Food Safety Record Keeping For The Dairy Industry Under FSMA
Webinar presented on 7-30-2014

Today’s Presenters

il

Edith Wilkin - Staff Vice President & Fellow, Food Safety, Leprino Foods

Janet Raddatz - VP Quality and Food Safety Systems, Sargento Foods Inc.

Brian lzdepski - Director of Quality Assurance & Compliance, Dairy Farmers of America
David Hakes - Regulatory Affairs Manager, Schreiber Foods

Presentation materials available at: www.usdairy.com/foodsafety
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Legal

Disclaimer

The information provided during this webinar and in the related materials is for informational purposes
only, and may not be used as a substitute for legal advice regarding food safety laws in any
jurisdiction. The Innovation Center for U.S. Dairy (the “Sponsor") makes no representation or warranty
with respect to the completeness, accuracy, reliability, or suitability of any information provided in
training sessions or materials. We recommend that participants consult an attorney concerning the
laws applicable to any particular situation. The contents of this webinar are based on the current
proposed (not final) FSMA rules.

Antitrust Statement

There shall be no discussion or activity for the purpose of arriving at any understanding or agreement
regarding price, the terms or conditions of sale, distribution, volume of production, territories, or
customers. There shall be no discussion or activity for the purpose of preventing any person or
persons from gaining access to any market or customer for goods or services, nor any agreement or
understanding to refrain from purchasing or using any material, equipment services, or supplies.
There shall be no discussion or activity that may be construed as forestalling or limiting research and
development. We, of course, expect your full compliance with these guidelines, both while in
attendance at this meeting and at all times and in all matters relating to the topics discussed at this
meeting.
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FSMA Overview

m Signed into law on Jan 4, 2011
m Most sweeping food safety legislation . .
» Legislative mandate for FDA to Improve Safety

require comprehensive science based
preventive controls across the entire
food supply

m It covers manufacturing, packaging,
holding and transportation of food.

m Webinar will focus on Recordkeeping
related to Preventive Controls
proposed rule and Traceability
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Key FSMA Provisions And Industry Impact

Prevention Implications for Industry
4 \ = New Responsibilities on Food
Companies
/ Inspections,
Enhanced | Compliance, m Expanded FDA Enforcement Power

Partnerships nd Response

m Controls on Imports

m Greater information sharing among
FDA, State, Local agencies

Import Safety
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Proposed Rules & New Food Company Responsibilities

Produce Safety

Preventive Controls for Human food
Preventive Controls for Animal Food
Foreign Supplier Verification

3" Party Auditor Accreditation for Foreign
Facilities

Intentional Adulteration

Sanitary Transportation

Hazard Analysis and
Risk Based Preventive Controls
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Changes FSMA brings

Requires a Food Safety Plan

Preventive controls and Recall Plan
o Freveniv | | MODERNIZATION ACT
o Defined Records to determine compliance
\———/

Expands FDA’s Routine Inspectional Records Access e ——
o Food Safety Plan, Hazard Analysis, Preventive Controls, Monitoring - _ . _,
Corrective Action SOPs, Verification SOPs, Recall Plan, and all associated
records
Expands FDA’s Non-Routine Authority
o Expanded from authority provided by the Bioterrorism Act of 2002

o In a SAHCODHA event (serious adverse health consequences or death to
humans or animals), FDA has expanded access to records and has legal
access to view and copy records

o Need “reasonable probability”

Potential future inclusions in final rule
o Environmental and finished product testing
o Customer/consumer complaints related to food safety
o Monitoring of supply chain (supplier verification)
o Traceability
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Types of Records

Companies maintains records of various activities

Required by customers

o Internal Audits, Quality and Compliance, Shipping Temperatures
Required by regulatory agencies

o PMO

o Mandatory HACCP for juice or seafood

o Bioterrorism traceability requirements
Required for support of Food Safety and Quality

o Separate Food Safety from other records

Focus of today is Food Safety records
o Best Practices apply to all record types

o Records are your way of showing customers and regulators that you know
what you are doing and are producing safe products
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Good Records are believable!

