HEADNOTE
Rite Aid Corp. v. Levy-Gray, No. 0133, Septenber Term 2004

Products Liability - Pharmacy - Federal Preenption - Plaintiff's
physi ci an prescri bed anti bi otic, doxycycline, for treatnment of Lyne
di sease, giving directions only as to dosage. Defendant pharnacy
filled prescription and furnished a patient package insert (PPl)
representing that "[i]nside is everything you need to know about
your prescription.” PPl advised to "[t]ake with food or mlk if
stonmach upset occurs[.]" Plaintiff, who suffered stonmach upset
fromthe drug and who al so intended to resunme nursing her newborn
upon conpl eting the course of treatnent, consumed m |k and ot her
dairy products during course of treatnent. After active infection
el i m nat ed, plaintiff's arthritis-like synptons continued.
Plaintiff's experts diagnosed condition as post-Lynme syndronme and
opined that it resulted fromreduced effectiveness of drug caused
by a decrease in its absorption resulting frominteractions with
mlk and dairy products. Jury found for plaintiff on breach of
express warranty theory.

Held: Affirnmed. Under U C C, PPl contained an affirmation
of fact that drug was conpatible with mlk. Evi dence showed
plaintiff relied on pharmacy's affirmation of fact. Pre-sal e
bargai ni ng not required for creation of warranty.

FDA' s approval of drug manufacturer's description of product
(1 abeling) does not inpliedly preenpt state |aw cause of action
Generally, no preenption as to manufacturer and, a fortiori, none
for pharnacy.

Expert testinony and requested jury instructions reviewed.
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The principal issue here is whether, under the circunstances
of this case, the appellant and cross-appellee, Rte Ad
Corporation (Rite Aid), nmade an express warranty when it sold the
prescription drug, doxycycline, to the appellee and cross-
appellant, Ellen R Levy-Gay (Ms. Levy-Gray or Plaintiff). Ajury
inthe Grcuit Court for Baltinore County, finding the el enents of
an action for breach of express warranty, entered a verdict in
favor of Plaintiff for $250,000.*

Ms. Levy-Gay awoke on Cctober 6, 2000, experiencing severe
pain in her back, and with a fever. Wen these synptons persisted
for a full week, she sought treatnment from her internist, Dr.
Christine Bell-Lafferman (Dr. Laffernman). Bl ood sanples taken
during the visit were tested, and, on Cctober 25, 2000, Dr.
Laf ferman contacted Ms. Levy-Gray to informher that her bl ood had
tested positive for Lyne di sease. Dr. Lafferman referred Ms. Levy-
Gray to Dr. Ronald W Geckler (Dr. Geckler), an infectious diseases
speci alist, who saw Ms. Levy-Gay that day. Dr. Geckler confirned
the Lyme disease diagnosis and prescribed doxycycline, an
antibiotic in the tetracyline famly. Ms. Levy-Gray was breast
feeding her baby at the tinme, and Dr. Geckler advised her to
di sconti nue breast feeding while she was on the nedication.

Dr. Geckler prescribed a 100 ng dosage twi ce a day, generally

to be taken twelve hours apart. He did not provide Ms. Levy-Gay

The Plaintiff's husband, Scott W Gray, joined as a plaintiff
inaclaimfor loss of consortiumon which the jury found in favor
of Rite Ald. That claimis not pressed in this Court.



wi th any ot her specific information on howto take doxycycline. At
trial he acknowl edged that he relied on pharnacies to provide
patients with pharnmaceutical information "[njore so than | used to,
| guess because | know that the pharmacies typically give out
pretty broad information sheets at the time of the prescriptions.

Probably years ago | woul d have naybe taken nore ti ne goi ng through

that. But ... | do assunme to sone extent that the pharmacy wl|
provide that information." Dr. Geckler is not a party to this
action.

Plaintiff filled her doxycycline prescription at Rte Ad
Phar macy #4465, |ocated off Padonia Road in Tinonium The
doxycycline purchased by her fromRte Ald was purchased by Rite
Aid froma non-party to this action, Watson Laboratories, Inc. of

Corona, California (Watson), for whomthe doxycycline, in turn, was

manuf act ured by Hal sey Drug Co., Inc. of Rockford, Illinois, also
not a party to this action. Wat son shi pped the doxycycline in
bottl es contai ni ng 500 capsul es, each of 100 ng strength. 1Included

wi th the package from Watson was an ei ght-page panphlet which the
manuf acturer had submtted to the Food and Drug Adm nistration
(FDA) and whi ch had been approved by that agency as "l abeling"” for
t hat prescription drug.

