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MDL #3081: Bard Implanted Port Catheters
Transfer Date: August 8, 2023 - District of Arizona
Sr. Judge David G. Campbell
Appointed by George W. Bush (2003)
Previously oversaw Bard IVC Filters MDL #2641

MDL # 3125: AngioDynamics Port Catheters

Transfer Date: October 3, 2024 - Southern District of
California

Judge Jinsook Ohta
Appointed by Joe Biden (2021)

Previously worked in consumer protection in California
Attorney General’s office 2011-2020

NJ MCL: Bard Implanted Port Catheters
Transfer Date: October 15, 2024 - Bergen County, NJ

Judge Gregg A. Padovano
Appointed by Gov. Chris Christie (2015)




MDL #3081 Bard Port Catheter Products Litigation Leadership

Adam Evans - Partner Rebecca Phillips - Director Michael Sacchet - Partner
Dickerson Oxton - Kansas City Mass Torts - The Lanier Firm - Ciresi Conlin - Minneapolis
Houston

Plaintiff Executive Committee:

Tom Pirtle (Laminack Pirtle Martines) - Tom Cartmell (Wagstaff & Cartmell) - Alex Barlow (Scott + Scott) - Shanon
Carson (Berger Montague) - Stuart Ratzan (Ratzan Weissman & Boldt) - Danielle Rogers (Langdon & Emison) -
Anne Schiavone (Holman Schiavone) - Larry Taylor (The Cochran Firm) - Roman Balaban (Balaban Law)




MDL #3125 AngioDynamics Port Catheter Products

Adam Evans Anne Schiavone Judge Jinsook Ohta
Dickerson Oxton Holman Schiavone Southern District of
California
*Mr. Evans filed *Ms. Schiavone
motion to transfer successfully argued *Appointed to
in July 2024 for centralization in oversee MDL #3125
October 2024

- On October 3, 2024 the JPML panel issued a transfer order creating AngioDynamics Port
Catheter Products MDL #3125 and transferred the cases to the Southern District of California
assigning them to District Court Judge Jinsook Ohta.

- Judge Ohta has requested that all submissions for leadership appointments for

MDL #3125 be submitted by the next status conference on December 13, 2024.




Current Status of Litigation

MDL #3081 Bard Implanted Port Products - District of Arizona
Senior District Judge David G. Campbell

Corporate Depos ongoing

48 Bellwether submissions were made on April 1, 2024
Pool to be narrowed to 15 cases December 13, 2024

March 3, 2025 Bellwether Group #1 (six cases) will be selected
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Some Important Developments:

Joint Stipulation re Becton Dickinson Successor Liability, Bankruptcy Protection
Development of top experts, fact witnesses in support of powerful liability theories
Discovery Schedule extended by one month

Robust Third-Party Discovery ongoing
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! Current Status of Litigation

MDL #3125 AngioDynamics Port-a-Cath - District of Southern California
District Court Judge Jinsook Ohta

Biden Appointee (September 2021)

Formed October 3, 2024

Next Status Conference: December 13, 2024. Judge Ohta has requested
plaintiffs submit applications for leadership prior to this status conference.

State Court MCL Bard Implanted Port Products - Bergen County, NJ
Superior Court Judge Gregg A. Padovano
Formed October 15, 2024



Products in Question

A Port-A-Cath is a small medical device which is the main form of a central venous access device. Central venous access devices are
small, flexible tubes placed in large veins for people who require frequent access to the bloodstream to administer medication,
intravenous fluid or parenteral nutrition.

The Port-A-Cath is made of two parts:

1. A soft, thin hollow plastic tube known as a catheter, which is made of either silicone or polyurethane. The tube is tunnelled
under the skin with the tip sitting just outside the heart.

2. A port or disc (Approximately 2.5- 4cm in diameter) which is constructed of either a plastic or titanium reservoir and
implanted in the chest and connected to the tube/catheter.

The catheter tip will be fished into either the subclavian or jugular vein just above the heart and the other end connects to the port just
underneath the skin on the chest.