m Records must “tell the story” of what == —ras
happened at some point in the past ==
a If it isn’t documented, it did not ;mwm :
happen! B;“
» They must be a truthful and accurate w—-
account of events |

o If it is documented, it happened A — —
exactly that way

o Records created in real time are
more believable

m It is no sin for stuff to happen; but it
IS a sin to not ‘document and correct

and ‘document the correction’
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Practices & Requirements
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Steps of a Good Record Keeping Program

Food Safety Plan: Hazard

Analysis / Preventative

Controls / CAs / Qualified Records
Individual Training / Verification Program
Activities

Design the Program
o Based on the Food Safety Plan requirements
o Food Safety Portions developed by Qualified Individual(s)

Specific Forms

& Records

Storage &
Retention

o Data collection points and forms based on Preventative Controls (PCs)

o Data Access — Roles & Security
Designing Individual Forms and Data Acquisition
Recording Information / Completing Forms

Record Corrective Actions Taken (or rationale for non-action)

Record Review and Approval
Storage & Retention
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FSMA General Requirements of Records (117.305)

Original records, true copies or electronic records
Contain actual Values and Observations
Accurate, indelible, and legible

o Facts, not opinions
Created concurrently with the activity

o In real time

o Not ahead of time

o Not significantly after the event

Detailed as necessary to provide history of work performed

SIINNOVATION

' 8’ CENTER & U.S. DAIRY.

11



Every Record has Required Information

m Facility Name & Location (does not need to be full address)*

m Department, Equipment or Process Point l l
Facility: Sleepy Poppy Seeds Location: Emerald City, KS
m Date and Time of observation/activity* Department: Roasting

EEE RIS
m Critical Limits* v I v I

m Product Name/Code, where appropriate*

m Manufacturing Lot ID

N

m Actual Observation/Data Collection* Reviewer

m Signature/lnitials of the recorder*

m Signature/Initials of reviewer (s)*

.:k ICENN%QDV(};I- ,IDQ,R" * Explicitly Required by FSMA
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What if | make a mistake on arecord?

m Know how to correct mistakes and change records
o Single line through the mistake

o Document correct value W < L
a Initial and date s &

m Have a procedure in place
o What types of mistakes can be corrected
o Who can correct them
o Use of abbreviations, blank spaces, or arrows up/down
o When mistakes must be corrected

Example—only the employee who made the mistake can correct the
mistake
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Electronic food
safety records,

know how to
retrieve them and <
what information
is on them!!

Electronic Records

For FSMA, electronic records must comply with 21 CFR 11
Valid

Traceable

Recommend segregation for audit purposes

Electronic data collection and retention best practices (see PMO appendix H)
v Data shall provide a reasonable account of the process being recorded
v Write Once, Read Many (WORM)
v Verified visually for accuracy
v Identify any changes or updates
v Back up data at least once every twenty-four hours
v Uninterruptible Power Supply capable of maintaining power

v Provide an anomalies report indicating any system or communication
failure

v A written user's guide
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Requirements of Records Review 117.150(d)(2)

Records Reviewed by (or under the oversight of) a qualified individual
o Ensure that records are complete

o The activities reflected in the records occurred in accordance with the
Food Safety Plan (FSP)

o The PCs are effective
o Appropriate decisions were made about corrective actions

Records Reviewed within the following time frames

o ‘Records of monitoring” and ‘Corrective action’ records within a week after
records are made

o Records of calibration within a reasonable time after the records are made
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Retention Requirements

Proposed FSMA Rules Specifically Require
Food Safety Plans must always be kept on-site
2 year retention of food safety records

6 months on-site storage
24 hour retrieval if stored off-site after 6 months

Electronic or paper records are acceptable

Record Retention Best Practices
Know your company’s retention requirements
Follow your company’s retention requirements

SIINNOVATION

' 8’ CENTER & U.S. DAIRY.

