Texas Pharmaceutical Failure-to-Warn
Claims: Alive and Well

BY AVRAM BLAIR AND G. ERICK ROSEMOND

Editor’s note: This article was written in
response to “The New Presumption of Adequate
Warnings in Texas Pharmaceutical Litigation”
(July, p. 612). The Texas Bar Journal Board of
Editors strives to publish timely articles of import
to the profession. The July article portrayed one
side of a contentious issue. This article presents
another perspective.
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ast month, drug industry lawyers pronounced
Texas pharmaceutical failure-to-warn claims
DOA." The culprit: preemption of Texas Civil
Practices and Remedies Code’s §82.007(b)(1).”
The pronouncement erroneously —presumes
§82.007(b)(1) requires that plaintiffs prove fraud
on the FDA as an essential element of their warn-
ing claims. Thus, the reports of such claims’
death have been greatly exaggerated.
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First and foremost, §82.007(b)(1)
does not require plaintiffs to prove a
defendant committed fraud on any enti-
ty. Rather, §82.007(b)(1) is an ordinary
“bursting bubble” presumption that dis-
appears upon production of rebuttal evi-
dence. A contrary interpretation assumes
legislators intended to eliminate a valu-
able right both Texas and federal courts
recognize has constitutionally coexisted
with federal law for decades. The statute’s
text, legislative history, analogous
statutes, long-standing case law, and
bedrock statutory construction rules
require that courts construe §82.007 as
constitutional and purposeful, preserving
both legislative intent and Texans’ rights.

TEXAS CIVIL PRACTICES
AND REMEDIES CODE

§82.007(B)(1)
Section 82.007(a) provides a “rebut-

table presumption” that a defendant is
not liable for warning claims if its drug’s
accompanying warnings are FDA-
approved. Plaintiffs may rebut this pre-
sumption by establishing that “the
defendant, before or after pre-market
approval or licensing of the product,
withheld from or misrepresented to” the
FDA “required information that was
material and relevant to the performance
of the product and was causally related to
the claimant’s injury.”

TEXAS AND FEDERAL
RULES OF STATUTORY

INTERPRETATION

Both Texas and federal law provide
courts with a number of important rules
to propetly interpret statutes. Texas Gov-
ernment Code §311.021 mandates that
courts “presume” the Legislature intends
its laws be compliant with the U.S. and

Texas constitutions,’ effective in their
entirety,” and that public interest is
favored over any private interest.® This
statute requires courts to avoid certain
constructions if possible. Thus, even if a
constitutional issue such as preemption
looms, a court has no discretion simply
to embrace and apply it to void the
statute if reasonable and constitutional
alternatives exist.

Additionally, once an alternative
interpretation emerges, courts may also
consider other interpretive aids, includ-
ing: “(1) [o]bject sought to be attained;
under which the
statute was enacted; (3) legislative histo-

(2) circumstances

ry; (4) common law or former statutory
provisions, including laws on the same or
similar subjects; (5) consequences of a
particular construction; [and] (6) admin-
istrative construction of the statute.””
Texas courts are further compelled to

avoid interpretations that eliminate or
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diminish common law rights if possible.®

In the unlikely event that a court ever
reaches a constitutional issue, it must still
follow black-letter rules and presump-
tions in construing a statute. Like the
Texas Legislature, the U.S. Supreme
Court mandates that a court interpreting
a statute begin with a ‘presumption
against the preemption’ of state police
power.”"® Indeed, it has consistently reaf-
firmed “the historic primacy of state reg-
ulation of matters of health and safety,”
which includes the power to enforce tort
laws against drug companies. Thus, “a
court should not find preemption” with-
out “clear evidence of a conflict.”" More-
over, “any conlflict must be irreconcilable
or potential conflict is insufficient to
preemption of the
statute.””? Thus, if court engages in pre-

warrant state
emption analysis, it may find preemp-
tion only if there is no other
interpretation. That is not the case with

§82.007.

