 (1X60),
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File | Edit View Tools Help
1 MNew Ctrl+N A @
[ E Open  Ctrl+0 Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Deterrninationl Process Preventive Controls | Food Allergen Preventive Controls
Close 4. ABC Corp
ertive Cortrols Written Procedures for Receiving Raw Materials Ingredients
[H Save Ctrlss rt for a supply-chain program - - - - -
Save As receiving faciity? 4a. | Describe the procedures for receiving raw material(s) or ingredient(:
extify in my hazamd anshesis ame mw matedal/other inaredient that has 2 could upload supporting information in the “Supporting Documents™
| Export 4 Facility Information
& Print  Ctrl+P Preliminary Steps omments:
Print Preview GMP and Prerequisite Program
Print All... Hazard Analysis and Preventive Controls Determination
i Process Preventive Controls
Recent Files 3
Food Allergen Preventive Controls
it Sanitation Preventive Controls
----- 3. Wha | - .
_____ . Appli | Supply-Chain Preventive Controls 3 Supplier Summary Report
""" 3e. What Recall Plan Ingredients Summary Report
v"; i SFL::': Recordkeeping Procedures Supply-Chain Summary Report
----- 3h. One Reanalysis of Food Safety Plan Supply-Chain Document Checklist Report
----- 3i. f the Important Contacts
----- 3. Who .
_____ % Listth Supporting Documents
----- 4. Indica] Food Safety Plan
----- 3m. What action will b taken f you find that the supplier is not corroling the haz,

X62:% 75 A Fx—r FHEHL R— b

IO v arDV T I F =2 T T T LAOELTEH, 2—Y—F, T FTAF=—1 -
T T BINNEEINE )N EIRET D T2 DIZ3 OB M EE Y 5 (K61),

| Facilty Information I Preliminany Steps | GMP & Cther Prerequisite F‘roglamsl Hazard Analysis §
IEI..

—-{7=) Supply-Chain Preventive Cortrols
: EICI 1. Requirement for a supply-chain program
1a. Am | a receiving facility?
="4 1b. Did | identify in my hazard analysis any raw material/‘other ingredient thy
b 1c. Do | need to develop and implement a supphe-chain progam?
{5y Using approved suppliers

X63: VS5 A Fx—y « TV T ADOEH

FIE1VE M 1a - 1lelcmZET 5, BIE#%, VI Fz—2 - Tl I3 50RO LT ARNES, RET
DI EDORERICKT ARHERATATODORY T v IRy 7 ARFERIN5H(262).,

FSPB Application User Guide Page 52



ADMINISTRATION

U.S. FOOD & DRUG

i Warning @

Please provide justification as to why you do not need a Supply-chain

__I'_L Prograrmn.

oK

X64: HEAZRDD A v E—

FIE2: KR SNV 7T 4 Y —ITE 7 2 3 2 “Using Approved Suppliers (KB EN7=V 7T A v —%F|
AyicEmEns,

ME A FITEEOY T T A v — & BT E 5 (X63),

‘ Facility Information I Preliminary Steps I GMP & Other Prerequisite F'rcgramsl Hazard Analysis & Preventive Controls Da{errninationl Process Preventive Controls | Food Allergen Prevertive Controls I Sanitation Prevertiy

By 2. Using approved suppliers
Supply-Chain Preventive Controls Supplier approval
i [~y 1. Requirement for a supply-chain program
H " 1a. Am | a receiving facility?

\/ 1b. Did | identify in my hazard analysis any raw material/ather ingredi
i " 1c. Do | need to develop and implement a supply-chain program?
BD Using approved suppliers

2a. | Listthe name of a supplier and any other applicable identifying information.

Supplier Name:

BD 2. Supplier approval ABC Comp
B 2a. List the name of a supplier and any other applicable identifying ir| -
Add Supplier
Comments:
Supplier comments -

X65: %77 A ¥ — DM

o V7T AY—%HIFRT D11, HM64B LIRS INLTNDLEY | ROV T I ¥ —atH7 Y
v 7 L, HIBREHEET D,
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Facility Information | Preliminary Steps | GMP & Cther Prerequisite Programs | Hazard Ang

EI D Supphy-Chain Preventive Controls

- \,/' 1. Requirement for a supphy-chain program

----- ../ 1a. Am | a receiving facility?

----- ../ 1b. Did | identify in my hazard analysis amy raw materal ‘other ingredi
----- ../ 1c. Do | need to develop and implement a supphyr-chain program?
l D L|5|ng approved suppliers

=- #

- Delete Supplier

C Edit Supplier
R
l 477y 4. Written Procedures for Receiving Raw Materials & Ingredients

X66: V77 A ¥ —DHIER

£ Delete Supplier E@g

Delete Supplier
ABC Corp

Comment

WARNING!
All SubHeaders and all Questions under this folder will be deleted!

Flease check here to confirm the deletion of this folder.

| ok || Cancel

B 67: %7 J A ¥ —HIFRDOFER

FES: ZERI2b T, EfM2a TEMENIZEARBY 774 ¥ —ICB LT, —2H D WIIEEOME 2 BINT
%o

‘ Facility Information | Preliminary Steps I GMP & Other Prerequisite ngmmsl Hazard Analysis & Preventive Controls Detenmnat\onl Process Preventive Controls I Food Allergen Preventive Controls | Sanitation Preventiv

B 2. ABC Corp
= D Supply-Chain Preventive Controls Add Ingredient
- 1. Requirement for a supply-chain program
\/ Ta. Am | a receiving facility? | 2b. | Add Ingredient

1b. Did lidentify in my hazard analysis any raw material/other ingredi
iy 1. Do | need to develop and implement 2 supply-chain program?
[#-{-=) Using approved suppliers Salt|

£+ ABC Com Add Ingredient

LB 2b. Add Ingredient

[X68: #4 Bt EN
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[F1% 2l 9 S 2

. FIEESNAFETFSPBY — /LI OERINZERIT L7220,

EAREMASOEZEIL, B2 29 3B LU TEDOERMICEENLEIZ R DN ERD D,

2 —7 2c. s the supplier a qui

~) 3. Potential Supplier Informatmn
3a. When the supplier is a qualffied facility, a fam that grows produce that
3b. Describe the hazard(s) that are controlled before receipt of the raw mat|
3c. Who (what entity) will be controlling the hazard(s) requiring a supply-chi
3d. Applicable food safety regulations: What are the food safety regulation:|
3e. What are the supplier's procedures, processes, and practices related t|
¥. Supplier food safety history: Are there any known incidents of food safe|
3q. For a supplier that is a qualified facility, a farm that grows produce that i
3h. One or more of the supplier verification activities specified in 21 CFR P;|
3i. f the raw material or ingredient has a hazard that may cause serious ad/
3j. Who will perform the onsite audit? Describe the entity who will conduct
3k. List the entity{ies) who will conduct the appropriate inspection and proy)
3. Indicate the frequency with which the onsite audit or inspection will be |
3m. What action will be taken if you find that the supplier is not controlling {

_J 4, Written Procedures for Receiving Raw Materials & Ingredients

{2 5. Records checklist

a farm that grows produce that is not

57_.

