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2018: Life Sciences Yearend Roundup

Forward Looking Statements

Non-GAAP Measures

This presentation contains Forward Looking Statements and
other information designed to convey our projections and
expectations regarding future results.

This presentation contains Non-GAAP measures, and we may
reference Non-GAAP measures in our remarks and discussions
with investors.

There are a number of factors which could cause our actual results to
vary materially from those projected in this presentation. The principal
risk factors that may cause these differences are described in various
documents we file with the Securities and Exchange Commission, such
as our Current Reports on Form 8-K, and our regular reports on Forms
10-Q and 10-K, particularly in “Item 1A, Risk Factors.” Please review
this presentation in conjunction with a thorough reading and
understanding of these risk factors.

The primary Non-GAAP measure we reference is operating income, a
non-GAAP financial measure that is widely used to evaluate performance
within the insurance sector. In calculating operating income, we have
excluded the after-tax effects of net realized investment gains or losses
and guaranty fund assessments or recoupments that do not reflect
normal operating results. We believe operating income presents a useful
view of the performance of our insurance operations, but should be
considered in conjunction with net income computed in accordance with
GAAP. A reconciliation of these measures to GAAP measures is available
in our regular reports on Forms 10-Q and 10-K and in our latest
quarterly news release, all of which are available in the Investor
Relations section of our website, Investor.ProAssurance.com.
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Hot Topics
Trends in Life Sciences Litigation
2018 Verdicts and Lessons Learned
Regulatory Developments
On the Horizon
Questions
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Hot Topics

Attacks on the Medical Device Industry
The Danger from Within
Non-fiction book attacking the FDA approval of medical devices

The Bleeding Edge
Netflix documentary
Academy award nominated producer and director

Industry Response
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Attacks on the Medical Device Industry
The Danger from Within
Book published in December of 2017 by Jeanne Lenzer.
Chronicles the fight of a man with seizures who is implanted with an
FDA approved nerve-stimulating device that allegedly nearly kills him.
Terrific reviews and widely sold.
Central tenets:
• Many high risk devices are approved via 510k without any clinical trials.
• No one is tracking actual implants only tracking problems or defects. So
scope of the problem in unknown for potentially many years.
• FDA is too cozy with the medical device industry.
• MAUDE Reporting captures only about 1% of serious adverse events.
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Attacks on the Medical Device Industry
The Bleeding Edge
Netflix documentary
Principal Themes
• 510(k) review is flawed and dangerous. Must be replaced with PMA.
• Does the Medical Industry reward doctors for the wrong reasons?
• Are physicians adequately trained to use new medical technology?
• Bayer Essure, MOM hips, pelvic mesh and the DaVinci Robot are dangerous
and must be removed from the market.

Bias

https://www.youtube.com/watch?v=ggdOAi_jPN8
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Attacks on the Medical Device Industry
Responses
Companies mentioned in the book and documentary
Other companies or trade groups

The Industry needs to do more
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Conflict Preemption

Currently Before SCOTUS: Merck Sharp & Dohme Corp. v. Albrecht

Conflict Preemption and the Labeling Dilemma
Fosamax and atypical femoral fractures
• Merck proposed to amend the label, and the FDA rejected the
change.
• The following year, the FDA changed its mind.

Plaintiffs’ failure to warn claims are based on the absence of an
atypical femoral fracture warning. Merck’s defense is obvious:
the FDA rejected the labeling change.
Trial Court granted summary judgment based on Wyeth. Third
Circuit Reversed.
Currently awaiting oral argument at the Supreme Court.
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Verdicts with Significant
Punitive Awards

Punitive Damages Recap
Why awarded?
Deter wrongful conduct and punish those who profit from such conduct.

Requires- fraud, malice, intentional and/or willful, wanton conduct.
Standard- majority is clear and convincing standard.
Most states require a relationship between compensatory and punitive

damages or some limitation:

Multiplier- ex. 3x compensatory
Soft capHard cap- ex. $250k maximum
No relationship- “let the jury decide”
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2018 Punitive Damages verdicts in Life Sciences
Testosterone Replacement Therapy- MDL- $140M and $150M.
Both verdicts vacated by the Judge.
DaVita GranuFlo/NaturaLyte-$375M in punitives
Pelvic Mesh
Talc
$4.14B in punitives for 22 women in St. Louis
$80M in punitives for one plaintiff in NJ
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Damage Caps
Compensatory and Punitive Damages in general
Examples of Damages Caps
Mississippi - $1M non-economic damages cap; $500k med-mal
Indiana – Punitive damages capped at 3 times compensatory
Pennsylvania – no cap on compensatory; punitive is case
specific
New Jersey – Punitive Damages capped at the greater of 5 times
compensatory or $350,000
California – no cap on either compensatory or punitive damages

Challenges to damage caps
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Verdicts of Note

2018 Significant Verdicts: Losses
Talc
$4.69B verdict against J&J (22 plaintiffs-Missouri)
Judicial “Hellholes”

Monsanto
$289M verdict for causing groundkeeper’s cancer
On October 22, 2018, trial court judge reduced the verdict to
$78M (reduction in punitive damages).
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2018 Significant Verdicts: Wins
Xarelto (blood thinner)
Defense verdicts in Philadelphia, Pennsylvania (April 2018,
August 2018)
Reversal of $28M verdict (March 2018)