SECTION 82.007’S ELEMENTS

The primary expressed
regarding state warning claims is the
potential for conflict with FDA warning

concern

requirements."” Even the FDA, however,
has recognized that conflicts are not
inevitable." This is true when the alleged
failure to warn concerns a danger the
FDA never had an opportunity to con-
sider or when the FDA receives only par-
tial or misleading risk information —
which is the essence of a failure to warn
claim.” In these circumstances, no con-
flice  is possible.
82.007(b)(1) imposes four requirements:
that information was (1) withheld from
or misrepresented to the FDA; (2)
required; (3) material and relevant to the
performance of the product; and (4)
causally related to the claimant’s injury.
The presumption first requires that a

even Section

drug manufacturer withhold informa-
tion from the FDA or misrepresent it —
intentionally or unintentionally. This ele-
ment can be met by evidence that the
drug manufacturer was aware of the
information but did not submit it to the

FDA. The plaintiff could also show that

www.texasbarjournal.com

the defendant negligently misrepresented
such information. Critically, §82.007’s
plain text does 7ot require that a plaintiff
show that a defendant committed fraud
on anybody, let alone the FDA. And it
imposes no requirement that the FDA
itself determine it has been defrauded. As
§82.007’s Senate sponsor, Bill Ratliff,
explained: “But this, [§82.007] this does-
n't say that, this doesn’t say the agency has
to find fraud, or has to find they were mis-

led, what it says is that the information
was relevant.”'¢

Under §82.007(b)(1), plaintiffs must
also show that the defendant was
required to produce to the FDA the
information at issue. Myriad federal reg-
ulations impose such submission require-
ments.” The terms in the phrase
“material and relevant to the perform-
ance of the product” should be given
their ordinary meaning."® Blacks Legal
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Dictionary defines “material” as “impor-
tant ... having influence or effect; or
going to the merits.” “Relevant” ordinar-
ily means “having significant and
demonstrable bearing on the matter at
hand.” In the context of seeking dam-
ages for a particular injury from a drug,
this phrase logically requires that the
information withheld or misrepresented
be something about the drug’s perform-
ance as it relates to the chain of events
leading to injury.

As for §82.007(b)(1)’s “causally relat-
ed” prong, Texas law has always required
that the plaintiff show that the defen-
dant’s defective warning was “causally
related” to his or her injury. For example,
the plaintiff could show the withheld
information would have affected his or
her doctor’s decision to prescribe the
drug.

Of note, §82.007 does not require
that plaintiffs show that the FDA would
not have approved the drug “but for”

defendants fraud or federal law viola-
tion.”? In fact, the statute clearly applies
to information withheld or misrepresent-
ed after FDA approval.”® Further, legisla-
tors expressly considered a “fraud on the
FDA” requirement but rejected it.* And
it is nonsensical to impose a requirement
of federal law violation given that Texas
long ago rejected FDA regulation viola-
tions as negligence per se.”

THE NATURE OF
§82.007’S PRESUMPTION

Under long-standing Texas law,
rebuttable presumptions initially shift
the burden to the opposing party to pro-
duce evidence countering the presump-
tion. Once that is done, the presumption
disappears — the so-called “bubble-
bursting presumption.”

Such presumptions pervade pharma-
ceutical litigation. For example, “once a
plaindff proves that a manufacturer
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failed to provided adequate instructions
or warnings, his producing cause burden
is aided by a presumption that he would
have read and heeded adequate warnings
or instructions had they been provid-
ed.”” Defendants can rebut it by
offer[ing] evidence contrary to the pre-
sumption. The plaintff must then
“prove causation by a preponderance of
the evidence, and the presumption has
no further legal consequence.” Like-
wise, Texas Civil Practice and Remedies
Code $82.008, §82.007’s sister provi-
sion, provides a rebuttable presumption
of no design defect when a manufactur-
er’s design complies “with mandatory
safety standards or regulations adopted
and promulgated by the federal govern-
ment.” This presumption was recently
ruled a “bursting-bubble” presumption.”
The presumption created by §82.007,
with its identical language, should be
similarly interpreted.