THE HISTORY OF PORT-A-CATHS

OVERVIEW:

>

Totally Implantable Venous Access
Devices (TIVADs), more commonly
referred to as Port-a-Caths, which are a
type of Central Venous Catheters (CVC),
first came into use in 1981. The first power
injection port received 510(k) clearance by
the FDA in 2006.

Port-a-Catheters are a small central
venous access port implanted under the
skin of the chest area. Itis attached to a
catheter (thin, flexible tube) that is
threaded along a large vein into a place
near the heart.

Acceptance of these devices has grown
rapidly, with well over 300,000 TIVADs
implanted into patients in the US annually.

Intravascular catheter market in the US is
a $10 Billion with a ~5% annual growth
rate



COMMON USES OF SUBCUTANEOUS
INJECTION PORT CATHETERS

> Chemotherapy Administration
> Medication Administration

> Parenteral Nutrition

> [ntravenous Infusions

> Contrast for CT & MRI

The usage of the TIVADs continues to increase year-over-year
due their instrumental value in convenience and ease of access
for the administration of long-term treatment. Advances in
chemotherapy, the need for repeated and continuous intravenous
blood transfusions, chronic diseases, parenteral nutrition for
ailments such as terminal cancer or short bowel syndrome are
readily initiated eliminating the need for long-term hospitalization.



Manufacturers and Products

Bard Access (BD)
Bard MRI Ports
BardPort

Bard PowerPort
Bard SlimPort
ClearVue
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Titanium Low-
Profile

Vaccess CT
X-Port ISP
*Numerous Others

7/ X/ 7/
%? 00 o0

Angiodynamics
** BioFlo

¥ SmartPort

¥ Vaxcel

¥ Vortex

% Xcela

** *Numerous Others



n Injuries

D
¢’ Fracture of catheter tube
o

** Dislodgement of catheter from

port #

N/ . )
*%?* Port site erosion*

o
*¢* Infection/Sepsis

o o
** Thrombovascular complications

% Specific to Angiodynamics SmartPort

*Specific to Bard models with palpation
bumps on the port septum



Design & Mechanism of Complications

While expert reports and testimony will further elucidate how the shoddy manufacturing practices create a rough
surface of the catheter tube, creating the injury environment, numerous peer-reviewed studies over the past four
decades have shown how issues with the design and manufacturing correlate to the injuries.




Mechanism
of fracture

Linograms (dynamic fluoroscopic imaging with contrast injection),
Barium Sulphate, and the degradation of structural integrity
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How does the use
of barium sulphate
correlate with
fracture of the
catheter tube?

Researcher’s letter to the editor in scientific journal encapsulates the studies that define
the issue and its mechanism for causation of a fracture injury




How 1s the use of barium sulphate an
1ssue”?

Study after study continue to identify barium sulphate distribution throughout the catheter as one
of the mechanisms for catheter integrity failure and a source of thrombosis and infection...




Studies confirm
1ssues for both
silicon and
polyurethane
catheters

Numerous studies draw congruent conclusions as to material morphology of the catheter surface of both silicon
and polyurethane based catheters. Noting that Thermoplastic Polyurethanes (TPU) had a higher correlation with
infections and thrombogenicity, whereas silicone-based catheters a higher propensity to fracture.




These 1ssues
have been
documented for
over 30 years

A 1985 study noted connection between roughness of catheter surface causing complications. Researchers
contacted all Port-a-cath manufacturers about the issue and offered an easy solution... but nothing was ever
done..




Material Deqgradation

(Information obtained from non-confidential sources)

Bard (and essentially all other port manufacturers) use a polymer called
Chronoflex in their polyurethane catheters.

Original formulation of Chronoflex was biodurable and resistant to
degradation in vivo.

A key material required to manufacture Chronoflex was discontinued in 2008.
Using anything else in its place creates a totally different polymer with
different physical properties.

Bard and Angiodynamics began to manufacture PU catheters with poor-
performing substitute materials

- Never notified the FDA, sought 510(k)

- Continue to sell adulterated products branded as “Chronoflex”
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From 2004-2010 there
were 0 MDR reports in
MAUDE, while there
were over 3,600 filed in
the ASR.

From 2004-17, there
were more than 9,000
DENs submitted, while
only 1,200 MDRs
showed up in MAUDE.

