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Pursuant to Rules 240(f) and 242(g), SCACR, Petitioners/Respondents Scott F.

~ Lawing and Tammy R. Lawing file th¢ following ReplyAto the Return filed by

_ Respondents/Pétjti’oners Trinity Manufactufing, Inc. and Matrix Outsourcing, LLC to
Petitioners’ petition for writ of certiorari: The sole purpose of this Reply is to eiplain why
ﬁve (5) cases Respondents/Petitioners cite out of thé federal Fourth Circuit Court of
Appeals are distinguishable from \this case in a meaningful way and do not inform the »
Court on the issues Petitionefs/Respondents Lawings raise in their Petition for Writ o‘f

_ Certiorari.
1. ARGUMENT

THE CASES CITED BY RESPONDENTS TRINITY AND MATRIX DO NOT CONTROL
THE ISSUES PETITIONERS ARGUED IN THEIR PETITION

Pétitioners file this brief reply to the Return filed by Trinity and Matri* to the -
Petition for Writ. of Certiorari that Petitioners filed in this mailtter. Petitioners wish to point
out that three federal cases Trinity and Matrix cited are distinct from this case in a
_ meaningful.way, and _do not contré‘l the issué before the Court.

To begin with, these cases are decisions by the federal Fourth Circuit Court of
Appeals and are, therefore, persuasive at best. Evén S0, an examination of each case
reveals that Tﬁnity and Matrix have oyerstated their importance. Petitioners will address
each in chronological order.

| A. Brooks v. Medtronic, Inc., 750 F.2d 1227 (4th Cir. 1984)
Brooks arose out of South Caroliné, and involved application of the “learned -

intermediary” doctrine in a medical device products liability. case brought against the
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medical products manufacturer. The appeal followed a jury-verdict for the defendant. As
the Fourth Circuit noted:

Under the theory of strict products liability, as embodied in section
402A of the Restatement (Second) of Torts (1965), the manufacturer of a
product sold “in a defective condition unreasonably dangerous” is liable to
the ultimate user who is injured by the product. Certain products;
particularly ethical drugs and medical devices, often cause unwanted side
effects despite the fact that they have been carefully designed and properly
manufactured. In section 402A terminology, such products are deemed
“unavoidably unsafe,” but are not defective or unreasonably dangerous if
they are marketed with proper directions for-use or include adequate _
warnings of potential side effects. Id. at comment . Failure to give such a
warning constitutes a “defect” in the product and renders the manufacturer
liable for selling a product in an unreasonably dangerous manner. /d.

~ Although ordinarily warnings must be given to the ultimate user of
a product, a different approach has been developed for prescription drugs.
It is settled in a substantial majority of jurisdictions that the duty a
manufacturer of ethical drugs “owes to the consumer is to warn only
physicians (or other medical personnel permitted by state law to prescribe
drugs) of any risks or contraindications associated with that drug.” '
[citations omitted] If the prescribing physician has received adequate
notice of possible complications, the manufacturer has no duty to warn the
consumer. In that instance, the physician is called on to act as a “learned
intermediary” between the manufacturer and the consumer because he is in
the best position to understand the patient’s needs and assess the risks and
benefits of a particular course of treatment. '

750 F.2d at 1230-1231 (emphasis added). Thus, Brooks involved the appliéation of the.
“learned intermediary” ._doctrine in a case involving medical products and the concept of
the “unavoidably unsafe” product under Section 40,2A. These fac;,ts distinguish Brooks in
a meaningful way. Importantly, the Fourth Circuit was -no-t applyingy the “sophisticated .
user” doctrine to a case involying a product fér which an inadequate .warning'was giveﬁ

to anyone.



B.v o Beale v. Hardy, 769 F.2d 213 (4th Cir. 1985)

. In Beale, a case arising out of Virginia, past. aﬁd present employ‘ees of the
Lynchburg Foundry sued twelve corporate defendants that ailegedly supplied to the
Lynchburg F bundry silica sanci ér related products used in the casting process at the
foundry. Plaintiffs claimed that the defendants had a dutyto warn directly the employees
_ of the foundry of the risks and dangers of contracting siliéosis by working with prod_u?ts
containing silica. The defendants moved for summary judgment on the ground that they
- had no duty to wafn the plaintiffs of ;hese risks and dangers because the Lyncﬂburg
Foundry has Been knowledgeable of the risks and dangers sincé at least the 1930s. The

district court granted defendants® motions, Goodbar v. Whitehead Brothers, 591 F. Supp.

552 (W.D. Va.1984), and plaintiffs appealed. -
In affirming the dismissal of the case, the Fourth Circuit stated:

Based on these factual findings and its interpretation of the duty to
warn under § 388 of the Restatement (Second) of Torts (1965), the district
court granted defendants’ motions for summary judgment. Plaintiff then
appealed.