16



Best Practices for completing a record

Record facts only

o Complete information

o No opinions
Avoid embellishment

o No excess adjectives

o Comments that could be misinterpreted
Narrative essentials

o What was done or not done and why

o Why actions were or weren'’t taken

o Corrective actions taken
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Other Documentation — The same principles apply

Other Records should follow the same guidelines

Audit / Inspection Reports
o Findings should record observable facts, not opinions or speculation
o Findings should be followed up with corrections
E-Mails
o Follow good email etiquette
o Base opinions provided on sound logic and facts
o Avoid sarcasm and humor
o Avoid commenting on areas outside your area of expertise
Pictures
o Follow your company’s policy to determine when allowed
o Make sure picture captures issue being addressed and not extraneous background

o When possible, take pictures after correction has been made
o Have system in place to manage pictures
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Records Types and Examples
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Typical Food Safety Records

Batch / Lot records

Pasteurizer
o Temperature/Timing/Sealing
o Routine Operator Checks

Charts
o PC (or CCP) Critical Limit Validations
o Process and Storage Time/Temperature
o Metal Detector
o Sanitation -- CIP/COP/Manual Clean
o Traceability

Calibration of process monitoring and verification instruments
o pH and Salt Calibrations

o Autoclave Records
o Negative/Positive Controls

Corrective Action Logs
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Organizing your records - Have a system and tools

|dentify and categorize your forms
o Food safety related, quality only, maintenance,...
Ensure that food safety forms meet FSMA requirements
o Consider color coding
Consider creating a menu of records to share with inspectors
o Helps identify who needs to be trained
o Prevents confusion during an audit
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Example Tool- “Who keeps records”

Process Flow Steps

Design/ Receiving/ Batching Processing Packaging Finished Post Ship
Pre- Storage Product
Production

Plant Wide Programs

Corporate Programs
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Example Tool- “Who keeps records”

Design/ Receiving/ Batching Processing Packaging Finished Post Ship
Pre-Production Storage Product

R|sk Assessment
Hazard analysis
HACCP plan

Transit / warehouse

requirements

Supplier/Corp
Quality

Approved supplier
list / audits results
Required tests /
COA’s

Raw Material Specs

Packaging specs
R&D

Ingredient sensitivity

class
Formulas
Designed Safety

Hurdles (aW, pH..)

Packaging

Shelf life validation

Dock Personnel Operators/
Seal integrity Supervisors
Temp validation Formula/Quantiti
product & truck es
COAs/papers Product/Batch #
from vendor Lot#'s
Time/date/lot #'s Batch/WIP
tracking tracking
Proper storage CCP records
conditions - Critical
ingredient
Plant QA - Temperatures
COA’s - Allergen x-
On-site analytical contamination
tests control
Corrective Corrective
Actions actions
(narrative) (narrative)
Plant QA
Procedures
Traceability
CCP sheets

Allergen control

Plant Wide Programs, Activities, Documents

Quiality: Laboratory calibration, testing methodologies
Engineering/Maintenance: process controls, calibrations, foreign material control, FSOP’s, vendor/maintenance control, equipment

design, validation of air quality/flow, filters, water quality,...
Sanitation: Master sanitation plan, SSOP’s, swabbing plans, max run times, logs validating plan followed

HR/Plant: GMP procedures & training

Corporate Level Programs, Activities, Documents

Operators/
Supervisors
Time/temp

CCP data

Batch Sheets
Corrective action
logs (Narrative)

QA
Calibration
records At-line
analytical

Operators/
Supervisors
Label matching
Case code
matching
Proper
packaging
Seal integrity
Lot tracking

Time/temp
CCP’s

Plant QA
Flnlshed product
testing
Warehouse
time/temp
Traceability
Tampering
control
Hold procedures
/ log sheets &
why released
Destruction /
disposition logs &
why