In total there were more
than 14,000 issues
reported 2004-21*.

*T7% uptick in
estimated AEs for 2021



Safer Alternatives 1n use

1. Coated catheters
2. Properly compounded polymers
2l 3. Use of ‘original recipe’ Chronoflex




Injury Protfile

1. Mechanical Failure/Fracture
2. Infection and Sepsis

3. Thrombogenesis

4. Port Body Erosion

*Within 5 years of implant of port-a-cath

While the signature injury associated with the rough surface of a non-SMA coated catheter is the fracturing of the
tube, infection, thrombosis and post op arrhythmia are far more prevalent. Sepsis, a common evolution of
CRBSI’s, is the #1 hospital related expense in the United States.




Common Injury Profile: Catheter Fracture




Catheter Fracture: Common Treatment

*Difficult retrievals = more time under anesthesia/fluoroscopy; greater thromboembolic risk



Catheter Fracture: Severe Presentations

*Difficult retrievals = more time under anesthesia/fluoroscopy; greater thromboembolic
risk




Catheter Fracture: Severe Presentations

Anterolateral Thoracotomy



Catheter Fracture: Severe Presentations

Clamshell surgery used to remove catheter fragments from the lungs




The prevalence of easily mitigated bacterial
infections via Surface Modifying Adhesive

Coatings

Catheter-related
bloodstream infection
(CRBSI) is the commeonest
cause of nosocomial
bacterasmia.

The incidence of CRBS| arising
from central venous catheters
may exceed 10%.

CRBSI has a mortality rate of
up to 25% and significantly
increases hospital length of
stay and overall treatment
COSLS.

Catheter-related bloodstream infections (CRBSI’s) are one of the most common sources
of hospitalization and the highest morbidity related complication associated with TIVADs
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Causation - Infection

Sepsis caused by colonization of the catheter
> Transient bacteremia happen all the time
> Catheter defect creates a surface more amenable to
adhesion of biofilm exponentially increasing infection risk
% Refer to Hernia Mesh infection claims successfully resolved
« ‘Failure to warn’ claim
> Infection listed on IFU
> Inadequate as its listing pertains to surgical site infection
IFU Failed to Warn of high potential for late onset infection
> *Longer insitu time, exponential increase in infection risk
> IFU failed to advise interval medical monitoring for
immunocompromised patients who have higher risk of

infection
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Notably, A scope at antifouling strategies to prevent catheter-associated infections (Faustino et al., 2020) found
80% - 90% reduction in infection and thrombogenic events after the application of an antimicrobial SMA coatings.
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Specific Causation - Infection

> Bellwether Infection - Imnmunocompromised
> (Cases must have blood cultures, labs, and port studies
> Have to look at microbe client tested positive for
> May be compromised for one type of immune cell, but not others (e.g.
compromised for T-Cells, but not Leukocytes or Neutrophils)
> Patient may be predisposed to infection, but no patient is
predisposed to a ‘port-related infection’
> Infectious disease expert rules out other contributing factors
> Studies show that the rough exterior of the catheter tube, and the
cracks created by the degradation of the catheter tube create a
medium
> Confirms port infection, rules out other causes

When a port-related infection is suspected, cultures are taken from the port, the catheter tip, and blood from the
arm on the opposite side of the body as the port implant. .
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Infections are one of the most common complications associated with port-a-caths. A cohort analysis reviewing more than 93,000 patients found
that infections had been reported in 18% of patients within five years of implant. Sepsis is a common evolution in the infections. The 2018 study
highlighted above, points to sepsis infections being the largest single hospital expense, accounting for over $24 billion in 2013 alone.
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Since the
1980’s
hundreds of
studies have
been
conducted
on Surface
Modifying
Coatings
that thwart
bacterial
growth..




' Hwdromer<oated polvurethane catheter (bars w [0 um)



SMA coatings prevent
platelet adhesion and biofilm

adhesion, while providing a
protective barrier between...