% % %

The main issue in this action concerns the existence on the part of
these defendants of a duty to warn the plaintiffs directly of the dangers
associated with the use of silica containing products. The district court -
correctly analyzed this issue under the Restatement (Second) of Torts §
388 (1965) which has been adopted as the law of Virginia by the Supreme -
Court of Virginia, Featherall v. Firestone Tire & Rubber Co.,219 Va.
949, 962, 252 S.E.2d 358, 367 (1979), and § 388 Comment n, which has
been determined to be included in the law of Virginia, see Barnes v. Litton
Indus. Products, Inc., 555 F.2d 1184, 1188 (4th Cir.1979). After analyzing
the case authority relied upon by the plaintiffs and the defendants, the
evidence that the foundry had extensive knowledge of the hazards

~ associated with inhaling silica dust, the disease of silicosis, proper dust



control methods, and the duty to warn under § 388(c) and comment #, the

district court correctly held that no duty to warn existed. 591 F. Supp. at

566-67. We affirm this holding and adopt the district.court’s opinion as

- our own. -
769 F.2d at 214-215. Thus, the Court held there was no duty in the first instance to warn
end users directly of the hazards of the.products in the first instance.

Unlike Beale, there is no question that the defendants owed a duty of care to these
plaintiffs: The issues are whether they could discharge that duty by Waming’Englehardt as
a “sophisticated user” of the product, and whether they, in fact, discharged the duty by
way of én adequate warning. There is no analysis under the six factors outlined in
Goodbar v. Whitehead, the underlying case.

Beale does not inform thé Court on the propriety of giving the charge in this case,

nor does it address the preemption arguments Petitioners made in this case. Beale is also

distinct in a meaningful way.

C. Odom v. G.D. Searle & Co.,979 F.2d 1001 (4th Cir. 1992)

Like Brooks, this case arose frorﬁ South Carolina and involved a claim against a
drug manufacturer for failing to warn the user of the product of a potential serious injury
caused by the product. The district court held “plaintiff presented nothing to establish a
causativg 'link between the alleged failure to warn and the decision of the plaintiff’s
physician to prescribe the product.” The Fourth Circuit agreed, holdiﬁg the plaintiff
“fai_led to show that her doctor would not have prescribed the IUD if Searle had phrased

its warning differently.” 979 F.2d at 1002.



Importantly, the Court held plaintiff’s claim was “governed by the ‘learned
intermediary’ doctripe,” citing to Brooks. The Court added: '
Under this doctrine, the manufacturer’s duty to warn extends only
to the prescribing physician, who then assumes responsibility for advising
- the individual patient of risks associated with the drug or device. The sole
issue in this case, therefore, is whether an adequate warning to Odom’s
doctor about the risk of sterility would have deterred him from prescribing
the TUD. Mrs. Odom does not dispute that under the “learned
intermediary” doctrine, the manufacturer cannot be said to have caused the
injury if the doctor already knew of the medical risk.
979 F.2d at 1003. Thus, like Brooks, -this case involves application of the “learned
intermediary” doctrine in a medical products case, and while a warning was given in

Odom, there was no evidence that the warning was not adequate. These facts distinguish

Odom from this case in a meaningful way.

D. O’Neal v. Celanese Corp., 10 F.3d 249 (4th Cir. 1993).

.O’Neal arose out of Maryland. The Fourth Circuit noted that the Maryland courts
adopted the “sophisticated user defense” in 1992 based upon the Restatement (Second) of
Torts § 388. The Court described the doctrine as follows:

The sophisticated user defense is implicated in the situation in
which A supplies a chattel to B, B in turn allows C to be exposed to the
chattel, C is injured by exposure to the chattel, and C claims that A should
be liable to C for A’s failure to warn C of the danger.
O’Neal, at 251. The Fourth Circuit noted the Maryland Court adopted the doctrine in
Kennedy v. AMobay Corp., 325 Md. 385, 601 A.2d 123 (1992), aﬁ"’.gfor the reasons stated
in 84 Md. App. 397, 579 A.2d 1191 (1990) and, as adopted in _Maryiand, upon the

" articulation of the defense and the principles underlying it appearing in Goodbar v.

-5.



Whitehead Bros., 591 F.-Supp. 552 (W.D. Va.1984), aff’d sub nbm.. on the opinién of the
district court, Beale v. Hardy, 769 F.2d 213 (4th Cir1985).