—
[ Faciity | Preliminary Steps | GMP & Other P Programs | Hazard Analysis & F Controls D Process P Controls | Food Allergen P Controls | Sanitation P Controls | St
ABC Corp
Supply-Chain Preventive Controls Salt
=y 1. Requirement for a supply-chain program = 7 =
‘o Ta. Am | a receiving facility? 2c. | Isthe supplier a qualified facility, a farm that grows produce thatis not covered under 21 CFR Part
-y 1b. Did | idertify in my hazard analysis any raw material/other ingrediert thi 112 - Standards for the Growing, Harvesting. Packing. and Holding of Produce for Human
J v 1c. Do | need to develop and implement a supply-chain program? | Consumption, or a shell egg producer not subjectto 21 CFR Part 118 - Production, Storage, and
- Using approved suppliers | Transportation of Shell Eggs - because it has fewer than 3,000 laying hens?
() ABC Com
- 2b. Add Ingredient
V| Ye No
By Sat = -

FIES: 3a7>H4aDERIZEIET 5,

ERICHT 2~ oRZEIC L > T

3k),

[X169: H [2¢

BRI B 2 o 2 %6705 & 2 (B ER3ik L O

Facilty Information | Preliminary Steps | GMP & Other Prerequiste Programs | Hazard Analysis & Preventive Conrols

| Process Preventive Cortrols | Food Alergen Preventive Controls | Sanitation Preventive Controls | Supply Chain Preventive Controls | Recall Plan | Reanalysis of Food Safety Al

() Supply-Chain Preventive Cortrols
©y/ 1. Requirement for a supply-chain program
v/ 1a. Am | a receiving facity?
v/ b. Did |identfy in my hazard analysis any raw materia/cther ingredient that has a hazard requiring a supl
v 1c. Do I need to develop and implement a supply-chain program?
() Using approved suppliers
& ABC Cop
2. Add Ingredient
v Sat
v/ 2c. I the supplier a qualfied facilty. a fam that grows produce that is not covered under 21 CFR Part 11
{1 3. Potential Supplier Information
=5 3a. When the supplier s a qualfied facilty, a fam that grows produce that is not covered under 21 CFR F
3. Desorve the hazar() hat ae coiroled beforsrecept of the raw maenl o ather ingredert

3c. Who (what entity) will be ipply-chain-applied
3d. Applicable food safety regulations: What are the food saiew requlations that apply to the raw material
3e. What are the supplier’ dures, processes, and the safety of the raw material

¥. Supplier food safety history: Are there any known incidents of food safety problems related to the raw r
3g. Fora supplierthat is a qualfied facilty, a fam that grows produc that is not covered under 21 CFR )
3h. One or more of the supplier verfication activties specfied in 21 CFR Part 117.410() must be conduc|
3. Fthe raw material or ingredient has a hazard that may cause serious adverse health consequences or
3. Who wil perfom the onste audit? Describe the ertity who wil conduct the onsite audt into the “Corr
3. List the ertityfies) who wil conduct the appropriate inspection and provide the witen results of the in
3. Indicate the frequency with which the onste audt or inspection wil be conducted inthe “Comment Bol
3m. What action wil be taken if you find that the supplier is not cortroling the hazard?

{1 4. Witten Procedures for Receiving Raw Materials & Ingredierts
4a. Descrbe th iving raw

{1 5. Records checkiist
5. The receiving faciity must documert the following in records:

an approved supplier. Inste|

3. ABC Corp
Potential Supplier Information

3a. | Whenthe supplieris a qualified facility. a farm that grows produce thatis not covered under 21 CFR Part 112 - Standards for the Growing.
Harvesting. Packing. and Holding of Produce for Human Consumption, or a shell egg producer not subjectto 21 CFR Part 118 -
Production, Storage. and Transportation of Shell Eggs - because it has fewer than 3.000 laying hens. to approve the supplier. whatwas

its compliance history with respect to FDA food safety I ?

Comments:
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| Facility Information I Preliminary Steps | GMP & Cther Prerequisite Progra

(== Supply-Chain Preventive Caontrals
=8 \/ 1. Requirement for a supphy-chain program
\/’ 1a. Am | a receiving facility?
------ \/ 1b. Did | identify in my hazard anakysis amy raw mate
T e \/ 1c. Do | need to develop and implement a supphycl
l {7 Using approved suppliers
EI--G ABC Com
- Zh. Add Ingredient

E. Edit Ingredient L' a fam that gror

BD 3 Delete Ingredient |
P \——_.-.—.—L facilty, a fam tr

3b. Describe the hazardis) that are cortrolled befor:
Jo. Whao (what entity) will be contralling the hazardi:

K71: # 6t HIBR

| Facility Inf i I Prelimi Steps I GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Detetm'na‘.ionl Process P ive Controls | Food Allergen Preventive Controls | Sanitation Pre

=
E ) Supply-Chain Preventive Controls
By 1. Requirement for a supply-chain program
v~ 1a. Am | a receiving facility?
-~y 1b. Did | identify in my hazard analysis any raw mate

/" Tc. Do I needto develop and implemert 2 supply-c (8 Delete Ingredient [E=REER
I -{_7) Using approved suppliers
& {2 ABC Com ABC Corp
i+ 2b. Add Ingredient
== Salt Delete Ingredient
i ey 2c. Isthe supplier a qualified facilty, a fam that gro Satt

=3 3. Potential Supplier Information

3a. When the supplier is a qualified facility, a fam tk
3b. Describe the hazard(s) that are controlled beforg
3c. Who (what entity) will be controlling the hazard(
3d. Applicable food safety regulations: What are the
3e. What are the supplier's procedures, processes,
3. Supplier food safety history: Are there any knowr
3g. For a supplier that is a qualffied facilty, a fam th
3h. One or more of the supplier verification activities
3i. If the raw material or ingredient has a hazard thal
3. Who will perfform the onsite audit? Describe the
3k. List the entity(ies) who will conduct the approprii

3. Indicate the frequency with which the onsite auc WARNING! All questions in this folder will be deleted!
3m. What action will be taken if you find that the su
{3 4. Written Procedures for Receiving Raw Materials & In c
i 4a. Describe the procedures for receiving raw mate

\ LJ 5. Records checklist
E 5a. The receiving facility must document the followi

X72: $+BHHIER OFERR
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FNET: E5aliitdkDF = v 7 VA FTHDH, “Complete(52 1) 5\ E“Req. not applicable (ZE{4( L
FANY % 3R T 5,

5. ABC Corp

Records checklist

| 5a. | The receiving facility must document the following in records:

Complete E;;igile Contert
[l (1) Written Supphy-Chain Program;
3 d {2) Documentation of the approval of the supplier;

] {3) Written procedures for receiving raw materials and other ingredients;
[l {4) Documentation demonstrating use of the written procedures for receiving rmw materials and other ingredients;
0 {5} Documentation of the detemmination of the appropriate supplier verfication activities for raw materal(s) or ingredient(s);
] ] {6) The following documentation of an altemative verfication activity for a supplier that is a qualified facility:
[l [l {7} The following documentation of an altemative verfication activity for a supplier that is a famm that supplies a raw material(s) or ingredient
0 0 {8) Documentation of actions taken with respect to supplier nonconformance;
[l [l {9) Documentation of verification of a supply-chain-applied control applied by someone other than the supplier; and
(&l (&l {10) When applicable, documentation of the receiving facility's review and assessment of applicable documentation from someone other tha

