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FOOD-BORNE ILLNESS

LITIGATION
. : g Motable cases handled by Marler Clark, a legal firm
specializing in food-borne illnesses

Case No. 12-26438

AMENDED COMPLAINT

AMENDED COMPLAINT

= 1993: $15.6 million settlement with Jack in the Buosx,
undercooked hamburgers {ES PLAINTIFF ANGELA COMPTOM
W 1996: $12 to 15 milllon setdement with Odwalla LM MARLER CLARK LLP, pursuant to MCR 2
Ine., contaminated apple juice 4
W 2001: $£11 million settlement with BJ's Wholesale L PARTIES
Club, contaminated hamburger I The amount in co ] wenty-Five Thousand ($25,000.00)
m 2003: $6.25 millon settlement with Chi-Chi’s, Dllas o s ulhervise

anml nmd U"iﬂl’lﬁ- 2 Atall tim ial hereto, the plainti T Angela Compton was a resident of Battle
Source: WSJ ressarch Creek, Calhoun County, State of Michigan.

FSMA AND THE CURRENT STATE OF FOOD
SAFETY (LITIGATION): SOME PERSPECTIVES
OF A LONGTIME FOOD SAFETY ATTORNEY

Denis Stearns, Professor, Seattle University Law School
Founding Partner/Of Counsel, Marler Clark, LLP, PS
Owner/Principal, Stearns Law, PLLC
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Dole & Natural Selections, Fall 2006

How a Tiny Law Firm Made Hay Out of Tainted Spinach

Before health officials warned the public about bad spinach, before grocers vanked fresh

spinach off their shelves, before consumers cleaned out their refrigerators, the Seattle
R

law firm Marler Clark had filed its first bad-spinach lawsuit.

Then, as word of the bacteria outbreak began to spread this month, lawyers at the firm [ .! - i
B — “ —
Spinach

posted messages on the firm's E. coli blog, www.ecoliblog.com. They reached out to
reporters and waited for the calls and emails to stream in. Now Marler Clark is
representing 76 clients. Bill Marler, a 49-year-old partner in the firm, tracks them with : o

Post-it Notes on a U.S. map hanging in his office.

Food safety: No guarantees =)

205 people were I 26 states with ilinesses
sickened by E. coli — Deaths ‘:‘q y
] : .

and five died after . : ’
M E.Coli Outbreak

eating fresh 25
spinach last 'A“O? t‘v‘.‘ ‘
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ONE OUTBREAK AFTER ANOTHER,
AFTER ANOTHER, AFTER ANOTHER...
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* 714 persons infected in

46 states, from 9/01/08
through 03/31/09

* Nine confirmed deaths

Aa CrNSA

“[The third-party auditor] gave PCA glowing reviews," said Rep.
Henry A. Waxman (D-Calif.), chairman of the Congressional
Committee. "The company was selected by PCA, paid by PCA,
and realized that if they didn't give PCA a glowing review, they

were not going to get hired again.
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TURNING A BLACK SWAN WHITE...

-

e
THE PETRIE-FLOM CENTER AN IR X
FORHEALTH LAW PoLicy, BIOTECHNOLOGY, B -
AND BIOETHICS AT HARVARD LAW ScHOOL ___‘. —
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Events Research Fellows Blog JLB Resources For Students

New Directions for Food Safety: The Food Safety
Modernization Act and Beyond

Peter Barton
rnization Actin
» VIDEO: Panel 1, Ja

» VIDEO: Pan

Fraud Under i of Obligatic

P VIDEO: Pang i Q&A

» VIDEO: Panel 2, Denis Stearns, "Turning a Black
White: Q the Need for Regulation of Non-
Industrial Agriculture

Feral pigs. (Kim Bartlett)



https://vimeo.com/92547062#t=4m6s

FSMA FINAL RULES: KEY DATES
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! ( ) ( ) | JAN 01, 2017 (PCAF) : JAN 26, 2018 (PS)' . JAN 28, 2019 (PS)' 5 JAN 1, 2020 (PS)' : JAN 26, 2021 (PS) { JAN 26, 2022 (PS) 5 JAN 286, 2023 (PS) { JAN 26, 2024 (PS)

5 Preventive Controls Human Food VervSmalI Busmesses retain  : Very Small Businesses retain  : Sprouts - Small Farms + Sprouts - Very Small Farms All produce types - All farm sues. Other Produce - Small Farms  © Other Produce - Very Small & Small Farms - New proposed  : Very Small Farms - New

; Final Rule Published  records to support Qualified  : records to support Oualified  : yam 26, 2018 (PS)' . JAN 28, 2019 (PS) + eligible for qualified exemption : (remaining water requirements) : Farms (remaining water : compliance dates non-sprout ; proposed compliance dates
| SEP 17, 2015 (PCAF)  : facility status + Facility Status ¢ Sprouts - Small farms eligible © Sprouts -Very Small Farms ¢ for modified requirementin  © gy, 26, 2021 (1A) : requirements) + agricultural water requirements :  non-sprout agricultural water
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* Preventive Controls Animal Food:
+ FSVP Effective Date