Qualified
Individual

Final verification
Sign-off on
shipped product

Controls/Audlts

- Transit
companies

- Warehouses

- Customer

Logistics
Tracking

Food Safety/Quality/Legal: Risk Assessment Hazard analysis, Recall Plan, Qualified Individuals List, FS plan/HARPC reviews
Engineering: Plant Design, People/RM flow, air flow, clean rooms, overpressures, water/air treatment,...
Procurement: Supplier verification
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Example Records
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MAKE ROOM RECORD DATE: 7-0Oct-2013
VAT # 1 2 3 4 5 6
00 VAT # USED 1 2 3 4 1 2
OPERATOR INITIALS JAM JAM JAM JAM JAM JAM
CHEESE TYPE * ROMANO ROMANO ROMANO ROMANO ROMANO ROMANO
PROGRAM * 5 5 5 5 5 5
LOT SIZE * 48000 LB 48000 LB 48000 LB 48000 LB 48000 LB 48000 LB
AGITATOR INSPECTION OK OK OK OK OK OK
HOSE & VALVE SANITIZED YES YES YES YES YES YES
TOOLS ACCOUNTED FOR: YES YES YES YES YES YES
CIP INSPECTION OK OK OK oK OK oK
ACTUAL FILL TIME 6:00 AM 6:42 AM 7:23 AM 8:06 AM 8:48 AM 9:30 AM
INGREDIENT TYPE XXXXX XXXXX XXXXX OOXX XXXXX KXXXX
AMOUNT 1 bag 1 bag 1bag 1 bag 1 bag 1 bag
LOT # 1102112476 1102112476 1102112476 1102112476 1102112476 1102112476
INGREDIENT TYPE XXXXX XXXXX XXXXX XXXXX XXXXX XXXXX
AMOUNT 1 bag 1 bag 1 bag 1 bag 1 bag 1 bag
LOT# 4112113796 4112113796 4112113796 4112113796 4112113796 4112113796
INGREDIENT TYPE XXXXX XXXXX XXXXX XXXXX XXXXX XXXXX
AMOUNT 1 bag(600z) 1 bag(600z) 1 bag(60oz) 1 bag(600z) 1 bag(600z) 1 bag(600z)
LOT # 862596 862596 862596 862596 862596 862596
NGREDIENT TYPE XXXXX XXXXX XXXXX XXXXX XXXXX XXXXX
ANMOUNT 2 bags(320z) 2 bags(320z) 2 bags{320z) 2 bags(320z) 2 bags(320z) 2 bags(320z)
1_5; # 869080 869080 869080 869080 869080 869080
LBS OF UTARTER BLEND 350 350 350 350 350 350
STARTER LOT # 13100601 13100601 13100601 13100601 13100601 13100601
RENNET TYPE * XXXXX XXXXX XXXXX XXXXX XXXXX XXXXX
TIME RENNET ALDED 6:45 AM 7:25 AM 8:10 AM 8:50 AM 9:30 AM 10:15 AM
0OZ OF RENNET USED * 55 0z 55 oz 55 0z 55 0z 55 0z 55 oz
MILK SILO # 4 4 4 4 4 4
Milk Type * B B B B B B
SKIM SILO # 2 2 2 2 2 2
Mitk Type * B B B B B B
CREAM SILO # :
Milk Type *
COMMENT

*DO NOT USE THE COLORED RED IN THE MAKESHEETS

SUPERVISOR

AR
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CHEESE PLANT CIP DAILY CHECK