X73: 2¢T Yes’ EHIEIN-BFEOEM aTF =7 U A b
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21 CFR 117.1391%, TEIEBEZMEL T 5EAFE LRI, CEICEL DU a— Ltz
ERT 22 L2 RDODTND, LEICKD VU a—AGHEICIE, &0k @y 72 Ll T OXR % i
TH0H, EHREFREETLH L, TNOOFIEOEITREO E(T % I FLHE L7z FIEEZ & T
HERdH 5,
o M ANICERE, Va—NLT58MICONT, BEELZ T TCVDHIEMOIKED DV IZFEIE
Fik e EEET 5,
o WESUT, TORMICHEKT HEET X T2 RIZEHT D,
o Ua— UREMINT I EERIET DNRMERT = v 7 ZFET 5,
o RERMBEEEIIZVWEMNT, VU—27, HGEH, H5WIEEFER LIV ) a—1 X
AW TR TR e UL A
Va—nBLOU a— LT 2 EBMOSRERNL, Aa—W—H A FOFERAICHE# ST
W5,

AKH T OEMIZEET UL, BfholisicG o7 ) 2 — L EHEZ ERR T & 5 (K72),

| Facility Information | Preliminary Steps | GMF & Other Prerequisite Frugmmsl Hazard Analysis & Preventive Controls Determination | Process Preventive Controls I Food Allergen Preventive Controls I Sanitation Preventive Controls
-

1. External Notification:

B 1. External Motification o n " " -
D BN 2. Descrbe the procedures that must be wutiized to diectly not 1a. | Describe the procedures that must be utilized to directly notify the direct consignees of the food being
I ‘Ib Describe the procedures that must be utiized to notfy the pu recalled. including how to return or dispose of the affected food: and who will be respansible for this
E| {1 2. Effectiveness Checks notification.

e 2a. Describe the procedures and documentation that must be uti

(=1 3. Dispostion of Recalled Product Commerts:

+ 3a. Describe the steps that must be taken to appropriately dispos

X74: VY 2 —/VEHHE
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14 BRSEEFHEOFESH

LN, ARIRIE G CYEEINEY) TH D Z L ERGET 2 ONESOESTH D,

21 CFR 117.1701%, FB5& BREME N DS EHON 2 EITH D WVITEE T 5 Z & 2R, B2
DFFHT D FAT 2 B L+ 2 BARHI DRI DWW T 3B LT\ 5, —iRIC, AShEFEaRo
ML, D ERBEICEITHIRETH D, 612, BMLEHEO2KRL DV ITEHA S D

FHE OO T, fEik CTHEME SN TV DIFENCERRE TN S - 1272 DITH LW EENIAE
T8, HDHWVITLRNCRHE SNEENE LIEKT L2 E5HMAREERH D, il BET D IEE
HIEEIC DN T OR LWMERZ % L. MEN OS2 ERENIRAE LR, TS LoV
HOMABDOED D VI AL EF SIS RN 20 E I Lz, 3 LUWEESERARIR O %
JBIZKHET D T2 OICFDAN KBTS LYW LR WOTHEBTOIMEND D,

KL T ORMOERIZEE T D21, BONMAMTOoNS BO A Z&ER L, BotfroB b Z2 8 Ed
D, FRESNTz, BT ot 223720 MIE, “Add Date (H 438014 %)"#%IZFSPBY
—VDNERT D BRI ERINA 2R ET D,

BN O B & BERZFEMT3) L= 5H, “Add Date (HAFA2BINT 25227 U v 735, HOHIC
BELEZEAMBABO A EVEIORE., AT a2l Ry 7 ANRFREIN. T ORI E
e &L D ENCREER S N TV WEIE S A L5 (X74), FSPBY —/Wid, [A BIZEE O 0T %18
M52 EE2ZEETWD, ZOFSHBIZTTTICANENTWVWALENWITZT— Ay B—TDRy
T TRy 7 ANRFIREND(KT5),
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Facilty Information | Preliminary Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Detemination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Preventive Controls | Supply-Chain Preventive Controls | Recall Plan | Reanalysis of Food S:

=) o . Changes Requiring a Reanalysis:
{2 Changes Requiing a Reanalysis
= 1. Whatisthe S T A T ‘ 1 ‘ Whatis the reason(s) for the reanalysis? Please check all applicable reasons.
Select Date:  Fiday . June 23,2017 @~

[¥] 2. Regular reanalysis every 3years.

[”] b. Significant change(s) in the activities conducted at the facilty
[] . New information about potential hazards

[] d. Unanticipated food safety problem occured

[] e. Preventive control(s)is/are ineffective

Comments:
Please provide brief if the selected date is prior to the current date.

5 BT E 7

[ Facilty Infomation | Preliminary Steps | GMP & Other Prerequiste Programs | Hazard Analysis & Preventive Controls

| Process Preventive Controls | Food Allergen Preventive Cortrols | Sanitation Preventive Controls | Supply-Chain Prevertive Controls | Recall Plan | Reanalysis of Food Saif

T Changes Requiring a Reanalysis:
2 Re: -
i ot ot L RN 1. | Whatis the reason(s) for the reanalysis? Please check all applicable reasons
Select Date: Thusday . e 22,2017 @

. Regular reanalysis every 3 years.

[”] b. Signfficant change(s) in the activities conducted at the facity
[7] c. New information about potential hazards

[7] d. Unarticipated food safety problem occumed

[7] e. Preventive control(s)is/are ineffective:

Comments:
Please provide brief comments if the selected date is prior to the current date.

===

This Reanalysis occurred prior to 06/23/17. Please provide a brief explanation in
the comments box of why this Reanalysis was not added to the Food Safety Plan
at the time it was completed and then click the 'Add Date’ button.

76: WE D AT DR

| Facity Information | Preiminary Steps | GMP & Other Prerequiste Programs | Hazard Analysis & Prevertive Controls
-

| Process Preventive Contros | Food Alergen Preventive Controls | Saniation Preventive Cortrols | Supply-Chain Preventive Controls | Recal Plan | Reanalysis of Food Safe|

Changes Requiring a Reanalysis:

28 E:qge;:m = Rea“a]w! e i 1 \ Whatis the reason(s) for the reanalysis? Please check all applicable reasons.

6 062317 ‘
2a. Were there any signficant changes to the food safety plan in the past 3 years? Please desc

Select Date: Fiday . June 23.2017 @+
Regular reanalysis every 3 years.

Signfficant change(s)in the activities conducted at the faciity

[7] c. New information about potential hazards

[7] d. Unanticipated food safety problem occured

["] e. Preventive control(s) is/are ineffective

Comments:
Please provide brief comments if the selected date is prior to the current date.