Pradaxa (blood thinner)
Three defense verdicts in 2018
But see S.D.W.V. Trial in October 2018 ($1.25M)
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2018 Significant Rulings
Dolin v. GlaxoSmithKline LLC, No. 17-3030 (7th Cir. 2018)
 Innovator Liability Case (Generic Rx)
 No risk of suicide on Paxil’s label, but the FDA repeatedly told GSK not to add such a warning, so plaintiff’s
claims were preempted.
Byrd v. Janssen Pharm, Inc., No. 1:14-cv-0820 (N.D.N.Y. Sep. 21, 2018) (Risperdal)
 Plaintiff alleged that Risperdal (antipsychotic) caused him to develop abnormal breast tissue growth.
Plaintiff wins at trial.
 On defendant’s post-trial motion, trial court overturns the verdict based on (1) impossibility preemption;
(2) clear evidence preemption; and (3) no evidence of general causation.
 Gynecomastia not a serious adverse event.
In re Accutane Litigation , No. 079958, (N.J. Aug. 1, 2018)
 New Jersey Supreme Court clarified the state's standard for scientific evidence by adopting the four core
factors from Daubert.
 Prior to Accutane, New Jersey followed the Kemp standard, which was relaxed.
 Immediate and long term consequences of the Accutane decision
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Regulatory Developments

Significant FDA Guidance Paper in 2018
Medical Device Safety Action Plan
Management of Cybersecurity in Medical
Devices
Verification Systems Under the Drug
Supply Chain Security Act for
Prescription Drugs
Not a guidance- 510(k) Quik Review
Program Pilot
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Medical Device Safety Plan
Establish a robust medical device safety net in the
US using National Evaluation System for health
Technology (NEST) and Unique Device Identifier
(UDI) tracking.
Seeks to streamline implementation of post
market studies.
Expansion of an abbreviated 510(k) pathway.
Advance medical device cybersecurity.
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Cybersecurity Guidance for Medical Devices
Issued October 18, 2018, to address software vulnerabilities (such as
hacking).
Provides more information regarding the employment of risk based
cybersecurity analysis in conjunction with a robust quality control system.
Takes a two tiered approach:
Tier 1- higher cybersecurity risk- requires a comprehensive system.
Device belongs in this tier if a.) it is capable of connecting to another
medical or non-medical product or network or b.) a cybersecurity incident
affecting the device could directly result in serious harm to one or
multiple patients.
Tier 2- standard cybersecurity risk- a medical device for which the criteria
for Tier 1 are not met.
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Anticipated Future Guidance or Rules
Drug Pricing- proposed rule requires disclosure of pharmaceutical
list pricing on drug advertisements.
Digital Health- advance interoperability needed to implement 21st
Century Cures Act requirements.
Medical Device Servicing and Remanufacturing- addresses when
and how refurbishing and reconditioning, rebuilding and repairing
can take place.
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On the Horizon

Attacks on BMS Jurisdiction
Bristol-Myers Squibb Co. v. Superior Court, 137 S.Ct. 1773 (2017) (“BMS”)
General v. Specific personal jurisdiction / Daimler AG v. Bauman (2014)
SCOTUS held that California courts did not have PJ over BMS because the
relevant plaintiffs were not California residents and did not claim to have
suffered harm there, and all the relevant acts occurred outside of California.
Lingering Issues:
Consent by registration: the argument that general personal jurisdiction is
created in a state when a corporation registers to do business/appoints an agent
for service of process in a state.
All states have registration statutes, so plaintiffs still try and use this as a basis
for jurisdiction.
• Pennsylvania issues: 42 Pa. C.S.A. §5301 and Pre-Bauman decisions from the
Third Circuit.
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Continued Expansion/Development of the Opioid Litigation
Allegations against manufacturers (Purdue, Endo, Allergan) focus on
fraudulent and illegal marketing practices.
Allegations against the distributors include failure to maintain controls
and put in procedures to prevent theft and diversion of the drugs, and a
failure to report and investigate suspicious orders.
Claims against the pharmacies are based on their failure to report or stop
suspicious orders of, and to prevent the theft or diversion of opioid drugs.
Against the physicians, the allegations are both civil
and criminal, and include a breach of the standard of professional care
including gross negligence.
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Opioid Crisis – Actions Pending
Actions brought by State Attorney Generals and Counties and Cities now combined
in an MDL Court in the No. Dist. of Ohio.
Various Indian Tribes in Alaska, Wisconsin and Oklahoma
Putative class action in Arkansas
Various hospitals both non-profit and for profit
Teamsters Health and Welfare Benefit Fund and various health benefit plans

26

Current Status of the Opioid Litigation
Three bellwether cases have been selected for trial in Sept 2019.
There are 13 different categories of damages in the bellwether
MDLs.
Production of the DEA’s ARCOS database
Discovery disputes (lots of them!)
There is an effort to establish a Neonatal Abstinence Syndrome
(NAS) proceeding in the JPML.
Who will emerge victorious in the bellwether trials?
Is this a model for future government actions?
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Expansion of Innovator Liability
Innovator Liability and Preemption—Mensing
and Bartlett.
The majority view on Innovator Liability
Cannot sue Brand Manufacturers

The minority view
Recent California and Massachusetts cases

Jurisdictional Issues for Brand Manufacturers
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Fake drugs: A global industry
Fake or counterfeit drugs produced mainly
in India and China
Poor Quality/Substandard
• Lacking the active pharmaceutical ingredient (API) or
containing very little of the API.
• Contaminated
›With an ingredient to mimic the API.
›With a fungal or bacterial component due to inadequate
quality control or improper storage.
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Medmarc.com/News
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Medmarc.com/News

View our previously
recorded webinars
on our
YouTube Channel
youtube.com/
MedmarcIns
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Medmarc.com