Recommended Concentrations

o Caustic Chlorine Nitric Acid 30% Sanitizer RECORD
, . __Req. Req. Reg. Req. ONE
Vats - Sho 0 0 4 - 6 Drops 7 - 11 drops CIRCUIT
Vats - Long "4 -6 Drops 5 - 15 Drops 4 - 6 Drops 7 - 11 drops EACH
Big Line / Curd Line 4 -6 Drops 5 - 15 Drops 4 - 6 Drops 7 - 11 drops DAY
Seperator 4 -6 Drops 5 - 15 Drops 4-6Drops 7 - 11 drops
Concentrations # of drops x 0.1 = % liiiat# of drops x 10 = ppmiei# of drops x 0.1 = % {:2553# of drops x 13 = ppmy
Date: 10/26/7013 Supervisor Review:
RS Caustic o Chlorine | Nitric Acld 30% |43 Sanitizer
5 Test Result Test Result Test Result Test Result
1 5 14 6 10
Caustic Chlorine Nitric Acid 30% Sanitizer
Test Resuit Test Result Test Result Test Result
=) 4 12 5 9
— =l o cemncocmomnd
a Bl Seperator
Cor nents:
Supervisor Review:
Caustic Chlorine Nitric Acid 30% Sanitizer
Test Result Test Result Test Result Test Result Initials
X Vats - Long
6 16 6 8 AR
Big Line / Curd Line
- Sepe ator
an b
Supervisor Review: 9.-/{A_
Caustic Chlorine Nitric Acid 30% . Sanitizer sy
Test Result Test Result Test Result Test Result Initials
Vats - Long
- 5 13 6 9 AR/B
X Big Line / Curd Line /BR
- Seperator
INNOVA Commerts:

« CENTERE2 U.S. DAIRY.

E » HEALTHY PR ALTHY PLAN

26



Pre-Operational Inspection

DAILY INSPECTION VAT PRE-OP
Document alf findings.

Re-wash any Vat found to be not satisfactory.

DATE:
TIME: 6:10AM
00 Vat # Checked . Operator Comments

1 X JAM
2 X JAM
3 X JAM
4 X JAM
Dipper X JAM
Curd Hose X JAM
1 Discharge valve |X JAM
2 Discharge valve {X JAM
3 Discharge valve | X JAM
4 D: h [JAM

Visually inspect over equipment vessels for possible extraneous material

Broken Not Broken Operator
Light fixtures X JAM
overhead Preces Missing Pieces Not Missing Operator
structures (pipes,
beams, cords, etc...) X JAM
Checked Operator Date
Is the equipment
Properly Assembled | X JAM 31-Oct

Document shall be forwarded to Supervisor daily.

Supervisor Veriﬁcat29 ,




Date: #.- l_.'( ~17 Time (Military): fé fg = Trafler No., fp Dock #: {2
. .. «heels on the trailer chocked feg s {Initials) - Wheels on trailer must be chocked and varifisd by SF1 pariner
2. Dock Lock locked, E\--J' {Ihitials) - Dock lock must be locked. {If Dock not equipped with Lock write N/A).

3. Verfied Drivers License; Ves)! No @ Dock Boots in place: {_Yes) I No

4, Trailer is in sound condition with no damage to side walls: I No
If damage is present, ensure preduct Is not or will not be im . Report damage to driver to be repaired.
: IFITEMS 1 : IM PLACE - ILER
Inspect the trailer for the following items and place an X" In the appropriate column.
ACCEPT | REJECT Corrective Action
Floor iz clean and in sound condition ¥
Landing gear is in proper position if the
tractor has been un-hooked from the trailer M
No signs of insecis, rodents or bird
infestation W
Free of non-food grade chemicels j-
Mo raw meat, poultry or fish; or raw unpacked
praduce o
Product is free from signs of tampering, !

damage or suspicious appearance | ¥

M off odors vy
Initiat Initial

hwefer Setling Within Spec Jﬁ_—‘r
(3338 dagraes) 1a bry Bt
Traler In good sanitary condition \ {
Product in good sanitary condition N

_ﬂM Trailer saal number mux) match BOL.

it does not match, il L the Improperly Sealed Trailer Incident Report and contact GA.

Number
Qutbound Trailer: Document Seal # on Shipping
paperwork .
Inbound Trailer: 7508,
**Matches seal number on BOL or SO: I No Initial:  fa_J

Rejection on any of the above items will require ©A approval b *omjalher may ba loaded or unloaded,
DISPOSITION {CIRCLE ON| ACCEPTE ! REJECTED

.2 s N e C

Laader/Unloader (Signatura) & Verified as Comple ad by (Signature)

. or Designee required for nen-conformances (Signature)

“: This form be filled o Iy by the Plant pariner who "Recsives” a load or "L ds” a trafler. Failure