Error [

.’\9} Date Already Exists! Please Try Again with Different Date
4

B77: [@ U B A DR
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E: “Add Date (HfHZBIN32)" 2 —E 27 Vw7 T2 & ZOANIRECHIRA TEF, Fio,

“Comments”fDEH H AS)OMEILZTE 2<%, LiZh-> T, “Add Date (HfF&21B8N95) %
7V 7T HENS, AN UTEERESAVITHERTH L,

“Add Date (B &580195)% 7 U » 7 e, BRIL~OFEEIC b &5 < SRR BRI AR S
NB, SRICEETSZ LI kY | RREEFHTOFHT OB L AR E CELTE S,
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15 RMEEEHE

BMEEFHEY — VO X T TADINZEEIT, BRI 2D ¥ A MIEEOLIL, &
oM DR MZEFHE L /D, BMELEHEZ 71X, PDF7 7 A MIDHT T AR— K T& 5,
FIRIATRE. ERAL B O/ Z e 2 FrT 5,

BMZEFHEICET 2 BMOSRERNT, Aax—F =T FOMFRAICERI LTV,

BMEEFE Y 712, LFO2—F—23FH T 285E 2 2 72 A O Y — A —(HT76) 3% 5,
o FELABEHORE:LKR— =V DRI L% AICBET D
e Print Fll: Etho> & 522 a5 2 #ICEIRIT 2
e Print Layout FIiill L4 7 7 b &SRB OFRAALFEHO LR — N2 RRT D

e Page Setup —VRE L AR— FOHIRIERIZBE T 2 0 A ¥~ A XAlRe/a i iRk (~—
v Ao x e L),

e Save/Export fR{F/— 27 AR— K :PDF7 7 A /L & U TIRGT D 72O D3R
o  Zoom A—LI i LiR— hOPLKF T2 1THME N ER

(% FIFRIRE, B EREE, FHIEZRR 7 DWW 77 1 F o — 2 PIERR 7 DERF « v
7V AN, TNODEZTNBIEREEGEHH Z EEABRLTOARWIEY . FRITEEN2, )
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| Facility Information I Preliminary Steps I GMP & Other Prerequisite Proglarnsl Hazard Analysis & Preventive Controls Determination | Process Preventive Controls

M 41 of3 b M & E 0 E- | 100% - Find | Mext
For Internal Use Only
FOOD SAFETY PLAN

Company Name
123
City Mame, 11111 USA

Facility Identification #s: FDA Food Facility Registration Number: 22222
Facility Description:
Employee Description:

Product Description:

FOOD SAFETY TEAM

Primary Contact(s) Preventive Controls Name

Qualified Individual

PRELIMINARY STEPS

GMP & PREREQUISITE PROGRAMS

Section Measure Yes | Not Applicable Comment

Manufacturing
Practices

78 dh & AR

&
o BRLRFHERTIIT VA%, FTAIZ V=% YT L, LRE— FOFKER—
DA T a—)LVE2BRtGT 5,
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442 7 (W1 TiE, CGMPE72IFPCHAIOZRIBY | REE, FEH. 2D WITHR ORI
NEMZEFENCELT DI ENTE D, BRWZEFEIL, BFEALELIITFHELDTRETH
50

| Food Allergen Preventive Controls | Sanitation Preventive Controls | Supply-Chain Preventive Controls | Recall Plen | Reanalysis of Food Safety Plan | Food Safety Plan | Signature | Recordkeeping Proced:

Signature

The owner, operator, or agent in charge of a facility must sign and date the Food Safety Plan.

To sign the Food Safety Plan, please check either the “Blectronic Signature™ option or the "Manual Signature™ option
and proceed with the subsequent instructions.

Electronic Signature

1. Select the Electronic Signature Checkbox.

2. Select the Acknowledgement Checkbox.

3. Enter the Reviewer Name, Title, and Comments (f any) and click "Reviewed™ button.
to automatically populate the Reviewer “Signature™ and cument “Date/Time™.

4. Navigate to the Food Safety Plan tab and scroll to bottom of the last page.

Reviewer “Signature™ and “Date/Time"™ should be automatically generated.

5. Print the Food Safety Plan.

[] Manual Signature
1. Select the Manual Signature Checkbox.
2. Select the Acknowledgement Checkbox.
3. Enter "Name™ and “Title™ of the individual who will manually sign the Food Safety Plan.
4. Navigate to the Food Safety Plan tab and scroll to bottom of the last page.
“Signature and Date” section on the Food Safety Plan tab should be displayed.
5. Print and Sign the Food Safety Plan.

Acknowledgement: [ ] | have reviewed and accepted this Food Safety Plan
Reviewer Information:
I Name: Title:
Comments: Reviewed
Signature: Date/Time:

X79: B4 527

B4 T av A EBBT 521X, “Electronic(FE 1) £ 7213 “Manual(FEh)" O W 25384 5,

16.1 ETEA4
BB ZIT O, UTOFIEE T 5,
o F = v 7R A T"Electronic Signature(F1E4)" % #INT 5,
e "Acknowledgment (F&)" F= v 7Ky 7 A ZF=v 7T 5,
e ‘“Reviewer Name (fEi8& DK4). “Title &), (HAL) “a x> NE AT 5,
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o '"Reviewed (MEFBEA)"T = v /Ry 7 Ak F = v 7 35E, “Reviewer Signature (ff
BB DEL), “Date(H ) “Time(FEZ) M2 H BfdE S5 (X78).

o BRI RF R TIEE L, FHROKKEN—VDO—F FETAZa—/L L, “Signature (&
£) . “Date (H£)"5 LU “Time (KEZ)" N K 790 L B0 ABEE ST\ D 2 & 2R
%o

Food Allergen Preventive Controls | Sanitation Preventive Controls | Supply-Chain Preventive Controls | Recall Plan | Reanalysis of Food Safety Plan | Food Safety Plan | Signature | Recordkeeping Procedures
Signature

The owner, operator, or agent in charge of a facility must sign and date the Food Safety Plan.

To sign the Food Safety Plan, please check either the "Electronic Signature™ option or the "Manual Signature™ option

and proceed with the subsequent instructions.

[¥] Blectronic Signature

1. Select the Electronic Signature Checkbox.

2. Select the Acknowledgement Checkbox.

3. Enterthe Reviewer Name, Title, and Comments {f any) and click "Reviewed™ button.
to automatically populate the Reviewer “Signature™ and cument “Date/Time™.

4. Navigate to the Food Safety Plan tab and scroll to bottom of the last page.

Reviewer “Signature™ and "Date/Time™ should be automatically generated.

5. Print the Food Safety Plan.

1. Select the Manual Signature Checkbox.

2. Select the Acknowledgement Checkbox.

3. Enter "Name™ and “Title™ of the individual who will manually sign the Food Safety Plan.
4. Navigate to the Food Safety Plan tab and scroll to bottom of the last page.

“Signature and Date” section on the Food Safety Plan tab should be displayed.

