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Life-Altering Side Effects:

Taxotere Litigation
Overview and Case Criteria
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Background

 When is Taxotere prescribed?

m";:r ~ Sl .

%XOTERE“

(docetaxel) =
Injection Concentrate

80 mg/4 mL

(20 mg/mL)
READY TO ADD TO INFUSION SOLUTION
For Intravenous Infusion Only

Sanofi-Aventis net annual sales in 2009  Women diagnosed with n
Contains 4 mL

(prior to losing patent protection) breast cancer each year i
___-—/

sanofi aventis

e How much market share does it have?

Pull to
‘remove leaflet |
|

$2.5 BILLION 300,000

» 2020: Taxotere net sales of $196 Million globally







Taxotere Injuries

* How many women will experience
“permanent excessive tearing”?

 What is the injury?

Stents / surgery

Diagnosing Canalicular Stenosis
Symptoms

Misdiagnosis

Upper canaliculus Lacrimal gland

Lacrimal sac Upper punctum

Lower punctum
Lower canaliculus
Tear duct




Taxotere Label Change

Old Label

New Label

Ophthalmologic: conjunctivitis, lacrimation or lacrimation with or without conjunctivitis.
Excessive tearing which may be attributable to lacrimal duct obstruction has been reported. Rare
cases of transient visual disturbances (flashes, flashing lights, scotomata) typically occurring
during drug infusion and 1n association with hypersensitivity reactions have been reported. These
were reversible upon discontinuation of the infusion. Cases of cystoid macular edema (CME)
have been reported in patients treated with TAXOTERE.

Ophthalmologic: conjunctivitis, lacrimation or lacrimation with or without conjunctivitis,
cystold macular edema (CME). Excessive tearing which may be attributable to lacrimal duct
obstruction. Transient visual disturbances (flashes, flashing lights, scotomata), typically
occurring during drug infusion and reversible upon discontinuation of the infusion, in association
with hypersensitivity reactions.
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MDL

e |s this the same MDL as the Taxotere hair loss

litigation? "
* What is the status of the MDL? —~— \
* Preemption briefing: August - . } >
* Oral arguments and science day: October N ' 4 . ';;
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M l C I [ ] | Case 3:21-cv-01891-EMC Document 29 Filed 07/13/21 Page 2 of 25
I 1 Plaintiff Jade Porter, for her First Amended Complaint against Defendants SANOFI US
2 || SERVICES, INC., f/k/a SANOFI-AVENTIS U.S., INC. and SANOFI-AVENTIS U.S., LLC
3 (collectively “Sanofi”), alleges:
Case 3:21-cv-01891-EMC  Document 29 Filed 07/13/21 Page 1 of 25 INTRODUCTION
Sanofi manufactures and sells a chemotherapy drug named Taxotere (generic
<el), which is administered to many who suffer primarily from breast cancer. While
1 B. James Fitzpatrick (SBN: 129056) : ; . n for
FITZPATRICK & SWANSTON 1any drugs effective at treating breast cancer, Sanofi has known for years that the
2 || 555 S. Main Street fomifs - ; i o ;
Salinas, CA 93001 a significant risk of causing permanent and irreversible damage to the lacrimal
3 || Telephone: (831) 755-1311 2 B ;
Flaclsimile; [5%1]755-] 319 ding punctal and canalicular stenosis.
Medical literat re States tI at. (1) tI e O Set ‘f :;r‘: ::‘[:k]:"fj';;]:l(";l““: 1 ) A simple preventative procedure at the onset of chemotherapy-induced tearing,
u . I l— 5 icha aul admitted pro hae vice, | oo . ; i
RMP LAW GROUPLLC stemporary placement of silicone stents, allows a patient to continue her Taxotere
. 6 601 Walnut Street, Suite 300 L eal PR— :
Of damage tO the lacrlmal System Can be Kansas City, Missouri 64106 le removing the likelihood of permanent and imreversible damage to the lacrimal
7 || Telephone: (816) 984-8100 “ . : ; B :
Facsimile: (316) 984-8101 ough Sanofi warns that “excessive tearing which may be attributable to lacrimal
rapid upon initiation of Taxotere N rre— o s e o, S i v s nd it of e
9 || Patrick O. Hotze (admitted pro hac vice) P, P o : <
. . . . . HOTZE RUNKLE PLLC age can occur quickly and can be permanent and irreversible. Further, Sanofi
10| 1101 S. Capital of Texas Highway st the severity and frequency of this risk to the Food and Drug Administration
administration, (2) immediate referral to a i e R
. . . . . . Telephane: (312) 476-7771 srse, Sanofi misled patients and oncologists about the severity and frequency of this
acrlma S eCla 1S O-r monl Orln ls 12 || Facsimile: (512) 476-7781 side effect even though this condition can be entirely preventable with early
p g photze@hotzerunkle.com
13 i . i &
. . Attorneys for Plaintiff, wnd treatment during chemotherapy. As a result, Mrs. Porter suffers from permanent
14 JADE PORTER
1se she used Taxotere,
essential, (3) damage to the lacrimal
15 Plaintiff is grateful for the chemotherapy that helped to save her life: however,
. .
System Can be permanent 4 thls Slde 16 UNITED STATES DISTRICT COURT +is diminished by the fact that she now must endure a permanent and life-altering
/4 .
1 NORTHERN DISTRICT OF CALIFORNIA tcould have been prevented with an adequate warning to her physicians. Plaintiff"s
. .
effect ].S preventable’ and (5) Oncologlsts JADE PORTER., juries to her lacrimal system, specifically punctal and canalicular stenosis, cause
. . . 19 Plaintiff, Case No. 3:21-CV-01891-EMC ion to her life due to excessive tearing, or epiphora. For those who have never
are I lot aware Of tl le Severlty Of thls Slde 20 v FIRST AMENDED COMPLAINT zpiphora, the condition might seem like a minor annoyance. However, for cancer
21 SANOFI US SERVICES. INC. f/k/a JURY TRIAL DEMANDED e Mrs. Porter, the irritated, swollen, watering eyes and the ongoing medical
effe Ct 22 SANOFI-AVENTIS U.S., INC.; and of the condition affect their work, their self-esteem, interpersonal relationships,
. 5 SANOFI-AVENTIS U.S.,LLC,
) Defendants. -2-
24 FIRST AMENDED COMPLAINT
25
26
[
e Tricky SOL Issues .
-1-
FIRST AMENDED COMPLAINT