Shipping & Receiving

hwefer Setting Within Spec W F
-, (33—38 degrees)

Initial

a2

EALTH EALTHY PRODUCTS * HE ALTHY PLA
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Continuous Data And Identification Components

Identification: The name and location of the plant or facility;
(2) the date and time of the activity documented; (3) the
signature or initials of the person performing the activity; and
(4) where approprl.ate,,,the |dent|ty of the product and the

productio
v R J*-;'
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: _ Metal Detector CCP #4 Moniioring Form Fina! W Verificstion -
pate: /4 /13 . yade: A {' S ame_8 oot '
’ i Signature;
: o — 2
Actual Carmective Action |Sensitivity] FPhase | Pariner
Time Taken? Selling | Settng | inilial Cammants
| (hdlitary)
7:08 | 0940 vl (/22 13168 | MY lym) p
07:%5|o9wilzn (38 | 2n %y N Y 1D j20 |T1£& |ws !
g:08] 91410 38 13n [3n | (dw vif) 180 | 3168 mh
woll0tes (27485 3 13 353 G Y@ Jro |2)é¢ Lol
Jio e (L 2Es s {3a |3n | (rw vily | 120 |3 hirlac D
Ir.5¢ |pso3Flsm=.2n | Fn (Din ¥ 1 ze |Tige s
[3:02105023| 3 |3 (5w @n il [ [0 |3/ 48] Mh
13.%4e%a23 |3 1T | 2n | (U ¥ gD e |31€8| WS | Sl Tfow W
13 i3 R YiM LN L : —
. I o — - - )
a A 2 YN Y/N o 1“_" «"" _ ‘P— = - (,A‘,,;‘— —_— t ~ 7~
B | B B YN YiN N GUHH-S GG |
R 3 YIN YIN e i . B -
" B | B YIN YIN
I I (00 N (N SR 7] ) IS S (N I ) S )~ E— gy B I S |
o Lo g Gt S8 —11HaEe 0O LNfrou
s a ,Rﬂ- NGNSy &A t‘_i | [ _J,J:;f;_'j/ ad i AN S eA ,
¢ VERIFICATION AUDIT - "Obsarvation” . ’ =
Time Audisd: [ 3.0 & Autitor's Iritialu:..h-l}_ Operetor Audled: It 2
Test places pasitionad cormactly: Yes &N ) (R plecil Sted | VeGS Mo" [ / g = *cu Hlﬂ sheck—=n W= W M RS | T VY ~ Y ‘ =
“ 5 | place Pujni s ‘\"r = H( :] r ‘ o )} 1 | AN/ ‘ | i | — & B ‘ | B
Addllonal Comments: 1N 1.~ 4 BN B Nl N ,/ \ ‘_ 4 ~ A B B B SN A\ ~ 4 A




Warehouse GMP Audit

Date

Company _eummmempne- _
Plant Location SN

Receiving Processes

o

Inspected by @:ﬂ 52

Complaint? Add detailed comments

Truck Inspection done Per S0P

Trucks present as pre-scheduled or verified schedule deviation i o

Driver Id's confirmed No Do 771 ER et
Mo unescorted visitors\drivers in restricted areas 8] ’

Only items from approved suppliers are being received YEsMo

Saeals stored securely No

Pallet Tags for inspection, and holds are securely stored 251 No

Calibrated Thermometer Present No

Inspection Lights Present Standard & UV brEsyND

Sample devices stored per GMP's es/No

Quantities and Lots verified- check 1 4 No —~ RiwT tiwk ‘_t_.s*‘é Al dads o

FIFO is being done as required

Inventory Adjustments Check one combined pallet for accura

‘Warehouse'\\5torage Processes and Facility

Damage items properly contained Yes o t &;# Kara ~ advisad fo &(J
Partial units are sealed and "put away return” or "sample” labeled ¢T8s/No

Allergens where possible stored below nonallergens YES Mo

Items stored at correct temperatures ¥ER No o ler & - 5"
Cleaning utensils and tools stored in correct locations ¥E&/No