Section 82.007(b)(1)’s legislative his-
tory confirms this interpretation. The
provision’s original, and superceded,
drafts required that plaintiffs prove by
“clear and convincing evidence” that
defendant’s (non)disclosures were inten-
tional. Further, the Senate State Affairs
Committee’s bill analysis notes the cur-
rent language requires only the “estab-
lishing certain facts.” And Sen. Ratliff
observed that “if you can show that harm
resulted from the product then it seems
to me that it’s, that the presumption is
not, is not all that big a hill to climb.”

In short, §82.007’s plain language,
legislative history, bedrock rules of statu-
tory construction, and existing case law
provide a reasonable interpretation that
This

common sense interpretation requires

avoids constitutional concerns.

neither the contrivances nor legalistic
contortions one might employ to “inter-
pret” the provision as preempted.”

SECTION 82.007(B)(1)
IS NOT AND CANNOT BE
PREEMPTED

As demonstrated above, it is possible and
reasonable to interpret §82.007(b)(1) to
avoid any constitutional issues.* Similar-
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ly, it is possible and reasonable to assume
that the Texas Legislature, when it enact-
ed §82.007(b)(1), intended to afford
Texas patients a real remedy, not an illu-
sory one.” To the extent it takes away a
patient’s common law right, however,
§82.007 must “be strictly construed and
will not be extended beyond its plain
meaning or applied to cases not clearly
within its purview.””

Assuming, however, that constitu-
tional issues are reached, Texas courts
should have little trouble finding phar-
maceutical failure-to-warn claims viable.
As discussed above, even the FDA has
historically conceded there can be no
preemption where the FDA never knew
about or considered the information in
question.”® As one Texas federal court
recently summarized, the “FDA’s regula-
tions do not conflict with Texas failure-
to-warn law because they merely set
minimum standards with which manu-
facturers must comply.”” Indeed, the
regulations expressly allow a manufacturer
to “add[] or strengthen[] a contraindica-
tion, warning, precaution, or adverse
reaction” without FDA intervention.*®
Thus, the court noted, “[w]ith little
exception, courts that have considered
this exact issue have concluded that state
failure to warn claims are not preempted
by the FDA and its attendant regula-
tions.””

The injection of evidence regarding
defendants’ communications with the
FDA has never resulted in a finding of
preemption.” For example, the U.S.
Court of Appeals for the Third Circuit,
applying Texas law in a pharmaceutical
case, recently ruled evidence of defen-
dants’ FDA submissions admissible and
“highly probative on issues of negligence
and failure to warn.”" The court further
wrote that the “failure to report adverse
reactions to the FDA — whether acciden-
tal or intentional — would be probative
of a failure to warn.”®? Thus, any evi-
dence that a defendant had misled the
FDA was admitted because this “evi-
dence certainly tended to prove that the
defendant ‘knows or should know of a
potential risk of harm presented by a
product but markets it without ade-

www.texasbarjournal.com

quately warning of the danger,” which is
the definition of a ‘marketing defect’
under Texas tort law.”*

Finally, although drug manufacturers
have seized upon recent pronouncements
from the FDA about the alleged preemp-
tive effect of its regulations,” there is a
very open question as to whether the
FDA’s purported authority to void 50
states’ tort law is itself constitutional and
whether Congress could constitutionally
delegate such authority if it so desired.

CONCLUSION

In the final analysis, §82.007 resem-
bles nothing like the complicated,
opaque legislation rife with hidden pro-
visions and requirements that some
would suggest.® It does not eliminate a
cause of action and a right Texans have
enjoyed for decades. Instead, interpreted
under time-honored statutes and meth-
ods, it is a simple, rebuttable, evidentiary

presumption that operates just like oth-
ers under Texas law — it disappears in
the face of contrary evidence.
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need a fair and efficient
process to handle them.

That's when NASD steps in.
We operate the largest
securities dispute resolution
forum in the world.

We recruit NASD arbitrators
from both inside and outside
the securities industry. Then
we entrust them to run the
proceedings and ensure that
all the parties involved receive
a fair hearing.

Simply visit us online at
www.nasd.com/arbitration_
mediation if you are interested
in becoming an arbitrator.
You may also call our National
Recruitment Team at

(212) 858-4327.
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