5. Print and Sign the Food Safety Plan.

Acknowled: t: (V] | have reviewed and accepted this Food Safety Plan.
Reviewer Information:

Name:  Employee Name Tile: Analyst

Comments:

Signature: Employee Name 0- CYAT S 6/23/2017 4:30:38 PM)|

X|80: E+E4
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| Food Allergen Preventive Controls I Sanitation Preventive Controls | Supply-Chain Preventive Controls I Recall Flan | Reanalysis of Food Safety Flan | Food Safety Flan |
M 432 of3)p b |(EEQHE-| w00% - Find | Mext
Recalled Product
3a. Describe the steps that must be taken to
appropriately dispose of recalled product and
the records that will be maintained; and who
will be responsible for this activity.
REANALYSIS OF FOOD SAFETY PLAN
Section Measure Comment
Changes Requiring a
Reanalysis
1. What is the reason(s)
for the reanalysis? Please
check all applicable
reasons.
SIGNATURE AND DATE
Comments:
Reviewer Information:
Name: Employee Name Title: Analyst
Signature: Employee Name Date/Time: 6/23/2017 4:32:32 PM
[X81: fEREE DIFH

16.2 BAFEHOREMERFHEOEH
BAEH DR EERTENAEEEEH 2T L0 &, 77 A VimEaiki T 20, BEFOR
MM ERIE O 2 =2 BT 2N E MR T D A v E—UNFIR SN2 (X80),
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This Food Safety Plan was reviewed and accepted as accurate by
Jennifer on 11/12/2016 3:57:18 PM. Editing and saving your changes
will delete this acceptance and require Jennifer to review and accept
the updated Food Safety Plan.

Do you wish to "Create a Copy™ or Continue Editing™ of this Food
Safety Plan?

[ Cantinue Editing ][ Create a Copy ]

N R B B AR N B L= OB A o€ —O

B R OfRE Z ke D ITIZLL T O FIEEL FEITT 5,

e "Continue Editing(fRfE# ki3 2)" 4 IN L, EFELTHIRL, BNEEFHOEEEZ
fk#id %, "Continue Editing(ffifk Z fkfic 3~ 2)" 2RI L= 56, ZEPMZ O H A4
CFLVORFIIRDNS, 612, BIEORMEZEFEIL, R, BAOIEEDFHELE
ERDRIIERET D &,

e "Create a Copy (= B'—ZA{EK T 2)"# iR L, BEORMLELEFHEZRFT D,

A7 Lo i BTN T, ATEIOEH & B4 2R ) 5, "File Save As (L& {413 THRAF)"Z A
TurY 4 RUPRKRSI, T LWEMLEFE Y 7 A VOAEHEANT D, IRFESH
eI O HIL, B LWEMZEFEICHER S NS, Ll ZHUEFHlomgE
B TH D7, FZAIFHIBRS L, BEH, FEED DV EEE ONRBEEANL, #r L <SGT
SNTBMERFHEICESL T DUNEND D,

16.3 F&E4

BFEALTIT O, L TOFIEE Ehid 5,

o F = v 7Ry 7 AT"Manual Signature(FEIE4)" %2 5N 5,
"Acknowledgment ([F]E)" = v 7 KRy 7 AZF = v 7§ 5(X81),
RiAp LGS T L, Rl —TD—F FETAI a—1T5,
“Signature (F4). “Date/Time (H WL Ml 7328 S 415 (X182),
B ZEFEAHIN L, B4 LB O NN— Ra B —%2RET 5
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Facility Information | Preliminary Steps I GMP & Other Prerequisite F'mglamsl Hazard Analysis & Prevertive Controls Detemination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Preventive Cortrols

Signature

The owner, operator, or agent in charge of a facility must sign and date the Food Safety Plan.

To sign the Food Safety Plan, please check either the “Electronic Signature™ option or the “Manual Signature™ option
and proceed with the subsegquent instructions.

1. Select the Blectronic Signature Checkbox.

2. Select the Acknowledgement Checkbox.

3. Enterthe Reviewer Name. Title, and Comments (f any) and click "Reviewed” button.
to automatically populate the Reviewer “Signature™ and cument “Date/Time™

4. Mavigate to the Food Safety Plan tab and scroll to bottom of the last page.

Reviewer “Signature™ and “Date/Time" should be automatically generated.

5. Print the Food Safety Plan.

Manual Signature

1. Select the Manual Signature Checkbox:

2. Select the Acknowledgement Checlbox.

3. Enter “"Name™ and “Title™ of the individual who will manually sign the Food Safety Plan.
4. Navigate to the Food Safety Plan tab and scroll to bottom of the last page.

“Signature and Date” section on the Food Safety Plan tab should be displayed

5. Print and Sign the Food Safety Plan.

Acknowledgement: | have reviewed and accepted this Food Safety Plan
Reviewer Information:

Name Employee Name Tile: Owner

Any comments herel

Comments

Signature Date/Time:

X|83: FEIE4A

[Faciity Infornation | Preliminary Steps | GMP & Other Prerequisite Programs | Hazard Analysis & Preventive Controls Determination | Process Preventive Controls | Food Allergen Preventive Controls | Sanitation Preventive Controls | Supply-Chain Preventive Controls | Recal Plan | Reanalysis of Food Safety Pian | Food Safety Plan

4 4 4 of4 b pi | E A E-| 100% - Find | Next

1. External Notification

1a. Describe the procedures that must be
utilized to directly notify the direct consignees
of the food being recalled, including how to
return or dispose of the affected food; and who
will be responsible for this notification.

1b. Describe the procedures that must be
utilized to notify the public about any hazard
presented by the food when determined to be
appropriate to protect public health; and who
will be responsible for this notification.

2. Effectiveness Checks

2a. Describe the procedures and documentation
that must be utilized to conduct effectiveness
checks to verify that a recall is carried out; and
who will be responsible for this activity.

3. Disposition of
Recalled Product

3a. Describe the steps that must be taken to
appropriately dispose of recalled product and
the records that will be maintained; and who
will be responsible for this activity.

REANALYSIS OF FOOD SAFETY PLAN

Section Measure Comment

Changes Requiring a

1. What s the reason(s)
for the reanalysis? Please
check all applicable
reasons.

SIGNATURE AND DATE
Comments:  Any comments here
Reviewer Information:
Name: Employee Name Title: Owner
Signature: Date/Time:

X84: R MEZEFHE O TFEIEZLH
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Recordkeeping Procedures GLékftE FE) % 7 (X83)1L. CGMPI L O'PCHAIZ RO T\ HETD
FLERMERL S AV, TR TOREMRE FIRREDIET SN E2 R T52F = v 7 U A FOREZ R
729, CGMPH L UPCHANL, fihZestmicis T, _®%:/7)2h%ﬁ%¢5:k\ﬁﬁ
ZEHRIERLTWARY, Lo T, $&7@hﬁi B RFE Y T IIXHBIC T 7 AR —
kERRV, B ZEFEICE LTI, “Tools( —/L) A = 2— “C “Include Recordkeeping
Information in PlanGo&k{rE 15 4 51 75 WZETe) ZIRINT 5,

SERRE FIEDOY 7 2 a T T ofEIz L5 <,
o LA ETE B OE R
o SEATREEKICIHEH S B A
o GOERLREF
o EEIZ LA
o NEBOHE ML —=1 Tk
o Il B ao—

File Edit View Tools Help
DEHS £ a@ale
Process Preventive Controls I Food Allergen Preventive Controls | Sanitation Preventive Controls | Supply-Chain Preventive Controls I Recall Flan I Reanalysis of Food Safety Flan | Food Safety Flan | Signature

Bl Records Requirements Checklist: 1. Food Safety Plan
—-{=) Record irements Checklist
= %‘D ?_ gmﬁ;: F‘I:n I | 1a. | Is the most recent Food Safety Plan written and available for review?