Doors secure locks working from outside No Chet e Jeoy F o 13-
Automatic doors close as required ¥es/No

Facility Pest Secure- No door cracks, broken screens No

Pest Control devices clean & undamaged ]

Trash cans and trash areas meet GMP requirements Mo

Recycling collection areas meet GMP requirements P No

Pallet to wall clearances maintained =/ No

Area GMP's followed no personal items, food etc. '@mn

All lighting operational and adequate s/ No

Temperature contral area charts match indicator L5 No o et T S

Last temperature chart approva k done at SOP frequency Jgﬁ}hlo e lipne tonffd_:‘f
Staging and Cleaning\Transfer Zones ntained IFEs o

festroom Lunch Rooms are clean and well mainwed No

Matify Warhouse Supervisor of all noncompliance Ttems imm

Warehhouse Supervisor Audit Review

o 57—

Date gla/i37) L

Form Revised Date 5/19/13
Form Owner: QA

m Create a Paper Trall

m Documented link
between issue and
correction

m Sign document to show
who took corrective
action

==

Yes i t b.; Yora -~ advisad fo D m/

reled ¢

Es/No

YE2)No

1s immedia

\udit Review Lm.{ {;‘;éi—
Date ﬁft‘,{ﬁﬂ ()
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ive & P Action [CAPA) Form

Reference it Date Dept Line Assigned To

1900 | 2/5/13 |  Shred | B8 | ! [ —

Initisted By: | S | ccp: | x 1 car | |

Description (Event details including time)

Cperator was performing @ metal detector check at 08:53, the non-ferrous wand only rejected 1/3 times. The metal detector
detectad but failed to blew the bags off of the line. Line was stopped and maintenance was called.

Root Cause

Abr nozzle slid down (is adjustable) and was blowing at the side of the belt instead of right above it

Product; Was all product run after kst successful check placed on Hold? Yes x Mo

important In

Summary OFf Finished Product Held (Including All WIP)

Balk Class Codayf Make Dateflulian
Sxnck i e Gty Hedd Besposition
20788 28013 S0 cases To be run through a functioning metal detecior
036

Additional Findings —Once disposition is complete, ete.

The packages were re-run threugh a functioning metal detector and released.

Corrective Action

All product since the last good check was placed on hold, STE 20788 units 1435115 and 1435116,

describing
what is

e - documented

Preventative Action {what is being done long term]

Wozzles for lines 7 and & were welded in place by maintenance so they cannot slip out of place.

Due Date; 11/2013 Completion Date:  2/10/13 S signature: E : :
{96 hurs after
stourrersa] [ [

2f13/13

Verified By: e Closod Date:
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T —
- Diocumeant Type: Documant Sub-Typa: Documant No:
Policy-Pracedurs Standard Operating Procodurs (SOP) PRODE1320
CONFIDENTIAL Department or Section:
DO NOT DNSSEMINATE HACCP
Pholos Imended for Title or Subject:

Training Purposs Oniy Metal Datoction Requiraments a— P
Operdion Anes: Procays, Applies To: P\ I . S - ) . |
Packaging Metal Detection CCP \ 77— y— Vi = )/ =3 ) //’,\ ‘
Effgesve Date: ?;?pe;r;eﬁleq. Date: Author: Approved By: | ) \ ‘( ) k f - l ) ‘ (] ) | B==2 ‘ ( 1
SI20012 12:00 AM 10 12:00 AM i — VA W AU L = | B

T EACACACINRLi=-201"
TRAINING & AUDIT CHECKLIST FOR METAL DETECTORS
NAME: TRAINER: DATE: ‘

i P 200 2 Ya
Tralnee has réad il ( /"'(’1 ’ [ | ‘\ -
Trainee has obsarved a demonsiration of proper - { \ = | ‘ J ‘ ‘ \ J ‘ \\_2
metal detection and package rejection technique. N - - - Ll - 2
Trainge has demansirated the methad they will be N
expected to perform.