: JAN 26, 2016 (PS)

: Final Rule Published

: ( )

: Preventive Controls Human Food
! Effective Date

: NOV 16, 2015 (PCAF)

' Effective Date

i NOV 27, 2015 (FSVP)
+ Foreign Supplier Verification
+ Program Final Rule Published
i NOV 27, 2015 (PS)

+ Produce Safety Final Rule
 Published

1. Except for certain provisions concerning written customer assurances,

(
+ Sanitary Transportation of
: Human and Animal Food Final
. Rule Published
| MAY 27, 2016 (IA)
© Intentional Adulteration Final
+ Rule Published

» Sanitary Transportation
 Eifective Date
: JUL 26, 2016 (IA)
* Intentional Adulteration
 Effective Date

 Large Business
. SEP 19, 2016 (PCAF)**
+ Large Business COMP

: compliance

JAN 26, 2016 (FSVP)

Produce Safety Effective Date

| JAM 26, 2016 (PS)

+ Farms eligible for the qualified
+ Preventive Controls Animal Food:
. support eligibility

exemption to retain records to

)

(57)

Additional two years to comply with these specific requirements.

2. Except for certain facilities that only pack and/or hold raw agricultural

 Large Business
. MAY 30, 2017 (FSVP)'¢
* Importer not subject to PC or

* produce rules

i MAY 30, 2017 (FSVP)\é :
* Importer of human food whose :
+ Large Foreign Supplier required :
* to comply with PCHF :
: MAY 30, 2017 (FSVP)'é :
* Importer of animal food whose
* Large Foreign Supplier is subject:
+ to PCAF CGMP requirements

: JUL 26, 2017 (FSVP)'¢
» Importer whose Large Foreign :
* Supplier required to comply with:
+ sprout requirements of Produce :
+ Safety Rule

)24

| SEP 18, 2017 (PCAF)®* : 3
¢ Smal Business CGMP compliance: STall Business g
: : JUL 26, 2018 (FSVP)Le : FOreIgn Supplie
+ Facility (including Very Small

: Businesses)

. JAN 26, 2017 (PS)'
 Sprouts - Large Farms

(57)

Small Business compliance

: SEP 18, 2017 (PCAF)'23*:
+ Large Business PC compliance

commaodities that are produce andfor nut hulls and shells. Compliance date for
these facilities extended approximately 16 months to match the compliance dates
for businesses in the same size categories in the produce safety requlation.

3, Except for certain facilities that would qualify as a secondary activities farm
except that they do not meet the ownership criterion. Compliance date for these
facilities extended approximately 16 months to match the compliance dates for

businesses in the same size categories in the produce safety requlation,

4, Except for certain facilities that color raw agricultural commaodities. Compliance

date for these facilities extended approximately 16 months to match the

compliance dates for businesses in the same size categories in the produce

safety requlation.

5, Except for certain facilities solely engaged in the ginning of cotton. Compliance
date for these facilities extended approximately 16 months to match the other
extension dates that relate to the "farm” definition.

praaa; B30
+ requirements

+ for qualified exemption to comply :
- with other requirements in 112.6 :
:and 127

: JAN 26, 2018 (PS)'

* Other Produce - Large Farms

: (except certain water

+ requirements)

: MAR 19, 2018 (FSVP)'¢
Importer of human food whose
Small Business Foreign Supplier :
+ required to comply with PCHF

MAR 19, 2018 (FSVP)'¢

+ Importer of animal food

whose Large Business Foreign

+ Supplier is subject to the PC
 requirements in PCAF, but not
: the CGMP requirements

MAR 19, 2018 (FSVP)'¢
Importer of animal food whose

+ Small Business Foreign Supplier
+ whose foreign supplier is subjett
+ o PMO requirements
: MAR 18, 2019 (FSVP)'¢ :
* Importer of human food whose :
+ Business Foreign Supplier
+ Is subject to the produce
+ safety rule

is subject to PCAF COMP

(51

: Importer whose Small Business
 Foreign Supplier required to

+ comply with sprout requirements :
: of Produce Safety Rule

: JUL 26, 2018 (FSVP)'¢
* Importer whose Small Business :
: Foreign Supplier is a farm
* producing sprouts and eligible
+ for a Qualified Exemption under :
: the Produce Safety Rule
: JUL 26, 2018 (FSVP)'s ©
* Importer whose Large Foreign
 Supplier Required to comply

: with Produce Safety Rule

( Jeaa
* Qualified Facilities (including Very *
+ Small Businesses) compliance

(PCAF)**

 requirements in 112.6 and 1127
i JAN 28, 2019 (PS)'

* Other Produce - Small Farms

: (except certain water requirements}
' JAN 28, 2019 (PS)
: Other Produce - Small

© requirements in 126 and 1127
' MAR 18, 2019 (FSVP)é :
+ Importer of animal food :
. whose Small Business Foreign
© Supplier is subject to the PC

+ requirements in PCAF, but not
: the COMP requirements

| MAR 18, 2019 (FSVP)' :
¢ Importer of human food Grade : :
+ subject to Produce Safety Rule :

eligible for a qualified
exemption to comply with other :

Farms eligible for a qualified
exemption to comply with other :

“A" milk and milk products

Foreign Supplier is a Qualified

MAR 18, 2019 (FSVP)'¢ .