[N 1a. Is the mast recent Food Safety Plan written and o

1b. Has the owner. operator, or agent in charge of th
1c. Indicate where the Food Safety Plan is kept in thy
1d. The F5P includes the written hazard analysis Comments:
1e. The Food Safety Plan includes the written prever -
1f. The Food Safety Plan includes the written supply-
1g. The Food Safety Plan includes the written recall |
1h. The Food Safety Plan includes the written procec
1i. The Food Safety Plan includes the wiitten comecti
1j. The Food Safety Plan includes the written verfica
U D 2. Requirements applicable to Implementation records
- 2a. The facility maintains records of the basis for not
= -7 3. Record retention

3a. The facility has all records that have been create
3b. The facility has maintained records that documen
=1+ 4. Written assurances
: 4a. Wiitten assurances contain the following elemert

Select Date: Monday , Jume 12,2017 -

b Written assurances required under 117 136(z)(2~+
=5 D 5. Employee Training Records
Pk Fa. Records of required employee training activities (¢
=t D 6. Record Review
i Ba. The records documenting review of monitoring re|
6b. When review of records of monitoring and comec

[X85: FREkRE FIES 7
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AL TOERIE., “Yes”, “No” %721 “Not ApplicableGii fAA) D4R CTHIZ L(X84), F /-, M3
WIS L TCTa Ay MRICZOMOBEHEIEHRZBINTE 5, S50, ANWZEFHEICBEEST 5 Z0Mho
RUEROSCEOA AT X A Ml AT L, XET 7 A /WL, “Supporting Documents (fifi & 30 )"
ATNCT v 7 a—RKT52ERTED, LEEFSPBY 7 A MY v 7§ 5 HEICOWTTI198 S
SO L,

| Process Preventive Controls | Food Allergen Preventive Controls | Santation Preventive Controls | Supply-Chain Preventive Controls | Recall Plan | Reanalysis of Food Safety Plan | Food Safety Plan | Signature | Recordkeeping Procedures | important Contacts | Supporting De ¢ ||

8- Records Requirements Checklist: 1. Food Safety Plan
L5 oot regsereaconsi e e i
56 1. Food Safety Plan . operator, or agentin charge of the facility signed the food safety plan’ ¥ .

v/ 1a. Is the most recent Food Safety Plan written and ¢

g 1b. Has the owner, operator, or agent in charge of th il RV E No 21 CFR 117.310 requires thatthe owner, operator. or
1c. Indicate where the Food Safety Plan is kept in th Conmirti agentin charge of the facility must sign the food
1d. The FSP includes the written hazard analysis. safety plan upon initial completion, and after any
1e. The Food Safety Plan includes the written prever| o modification to the plan.

1f. The Food Safety Plan includes the written supply-|
1g. The Food Safety Plan includes the written recall ¢
1h. The Food Safety Plan includes the written procec|
1i. The Food Safety Plan includes the written comectil
1j. The Food Safety Plan includes the written verifical
{2 2. Requirements applicable to Implementation records -
2a. The facility maintains records of the basis for not |
{2 3. Record retention
3a. The facility has all records that have been create|
3b. The facility has maintained records that documen|
1.{ 4 Witen assurances
4a. Written assurances contain the following element|
4. Witten assurances required under 117.136(a}2+
= 5. Employee Training Records
5a. Records of required employee training activities (
- 6. Record Review
6a. The records documenting review of monitoring re|
6b. When review of records of monitoring and comec

X86: ER1b%>5 6b

FSPB Application User Guide Page 70



Y U.S. FOOD & DRUG

ADMINISTRATION

18 EE/REAEL

CGMPH L UPCHHITIX, BRWLZEFMO—H 2R T 5 R L L CTEERERIEDOY A N & H
RKLTWZW, Lo, RY 7 CTHEREKILOFEREZEIL T L RUVNKB8S), =& xif, #
fa DY 23— PRI B 2 WIZRNEIC LB & 72 DA A4 LT, RS 3 IR
T X 5 2BRE OB SAE R HIVXEERTZ, RE 7 OBHRIT, B LEHEIIXABICE RS
N0y, “Tools(?Y —/1)” A = = —TC “Include Important Contacts in Plan (B2 728 #& e 425
P EBEINT L2 ETEBMTE D, KT TH T T4 Y —0BMH D WITHIFREZIT> T,
Supply-Chain Preventive Controls (77 A F = — L FHEHE) ¥ 7 OV 7T A ¥ —@#iE e rvia
el EnAWEICEET S b,

Importart Phone List: “ Select Grid Info o Edt any Column. Suppler Contacts:
Resource Phone

Company Name Phone Numberis) Contact Person(s)

State Department of Agriculture:
State Department of Heatth

Use this link
Thttp:/ Repor \/ConsumerCompl
FDA Non-Emergency Phone # | ing the FDA consumer complaint coordinator #in your area.

laintCoordinators/defautt htm] to

Customer Contacts:

Company Name Phone Number(s) Contact Person(s)

FDA 24 Hour Emergency Phone # | 1-866-300-4374 or 301-796-8240

Use this link http:/ gov/ICEC] jons/IOM/ucm | an FDA
FDA Distict Office District Office in your area.

Contractor Contacts:

Company Name: Phone Number(s) Contact Person(s)

Facilty/Company Contacts: Other Contacts:

Name Phone Title Company Name Phone Numberis) Contact Person(s)

X87: HE/pE#EAKE X T
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19 MR CE

Supporting Documents(fi /& CE) % 713, BMEEFTHZME T 230GE, v 74 AEHTo
URL~OEHED Y 7 ZBMNTE 5, BINT HHECED T 7 A V5 A ZIHlRIZ 7220 (286),
LEFELIFURLEZRE, HET DI, 77 ANV T v 735, MEXELZHETD
i, CEEPERLET SV r—arRarBa—FIif v A ML EINTWALERH S,
A2 —HIIA VAP INTWRWNGE, 77 A MTRAS ZENTET, 7740 &BA<
DI E R T F VNN, 77 A NVEEICIEA VA F—ADBMRETHLENWIZAL T a s
Wy TT TRy I ANKRREND,

*EEIRIFRFC X, AT LTENERLEORKO X A bvELTHER SN, e scEZ, EE
B L7V 7 R &> CHIMEN S, 72k 20X, v~ 271 Y7 FWord K& = A > ks ZFI$ 5B
1. FSPBY — VI XXCEEAIRT H7-012~A47 1Y 7 MWordZ 3. b Eif b, Word3A A b—
JLENTWART IR, FIRIETE 220,

ARETIBEMENTZT 7 ANV, V= ABERTLEIH LT VA O FIRFESND, ZOH
LLERR SN T 7 + 0 Z X, L2 E & [H U4 #HHl-"[Food Safety Plan File
Name]"\Documents (X|87)- %1 5 .