Trainee has demonsirated knowledge of proper il =
L~ —~ 4 (“\ ‘ ,f/\'\ Y = \“
( &, ‘ ‘ l\ L ) W, / | =
Utiize proper lie specific metal detection stzndard =\ I N 2/

(Fe, non Fe, 55).

Check standards at leading and frailing edges.

Check metal detector at canter of aperiure.

Verify proper phase and sensitivity standards for
each product,

Ensure proper package rejection when metal
detector is activated.

Ensure rejected packages are handled
appropriately.

Results are fully and properly documented on
HACCP lina form.

Results are documantad at tims of check on an
hourly basis.

Down times are documented 1o ensure checks are
performed at prescribed frequencies.

Metal detection or rejection issues result in holding
product until the last acceptable check.

Maintenance is contacted immediately if detactor or
rejection malfunctions are identified.

Leadership or Quality Assurance is contacted to fil
out a CAPA form when there are malfunctions or

WE [INNUVAILIUN
I—-!- CENTERERU.S. DAIRY.

HEALTHY PEOPLE » HEALTHY PRODUCTS  HEALTHY PLANET

- p—" - = [ : (“‘j‘b 7 N

- ﬁ~~x | // D — - & -
L~ eT=Y @ | @

- % ) A W | W] ‘ | W)

— Ny W/ . 4
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Narrative Record Examples

o “Work area was a mess, what a disaster”

0 “Observed that the Line 2 work area at 2 pm needs to be more organized”

Ny .
v |

o Accurate, Defined, Good Word Choice

o When stating facts choose words that effectively communicate the item
without being inflammatory.

o Example: Metal found 1.0 mm X2.1 MM X 1mm vs.(’S | Sliver

@5 INNOVATION
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Example Records - Summary

|dentification
o The name and location of the plant or facility
o The date and time of the activity documented
o The signature or initials of the person performing the activity
o Where appropriate, the identity of the product and the production code, if any

Contain the actual values and observations obtained during
monitoring and be as detailed as necessary to provide a history of
work performed

Contain critical limits where necessary

Accurate, indelible, and legible

Created concurrently with performance of the activity documented
Originals or if electronic be 21 CFR part 11 compliant

Key Food Safety Documents signed/reviewed in designated time
periods by properly trained personnel / Qualified Individual

SIINNOVATION
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Conclusion

@5 INNOVATION
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HEALTHY PEOPLE * HEALTHY PRODUCTS = HEALTHY PLANET
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Overall Conclusions

Creating and implementing a Food Safety Plan ensures we are meeting
consumer safety needs AND complying with food safety laws.

FSMA mandates making and maintaining Records that support Food
Safety Plans

Records “tell the story” of what happened at some point in the past,
they must be clear and accurate.

o If it is not documented, it did not happen!

o If it is documented, it happened exactly that way

Good Records speak for themselves. They remove the need for
guessing or assuming what happened.

@5 INNOVATION
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Consumer Food Safety is the goal!

Documenting is a way to ensure that the right things are
being done the right way in a consistent fashion. Records
are a means to an end, not the end goal.

Records are a good way to demonstrate the FSP was
followed and safe product was produced.

Good Recordkeeping provides an objective way to review if
changes are needed. This fuels continuous safety
Improvements.

This is consistent with both regulatory and consumer
Interests.

SIINNOVATION
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Q&A

This Webinar was prepared by:

Edith Wilkin

Janet Raddatz

Brian Izdepski

David Hakes

Greg Desautels

Scott Hall

Tim Stubbs

Ed McCarter

SIINNOVATION
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Staff Vice President & Fellow, Food Safety
Leprino Foods

Vice President Quality and Food Safety Systems
Sargento Foods Inc.

Director of Quality Assurance & Compliance
Dairy Farmers of America

Regulatory Affairs Manager
Schreiber Foods

Vice President Quality Assurance
Saputo Cheese USA

Corporate Quality Manager
Leprino Foods

Vice President Product Research
Dairy Management Inc

Product Research
Dairy Management Inc

Presentation materials available at: www.usdairy.com/foodsafety

39