 Importer of animal food whose :
+ Foreign Supplier is a Qualified

Facility (including Very Small

+ Businesses) subject to PCAF

CGMP requirements
JUL 26, 2019 (1A)

: Large Business

. JUL 29, 2019 (FSVP)' '
+ Importer whose Very Small Business Foreign Supplier
+ Is a farm producing sprouts and eligible for a Qualified

¢ TI260)) (abel statement)

JAN 27, 2020 (PS)

* Other Produce - Large Farms
+ (remaining water requirements) :

i JAN 27, 2020 (PS)'

Other Produce - Very Small

+ Farms (except certain water

: requirements) :

! MAR 17, 2020 (FSVP)'s :
Importer of animal food whose

* Foreign Supplier is a Qualified

Facility (including Very Small

 Businesses) subject to PCAF PC,

but not CGMP requirements

| JUL 27, 2020 (IA)
+ Small Business

i JUL 27, 2020 (FSVP)'* :

Importer whose Very Small
Business Foreign Supplier

and eligible for a Qualified

* Exemption :
JUL 27, 2020 (FSVP)'¢ :

Importer whose Very Small

Exemption under the Produce Safety Rule

JUL 29, 2019 (FSVP)\®

JUL 29, 2019 (FSVP)'¢

+ Importer whose Small Business Foreign Supplier
: ( ) + required to comply with Produce Safety Rule

: Grade "A" milk and milk products:
 subject to the Pasteurized Milk
+ Ordinance (PMO)

' SEP 17, 2018
+ Qualified facilities (including
+ Very Small Businesses) CGMP
- compliance

+ Importer whose Small Business Foreign Supplier subject to
+ Produce Safety Rule and eligible for a Qualified Exemption
| JUL 29, 2019 (FSVP)'
+ Importer whose Very Small Business Forelgn Supplier required

+ to comply with Sprout Requirements of Produce Safety Rule
. SEP 17, 2019 (PCAF)225

+ Very Small Business

' JAN 26, 2022 (PS)

: Large Farms - New proposed
 compliance dates non-sprout

: agricultural water requirements :

: requirements

Produce Safety Requlation (PS)*
Preventive Controls Human Food (°C /)
Preventive Controls Animal Food (PCAF)

® Forelgn Supplier Verification Program (FSVP)
Intentional Adulteration (IA)
Sanitary Transportation of Food (°1)

CGMP = Current Good Manufacturing Practices

PC = Preventive Controls
PMO = Pasteurized Milk Ordinance
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O Thirty-two people infected with the outbreak strains of STEC
O157:H7 were reported from 12 states.

O Twelve people were hospitalized. Nine people developed
hemolytic uremic syndrome, a type of kidney failure. No
deaths were reported.

O Twenty-six (81%) of the 32 ill people in this outbreak were
younger than 18 years.

SoyNut Butter Co. bankrupt because of
E. coli outbreak
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O(’\ CQO \ Lawsuit in Chopped
R e?P Romaine Lettuce E. coli
By Bill Marler on September 4, 2018

\ Marler Clark Files First Lawsuit against Outbreak

Jimmy John’s for 2018 Salmonella Outbreak
“We have already filed more lawsuits, in 2018,

APR 17 2018

involving more outbreaks, than we have in any

previous year at Marler Clark.”

PRESS RELEASES OCT 05 2018 PRESS RELEASES

First Lawsuit Filed First Lawsuit Filed Hill Law Firm Partners
Against Del Monte in against JBS Tolleson with Nation’s Top
Cyclospora Outbreak in Raw Beef Food Safety Law Firm

Salmonella Outbreak in Pasha Salmonella
LEARN MORE — Outbreak

LEARN MORE —

LEARN MORE —

a Newport
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The Short Answer is...

Thatis...

Unless the Audits and Other
Preventive-Controls Ensure

that the Food is Safe to Eat

CLARK

L
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It's Called “Strict Liability” for a Reason

| = The focus is solely on the
product; not the conduct of
the manufacturer in making it

= A Manufacturer is liable if:

A ™Pvins MY gpst |

e The product was unsafe and
therefore defective

e The defective product
thereby caused an injury

Ai A WECLELEPS PR

AI!IOR!'Y
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o %”IT Can an Audit You
if a Lawsuit is Filed?

The Short Answer is...

Although...

Proof of negligence also drives
bad publicity, hurts sales, loses

customers, erodes brand-value

1A \CLARK |
Allionnt i i‘( w];lJ P P.S.
) L EPL PR




l . W AN .y, A
o %”IT Can an Audit You
if a Lawsuit is Filed?

The Short Answer is...

Although...

Absence of negligence supports
an alternate-cause defense, and

supports improved public image

1A \CLARK |
Allionnt i i‘( w];lJ P P.S.
) L EPL PR
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OR

COMMENTS?