File Edit View Tools Help
DEFHS | ¥ 2@ |0
Food Alergen Preventive Controls | Sanitation Preventive Controls | Supply-Chain Preventive Controls | Recall Plan | Reanalysis of Food Safety Plan | Food Safety Plan | Signature | ing Procedures | Important Contacts | Supporting Documents 4[>

Please Note:
1) Your supporting documents vill be saved under a newly created folder *[Food Safety Plan Fie Name]"\Documerts.
Suppotting Documents @] (| 2 When sharing this food safety plan please make sure to include the fil(s)ocated n this folder : “[Food Safety Plan Fle Name]"\Documerts.
' 3)In orderto view or prin any fil, the associated appication must be installed on your computer.

File Description (Add description here)

X88: ‘Test (7 A h) &M%k ENT-RBRMBERT 7 4 VD]
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Organize ¥ & Open Include in library « Share with » Burn New folder

~

X Favorites Name Date modified Type Size
B Desktop | | Documents 6/23/20173:34 PM  File folder
.j, Downloads

5] Recent Places

89: ‘RMELHET 7 A VA OFIC LT AN F ENERT B

22— —NFSPB7 7 A L SR TEICT 7 ¥ AR, et EBOME SIS T 5 Y 7 b2
2P —DF AT hy FICA VA=A EINTWARWEES, LFOL YRR 7 ) —UNFHREN
%,

~r| Edit View Tools Help
IDEHS % @O |
Food Alergen Prevertive Controls | Sanitation Prevertive Controls | Supply-Chain Preventive Cortrols | RecallPlan | Reanalysis of Food Safety Plan | Food Safety Plan | Signature | Recorckeeping Procedures | important Contacts | Supporting Documents (a2

supporting documents will be sa creal [ o
e saved under a newly created folder “[Food Safety Plan File Name]"\Documen
Supporting Documents .4?@. Z)Mmshangthsfnodsdsy 2

;] Choose the program you want to use to open this file:
File:  abc.pmp

Aaobat (N
| B et

(2 Internet Explorer (204 Microsoft Excel
\ Microsoft Corporation 5 Microsoft Corporation

Microsoft Office 2010 i Microsoft Word
Microsoft Corporation ={ Microsoft Corporation

Notepad ) paint
W J Microsoft Corporation Microsoft Corporation

':!]\ Windows Media Player ,-q Windows Pham Vlewer
Microsoft Corporation Microsoft Cory

Typeadesmphonmatvwwantmusefwhslmdofﬂe

[¥] Always use the selected program to open this kind of file

X90: PCIZHLERY 7 FWRA VA F—=AENTWRWNWIT7A VBRI LTS

B2 R A A9 58545121%, "[Food Safety Plan File Name]"\Documents 7 # V- % % 1/, 4"
ez b, 774w%io7twﬁmmﬁ74w%ﬁf%5:&%%ﬁ?éo7%»?®é%ﬁ
EENTOWRWES, SHEEIIHECEILT 7 EATHZENTERY, IHIC, TTIZY IR
i%nfwé774w#7jw$#6%@itiM%éﬂfwé%Q\ﬁ WEEFHEIN DX T 7 R
ATERL ST NWD, TOEIBRT 7 ANMIT 7 BATDHGEIL. G777 ANELET 4 LF
"[Food Safety Plan File Name|"\DocumentsiZ = &—9"2 />, *ﬁﬁi%ﬁ T Y T EHIER

L., FTLWGFTIC 7 7 A V2809 5,

MR SCE O # A FIRIT 5 (K8 X, “File(7 7 A /L), “Export(= 2 AR — )",

“Supporting Documents (ffi & SLE) #2IRT 5, H DV, “File(Z 7 A L), “Print(FIil)”,
“Supporting Documents(fifi /& )" % 1®IRT 5,
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File | Edit View Tools Help

|0 New ceN | @ |
1[5 Open Cirl+0

| Hazard Analysis & Preventive Controls Determination | Process Preventive Controls |

Close Please Mote:

1) Your supporting documents will be saved under a newly created folder "[Fc
E 2) When sharing this food safety plan please make sure to include the fileds) |k
3) In order to view or print any file, the associated application must be installe:

[al Save  Ctrl+S

Save As
| Export S | Facility Infarmation
=) Print  Ctrl+P Preliminary Steps
Print Preview GMP and Prerequisite Program
Print All... Hazard Analysis and Preventive Controls Determination
] Process Preventive Controls
Recent Files 3

Food Allergen Preventive Controls

Exit

Sanitation Preventive Controls

Supply-Chain Preventive Controls

Recall Plan

Recordkeeping Procedures
Reanalysis of Food Safety Plan
Important Contacts

Supporting Documents
Food Safety Plan

B91: R LED Y X FDHIR

AR DSHIR OB ZZ 2 E T fsp 7 7 A VMEES LTV WEA . FSPBY —/Vid, flie CEIB
MOFHT, FHEERIFET D Z & 22T, FHEARGEINTZO. LFOFIETHIE CEZBINT
%o

o i (B FooLamRL. AREAHEICY LRI FVREDT 7 A LR RS

« Yx70U s URDEBNTBICHHERT £ 52 R 5. URLZSEN
%5, FSPBY 7 MX, A#7eURLE A1 % 2 & %2127, A7 URLOBNIITLAT
DEIBRBDONH 5,

http://www.fda.gov/foodsafety
ftp://mywebsite.com/document.pdf

AN U= LEEIFURLOGH Z N2 58546, O “Description(GiEH) 7 % A MMl & 3R
L. @y tifmae AT 5,

T ANEIEY =7 Y 7 [URLAZHIBRT 5113, HIERT A :l‘/ 2RI D,
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Chapter

20 LARR— b

FSPBICIX, BMZEHBEEEOMITIER TED LR — b5,

o Food Safety Plan (&FZR2HE) — Y —LNDOLR* 7 o g BT 5 2EE s —H>DE
\ZFE LD FRRE, HELERSIE, WHEEHE 7 H DL Y 771 F o — 2 PREE
BTOEFF =7 VA ML, ZOHDOXTPDLIEREED LT L AR TR
V. HERBAEENRY, )
o Facility InformationGF{# &)
e Preliminary Steps (ERi¥EH AT ~ 7)
e GMP and Prerequisite Program (GMPE X CRIREHTv 7' T L)
e Hazard Analysis and Preventive Controls Determination (fEE43#7H X O FBFEEDHE)
e Process Preventive Controls (7" 2 & X FRHE )
e Food Allergen Preventive Controls (&7 L V7 V- FRHEH)
e Sanitation Preventive Controls (f#4: T BH&E )
e Supply-Chain Preventive Controls (%77 A F = — > FHEH)
o Supplier Summary Report (V77 A ¥—Hh <~V —VLAKR—N-HVTI74F=—> Ty
TEADODNEBEEYTT7A ¥ —Z LIZE: 57 T4 Y — MG T 2 8B 2B T 5,
o Ingredients Summary Report 31t~V —LKR—F)- 7 I7 4 F=—> - T 77 A
DRNE LR &P o2 —F— TR MO 774 v — 2T 5,
o Supply-Chain Summary Report (V774 F=—HP<V—LER—}F) -H+7 714 F
T— - a7 T NEROYE
o Supply-Chain Document Checklist Report (%774 Fx—rXEFzv 7 VAL
R—BF) BT T4 EEsRT = v 7 U R R O
e Recall Plan (V =x—/ L&)
e Recordkeeping Procedures FE&RE FIE) - Zok ST S 508k L OGS BET 23D F =
v 7 AR
¢ Reanalysis of Food Safety Plan (& & 258 DO E5HT)
e Important Contacts (BEZE 72 EH#E )
e Supporting Documents (i /&30 &)
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LiR— MIFSPBN TCWOTHIER CT& %, LR—h2x 7 AR — b3 5(X90)I121%., “File (7 7 A
Y. “Export (&7 ZAFR— M EFIRL, A=a2—nbMEDLR— FEEIRT D,