. The Fourth Circuit noted the Kennédy court summarized the sophisticated user
doctrine as follows:

Part of the problem that may lead some to look askance at this
defense is in the language that some courts have used to describe it, in
particular the notion that where the elements or prerequisites of it exist, the
supplier is “absolved” of any duty to warn ultimate users. That notion is
not only unnecessary to the defense but in fact is inconsistent with the
rationale of comment » to Restatement § 388. There is a duty to warn of .
defects or propensities that make a product hazardous, and that duty does
extend ordinarily to those who may reasonably be expected to use or come
into harmful contact with the product. It is not a duty, we think, from

- which the supplier can be entirely absolved. The question, rather, is, what
conduct will suffice to discharge that duty?

Viewed in that context, the defense is not only logical but
necessary. Where it is impracticable for the supplier to give adequate
warnings directly to all who may use or come into contact with the
product, some substitute for such direct warnings is required, even in strict
liability cases. Otherwise, * * * strict liability would become in effect,
‘absolute liability. As comment # to Restatement § 388 makes clear, the
focus remains on the conduct of the supplier, but that conduct is judged in
light of the circumstances. Among those circumstances are the feasibility
of giving direct warnings to all who are entitled to them and, where that is
not feasible, whether the supplier acted in a manner reasonably calculated
to assure either that the necessary information would be passed on to the
ultimate handlers of the product or that their safety would otherwise be
attended to. In such a situation, that is all that reasonably can be asked and
it is all we think, that the law requires.

- O’Neal, at 251-252 (emphasis in original). Importantly, the Fourth Circuit added:

* * * The defense is available not only when the supplier actually
warned the intermediary, but also when the supplier shows that it was
reasonable to believe that a warning was unnecessary because the
intermediary was already well aware of the danger. Eagle-Picher Indus.,

- Inc. v. Balbos, 326 Md. 179, 604 A.2d 445, 465 (1992).



Several factors must be considered in determining whether the
supplier reasonably relied upon the intermediary to warn users:

(1) the dangerous condition of the product; (2) the purpose
- for which the product is used; (3) the form of any warnings

given; (4) the reliability for the third party as a conduit of

necessary information about the product; (5) the magnitude

of the risk involved; and (6) the burdens imposed on the

supplier by requiring that he directly warn alkusers.

FEagle-Picher, 604 A.2d at 464.

O’Neal, at 252. These are the identical six (6) factors set forth in Goodbar v. Whitehead
Bros., 391 F. Supp. 552, 557 (W.D. Va.1984), the case Petitioners cited in their Brief of
Appellant (pp. 31-47), the Petition for Rehearing (pp. 2-3) and the Petition for Writ of
Certiorari (pp. 16-19).

Accordingly, this case also does not persuade against granting the Petition in this -

case.

E. Emory v. McDonnell Douglas Corp., 148 F.3d 347 (4th Cir. 1998)

Emory also arose out of Maryland. Mrs. Emory was killed when-an F/A-18 jet
fighter crashed and slid into her truck. Her husband sued McDonnell Douglas, the
aircraft’s manufacturer, “under myriad strict liability and negligence theories.” 148 F.3d
at 348.

The District Court dismissed the case under the “government contractor defense”
recognized in Boyle v. United Technologies Corp., 487 U.S. 500 (19'88). 'fhe Fourth
Circuit noted that “many circuits have since held that the defense should also apply to

failure to warn claims, adding “[w]hile we find these decisions to be reasoned soundly,

-7-



we hold that Emory’s claim founders on an even more fundamental point — the failure to
satisfy the basic state-law requirements of his negligence claim.” 148 F.3d-at 350. The

Court stated:

Under Maryland law, a manufacturer has no duty to warn of an
open and obvious danger in its product. Mazda Motor of Amer., Inc. v.
Rogowski, 105 Md. App. 318, 659 A.2d 391,395 (1995); Nicholson v.
Yamaha Motor Co., Ltd., 80 Md. App. 695, 566 A.2d 135, 145 (1989). Of
course the question of whether a danger is open and obvious cannot be
-analyzed in a vacuum. Rather, the determination turns on the expected
user’s knowledge of that product: “Whether there is a duty to warn and the
adequacy of warnings given must be evaluated in connection with the
knowledge and expertise of those who may reasonably be expected to use
or otherwise come into contact with the product....” Mazda, 659 A.2d at
395 (quoting 1 American Law Product Liability 3d § 32:61 (1987)); see
also W. Page Keeton et al., Prosser and Keeton on.the Law of Torts § 96,
at 686-87 (5th ed. 1984) (“[CJourts have usually meant by ‘obvious
danger’ a condition that would ordinarily be seen and the danger of which
would ordinarily be appreciated by those who would be expected to use the
product.”) (emphasis added). Accordingly, if the expected user possesses
extensive knowledge about the relevant product, it is difficult to establish
a duty to warn on the part of the manufacturer. Under Maryland law, “a
- manufacturer or supplier has no duty to warn if the hazard is one of which
the plaintiff or other user has equal knowledge.... The duty to warn extends
only to those who can reasonably be assumed to be ignorant of the
danger.” Mazda, 659 A.2d at 395 (quoting 1 American Law Product
Liability 3d § 32:61 (1987) (footnotes omitted)).