Next Steps N N

w!! Verizon 12:18 PM 7 @ 81% -

Taxotere Instant Case Evaluator ¥

 How your firm can get involved

TAXOIERE EPIPHORA b 5 View Your Case Analysis. Rgport Now!
° Refe rra Is L’AWSU ITS Instant, Secure, No cost/No obligation Analysis of

Your Lawsuit.

You may be entitled to
significant compensation

NNNNNNNNNNNNN & smpLrconvesT

Hi there. If you or a loved one was
affected by an eye injury or a diagnosis
you believe resulted from
chemotherapy treatment, we may be
able to help.

* Gathering new cases

* Using TruLaw and SimplyConvert to L. ‘
assist in automating outreach to  ———
i H = oMyseIf

Taxotere hair loss clients who may be Lawsurre, o

O Loved One

experiencing eye injury as well ©QvV N

The information you provide me is confidential.

Is the affected individual you or a loved one?

| () )\ () J




Case Criteria

Available for download:

SimplyConvert.com > Resources >
Litigations and Practice Areas

TAXOTERE (April 2022)

Select the date that chemotherapy treatment began.

. MMAYYYY

te of the |

Select herapy treatment? (Use
¢ dag fah before start dote.)

.« MMYYYY
* Before 11/2011 )
+ Afer112011 ©)

- 9@

Was Taxotere used for the chemotherapy treatment?
Y @
)

* idon'tknow (B

Select the cancer being treated by the chemotherapy.

Breast cancer

Lung cancer

Prostate cancer
Stomach cancer |~ &
Head cancer

Neck cancer

* Mesothelioma ™ G

*  Other cancer

User must meet the criteria in || alone
OR oll three sections marked

Select any diagnosis received during or after the
chemotherapy treatment

Canalicular stenosis

Punctal stenosis

Nasolacrimal duct obstruction ~ &
Permanent Stenosss

Epiphora

* Alopecia (Hair loss)
* Other diagnosis -9
* Nodiagnosis

D0 you have a lawyer assisting you with a chemotherapy
hair loss lawsuit?

* Yes

* No -9

* Idon't know

(Onty asked f yes wos selected peewoury ) What is the name of
the law firm that is working on the hair loss case?

* Textbox

Select any stents or tubes used in treatment of the eye
injury?
+ Crawford stents

* Nocancer -9 *+ Mini Monoka stents
* Silicone tubes )
* Jones tubes
* Other stents or tubes
*+ Nostents or tubes placed _

VR Aauses o i M e e i e v o e
Quattied Pending Review. s Lesd 2:
x © wot 0 e o
. et ity olv-h ot 1o chent far Ungpuaiifed cortact remwcted mitanily. Fst priwety lead Second preerity wad
Pt et it e i "t v for s machating

Qualifying Case Criteria

o a1 required of requested

8] Select any side effects or injuries that occurred during
o after the chemotherapy treatment.

«  Excessive eye watering of tearing (/]
« Blurred or clouded vision
« Cystoid macular edema (Vi
* Headaches
* Light sensitivity

« Eye imitations and infectid

experiencing the exi

*  No, with stent:
* No, nostents
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THANK YOU!

Questions?

* Patrick Hotze: photze@hotzerunkle.com

* Jessie Hoerman: jess@simplyconvert.com
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