... barium sulfate and
the bloodstream




Study after study show extraordinary statistically significant reduction of thrombogenic and
bacterial infection rates when catheter tubes have an SMA coating. Further studies have also
concluded that such coating would prevent barium sulfate oxidation, preventing tube fracture.
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Over the past few decades mediports have
become more pervasive in intravenous
treatment as they are heralded for low

Infection risk, low profile appearance, and
the long duration for use... but studies and
hidden Adverse Event Reports paint a more
troubling picture...




Kaiser Health News exposé in 2019 shed light on all of the hidden adverse event reports manufacturers submitted
to the Alternative Summary Reporting program that was not accessible by medical professionals or the public.
Roughly two-thirds of the AEs from 2004-2018 regarding Port-a-cath complications were hidden here. Although

the ASR officially ended in 2019, manufacturers are still able to file for exemptions under 21 CFR 803.19
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From 1999-2018
there were more
than 11,000
Medical Device
Reports (called
Device Experience
Network or DENSs)
reported through
the Alternative
Summary

Reporting program.

From 2011-2018,
Bard Access
Systems filed 87%
of all DENs,
followed by
Angiodynamics
8%, and Smiths
Medical 594

ALTERNATIVE SUMMARY REPORTING PROGRAM
DEVICE EXPERIENCE NETWORK REPORT
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From 2004-2010 there
were 0 MDR reports in
MAUDE, while there
were over 3,600 filed in
the ASR.

From 2004-17, there
were more than 9,000
DENs submitted, while
only 1,200 MDRs
showed up in MAUDE.

In total there were more
than 14,000 issues
reported 2004-21*.

*T7% uptick in
estimated AEs for 2021
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Angiodynamics

MAUDE ADVERSE

EVENT REPORTS Teleflex

2011-2021* B. Braun Medical

BREAKDOWN AS B A

A PERCENTAGE

BY COMPANY Cook Vascular
Covidien
Medcomp
Smiths Medical
Others

Angiodynamics 11% Telexflex 0.25%  B. Braun Medical SAS 6% Bard Access Systems 75%
Cook Vascular 2% Medcomp 2.25%  Smiths Medical 3.5% All Others Combine >1%
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Complications with respect to subcutaneous
1mplantable ports are a pervasive 1ssue

Overwhelming evidence from studies confirming significant complication
rates in both silicon and polyurethane catheters




Complication
rates increase
exponentially 1n
correlation with
1insitu duration

2020 Khalid et al., “Outcomes Following Port-a-Cath Placement in Medicare Patients,” cohort study reviewing
more than 90,000 TIVADs over five year placement period found that more than half of all port-a-cath implants
reported complications. Thus providing further substantiation of conclusions of Braun et al. study and greater
context and supportive data for the duration exponentiality of complication conclusion.

*Study identified history of atrial fibrillation as a major risk factor for development of any complication
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Where we are, Where we're going

A. Bard Bellwether Protocol has been forward-thinking,
deliberate and thorough

B. Evidence uncovered in discovery and via independent
Investigation has created compelling punitives case, new
liability sources

C. Privilege and confidentiality challenges have been aggressive
and has turned up valuable evidence



LITIGATION & MARRETING METRICS

42% of AEs reported were mechanical failure related
~15% Complication rate > 9 months implanted
59%+ Complication rate < 5 years implanted
~80,000 devices implanted in USA in 2013

~300,000 devices implanted in USA in 2020

77% Estimated increase in AE reports for 2021*

*Potential Claimant Pool: 80,000+ fracture/embolism incidents, 450,000+ compensable
incidents™ * Assumptions: 1,800,000 implanted ports since 2006, 4.5% fracture rate, 25% Complication Rate

Injury metrics from first 1,500 retained claimants:
- 39% of retained claimants primary injury: fracture
- 54% of retained claimants primary injury: infection
- 7% of retained claimants primary injury: thrombosis




“Sl PRESENTED BY:

This Implantable Venous Access Port litigation overview is the work product of Ethan Heck
and Legal Marketing Concepts. Data and information was derived from PACER, FDA website
databases (e.g. MAUDE), and exhaustive review of scientific journals prior to quantitative and
qualitative analysis of said information. Data and research interpretations in addition to the
corresponding hypothesis presented here are solely those of Mr. Heck.
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