This elementary principle controls this case. Emory asserts that
MDC’s on-site representative, Michael Kidder, knew the crash aircraft was
unsafe and yet.failed to alert the Navy of this fact. To establish that MDC
had a duty to warn the Navy, however, Emory must prove that the Navy
could “reasonably be assumed to be ignorant” of the dangers present in the
aircraft. The evidence submitted to the district court, however, establishes
convincingly that the Navy had extensive knowledge of the hazards
associated with the F/A-18 aircraft. '

148 F.3d at 350. The Court then pointed to the Navy’s “significant and instrumental role

in the design and production of the F/A-18" and “in the F/A-18's evolution....” Id. These-

-8-



facts were critical in the Court’s analysis.
Importantly, the Fourth Circuit concluded:

Moreover, Emory cannot maintain a claim that MDC failed to
warn the particular pilots about the unsafe condition of the crash aircraft.
As the district court noted, “nothing in the case law suggests that a military
contractor is responsible for directly warning the individual military
personnel who fly the planes under military command.” Under Maryland’s
sophisticated user defense, a supplier is not negligent when it relies on an

. intermediary “already well aware of the danger” to relay any necessary
warning. Eagle-Picher Indus., Inc. v. Balbos, 326 Md. 179, 604 A.2d 445,
463-65 (1992). Indeed, when the Navy possesses the same knowledge as
its contractor, a requirement that the contractor provide additional
warnings to individual pilots risks disruption of the chain of command. A
contractor cannot be forced to provide warnings to officers that would
contradict orders received from their superiors. When, as here, the Navy
examines and decides upon the content of specific warnings, the
requirement of further warnings to particular pilots presents a real conflict
with-and seriously undermines-the Navy’s structure of command. The
district court therefore correctly concluded that “whether or how those
warnings are conveyed to individual Naval officers under military
command seems beyond the scope of any duty appropriate to impose on
the contractor.”

The settled grounds of state products liability law thus suffice to
- protect the precise federal interest identified by the Supreme Court in

Boyle — the government’s ability to make discretionary decisions about
military defense. See Boyle, 487 U.S. at 511, 108 S. Ct. 2510. The
government’s capacity to exercise its discretion is implicated whenever the
allegedly tortious decisions attributed to the contractor are actually
discretionary decisions made by the government itself. See id. at 512, 108
S. Ct. 2510. In this case, the evidence demonstrates that the Navy
participated extensively in the F/A-18 program. It knew the aircraft
intimately, and it ultimately called the shots. Its decision to fly the plane in
the face of potential FCS failures was an informed, if ultimately incorrect,
one. Under Maryland law, MDC had no duty to warn. The government
contractor defense adopted in Boyle rests at bottom on conflict between
federal and state law. See id. at 507-08, 108 S. Ct. 2510. Application of
Maryland law here, because it in fact reinforces the federal interest
protected by the Boyle defense, poses no conflict. Inasmuch as Maryland
law reflects the general rule that the Navy's intimate participatory role
negates the existence of a duty to warn on MDC'’s part, it affords a sound

9-



~ basis upon which to affirm the judgment ofthe di;ctrict court.

148 F.3d at 352-353 (emphasis added). Thus, the Court ih Emory was peréuaded to affirm
under Marylaﬁd’s ver'sion of the “sophisticated -uéer” doctriné against the backdrop fo the
Boyle “government contractor’s def‘ensve,” which obviated any duty to warn the user.

Here,‘there is no evidence that Englehérdt had any part iﬁ developing the product
or even the warning. Further, there is ample evidence that the warnings givenﬂ were
inadequate. Finally, there. is no discussion in Emory of preemption, nor would there be,
s-ince the Fourth Circuit was ruling on the basis of a very narrow rule (the “government
contractor’s defense”) which would conflict ;Jvith any preemptibn Vclai'm.

Emory is, therefore, meaningfully distinct from this case.

-10-



II.  CONCLUSION
| The cases Respondents/Petitioners cite to this Court in support of their Return to
the Petition for Certiorari aré distinct from this case in various ways that matter.
Petitioners requést that this Court disfegard thqse cases, grant their Petition and issue a
Writ of Certiorari to review the Court of Appeals’ decision invthis case.
Respectfully submitted,
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