File | Edit View Tools Help

Steps I GMP & Other Prerequiste Programs I Hazard Analysis & Prevertive Controls Determination | Process Preventive Controls | Food Alle

1 MNew Ctrl+N @
1 ﬁ Open  Ctrl+0
Close
luct, Distribution, Intended Use and Consumers of the Food
&l Save  Ctrl+S duct Name
Save As rocess Steps
duct /Process Mame and Stens From Fach Flow Diaoram
| Export 4 | Facility Information
= Print  Ctr+P Preliminary Steps
Print Preview GMP and Prerequisite Program
Print All... Hazard Analysis and Preventive Centrols Determination
. Process Preventive Controls
Recent Files 3
Food Allergen Preventive Controls
Exit

Sanitation Preventive Controls

Supply-Chain Preventive Controls 3 Supplier Summary Report

Recall Plan Ingredients Summary Report
Recordkeeping Procedures Supply-Chain Summary Report
Reanalysis of Food Safety Plan Supply-Chain Decument Checklist Report

Important Contacts
Supporting Documents
Food Safety Plan

X92: LAR— hDxT 7 AR— h

20.1 Report ViewerL' A R— F B2 —VU—
LAR— NI, BEa—U—U 12 RUO EICHBAIALY — V=D 8 HHOIAHRE 2 — T —NITE
RENDH(X1), HEREITAENLLEIC, LTO LI 7NEL > T A,
Navigation (&) — L R — FDEX— TV 2RIZRICBEIT D, KRAIOT A 22, HHROKET
A4 3N, ENENERN ERBEDON—TERRT D,
Printer (7Y %) — LAR— M &HIRIT 5,
Page Preview (X— Y7L Ea—) —LAR— FBHIBIE N7 & & DR H 2R 5(X87),
Page Setup (X— VR E) — LA — b OHIRIERICBE T 2 A ¥ ~ A X A[RE/R R (<
—Tr, AomE L),
Save/Export (ff7F/ T2 AR — 1) — LAR— b2 REBLOTI AR — T 507 4+ —~
v M B L OHEOER,
Scaling (R —VU > 7) — LiR— b DA —LOHER, Hish,
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2/ Supply-Chain Preventive Controls

E« 1 ofl b bl | E A&~ | 100% - Find | Next

For Internal Use Only

Suppliers Summary Report

X93: L AR—FEa—VU—
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fHERA: B Y — A B LOEEDO Y =7 Y 7

FSMA Final Rule for Preventive Controls for Human Food
(FSMA bt TS D720 O FBHE B O i A

Current Good Manufacturing Practices (CGMPs)
(FRA T 1 L B )

FDA Food Safety Modernization Act (FSMA)
(FDAK [E 1 5h 2t 45k iE (FSMA)

Registration under the FSMA
(FSMAIZF:3 < #8%)

D AP

Draft Guidance for Industry: Hazard Analysis and Risk-Based Preventive Controls for Human
Food
CERMBNT KT 7 b AAZ A e FMETEMCET DEESE U A 716 Uz TS ED

FDA Issues Revised Draft Guidance for Control of Listerra monocytogenes in Ready-To- Eat
Foods

(Ready-To-Eat (ZOEFERBROLNDIEM) OVAT VT « /WA MR AEHICET HEE R
57 N A XA, FDA%AT)

Industry Guidance for Recalls

(VU a— W IZET2ERRT A X R)

Model Recall Press Announcements.
(Va—LoiEERERET L)

Draft Guidance for Industry: Describing a Hazard That Needs Control in Documents
Accompanying the Food, as Required by Four Rules Implementing FSMA

CERMT T 7 M A X A FSMAGHAITER SN TV D, BT 2 CETEHZLEL S
N5 fEEOBH)

B (2R 58 FRIFH

Foodborne Illness & Contaminants

(RSB PED BRI I K OVE Y

Foodborne Illnesses: What You Need to Know
(BN MEOBIR o T R&EZ L)

Compliance & Enforcement
(ar 7747 A LFET)
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http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm334115.htm
http://www.ecfr.gov/cgi-bin/retrieveECFR?gp&amp;SID=9e21f73368db14ba76b85278234ed6b9&amp;mc=true&amp;n=pt21.2.117&amp;r=PART&amp;ty=HTML
http://www.fda.gov/Food/GuidanceRegulation/FSMA/default.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucm314178.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm517412.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm517412.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm517412.htm
http://www.fda.gov/Food/NewsEvents/ConstituentUpdates/ucm536716.htm
http://www.fda.gov/Food/NewsEvents/ConstituentUpdates/ucm536716.htm
http://www.fda.gov/Food/NewsEvents/ConstituentUpdates/ucm536716.htm
https://www.fda.gov/Safety/Recalls/IndustryGuidance/default.htm
http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/default.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm524553.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm524553.htm
http://www.fda.gov/Food/FoodborneIllnessContaminants/default.htm
http://www.fda.gov/Food/FoodborneIllnessContaminants/FoodborneIllnessesNeedToKnow/default.htm
http://www.fda.gov/Food/ComplianceEnforcement/default.htm
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Recalls, Outbreaks & Emergencies

(U z—u, EHRER I ORAHE)

Import Alerts
CIpN ==

Outbreaks: Investigation, Response & Evaluation

(79 N7 LA 2 A, RS KO

Reportable Food Registry for Industry
(EZERA TS OB B 5 BBk
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FSMA Training
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(FSMA h L—=27)

Food Safety Preventive Controls Alliance

(i 2T B )

f+B: EEMAFE

ARLECHE SN TODIRNRICEED H 5 HiEL L OMKGEOER EH A L T ORIZRT,

FDA Food and Drug Administration (£ 5 %35 )5)

FSPB Food Safety Plan Builder (£ §hZ2 45> — /L)

CFR Code of Federal Regulations G###1HI|£)

FSMA Food Safety Modernization Act CKE& L2 25LE)
PCQI Preventive Controls Qualified Individual (5% B E#AE A)
CGMP Current Good Manufacturing Practices (3317 1 HLid& FH 46)
GMP Good Manufacturing Practices (i 1F 538 1 40)

PC Preventive Controls (5% H)

SOP Standard Operating Procedure (ZEE(E TIEE)

FD&C Act Food, Drug, and Cosmetic Act GELFRA i 2% 3 5 AL BE G 1)
RTE Ready-To-Eat (ZDOEFESNHEM)
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