The | abeling contains a chem cal description of doxycycline,
its "clinical pharmacol ogy," its "indications and usage,"”

"contraindications,” "warnings," "precautions,"” and "adverse



reactions.” It further contains sections headed, "overdosage,"

"dosage and administration,” "how supplied,” and "aninal
phar macol ogy and ani mal toxicology." This manufacturer's insert
was not intended to be, and was not, delivered to Plaintiff. It

was i ntended for prescribing physicians and made avail able to t hem
by publication in, inter alia, the Physicians' Desk Reference.
Along with her prescription, Ms. Levy-Gray received fromRite
Aid a "patient package insert" (PPl), i.e., a panphlet, entitled
"Rite ADVICE." The "Rite ADVICE" PPl was prepared and custom zed
for Rite Ald by a non-party to this action, First Databank-The

Hear st Cor porati on. The cover page of the panphlet inforned

readers: "Inside is everything you need to know about your
prescription. It covers everything in witing fromdosage to side
ef fects. If you have any questions, just ask your pharnmacist."”

The inside of the panphlet stated, in part:

"1 MPORTANT NOTE: THE FOLLOW NG | NFORMATI ON | S | NTENDED TO
SUPPLEMENT, NOT' SUBSTI TUTE FOR, THE EXPERTISE AND
JUDGMVENT  OF YOUR PHYSI Cl AN, PHARMACI ST OR OTHER
HEALTHCARE PROFESSI ONAL.

“I'T SHOULD NOT BE CONSTRUED TO | NDI CATE THAT USE OF THE
DRUG I S SAFE, APPRCPRI ATE, OR EFFECTI VE FOR YQU

" CONSULT YOUR HEALTHCARE PROFESSI ONAL BEFORE USI NG THI S
DRUG.

"HOWTO TAKE THI S MEDI CATI ON: Take each dose with a full
gl ass of water ... or nore. ... Take with food or milk
if stomach upset occurs unless your doctor directs you
otherwise. Avoid taking antacids, containing magnesi um
al umi num or calcium sucralfate, iron preparations or
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vitamn (zinc) products within 2-3 hours of taking this
medi cation. These products bind with the nedicine
preventing its absorption.

"The information in this leaflet may be used as an

educational aid. This information does not cover all

possi bl e uses, actions, precautions, side effects, or
interactions of this nedicine. This information is not

i nt ended as nedi cal advice for individual problens.”
(Enphasi s added).

Ms. Levy-Gray testified that she ate a high volunme of dairy
products when she initiated her doxycycline treatnment because of
her desire to breast-feed her younger child and because she was
experienci ng an upset stonmach due to the doxycycline. She said:

"[ B] ecause [her newborn] was nursed, | was eating a very

wel | - bal anced diet, highin nutrition, alot of fruit, a
| ot of vegetables, alot of dairy products because it was

important that | maintain a high nutritional |evel of
m | k products because ... that is very inportant for
nursed children. | would eat cheese several tinmes a day,

and I would drink between eight and ten gl asses of mlKk
a day along with water and fruit juices."

Plaintiff experienced stomach irritation as aresult of taking
doxycycl i ne approxi mately eight tinmes within a week-1ong period of
fourteen doses. She stated that she would take the nedication
"with a full glass of water and ... there are also tines where |
would followit wth a glass of mlk." She also described eating
dai ry-product-containing foods during this period, including
macar oni and cheese, grilled cheese sandw ches, yogurt, ice cream

and cottage cheese.



Ms. Levy-Gray ate a snack in the evening before going to bed
"because [she] wanted to make sure that [she] went to bed with
something in [her] stomach so that [she] wouldn't get a stomach
upset[,] as had been described[,] by taking the Doxycycline." She
had ice cream three or four nights a week, and then cookies or
cereal on the other nights. This snack was eaten within two hours
of her eveni ng doxycycline dose. The PPl said to take doxycycline
with food or mlk if stomach upset occurs, "unless your doctor
directs you otherwise.”" Neither Dr. Geckler nor Dr. Lafferman had
di rected her otherwi se. She "didn't see any reason to [contact her
doctor] because the panphlet itself said what to do. ... | trusted
the directions. | didn't see any reason to call the doctor onit."

Rather than inproving as a result of the doxycycline
treatnment, Plaintiff's synptons worsened. On Novenber 8, 2000, she
had a tel ephone conversation with her brother, Dr. David Levy (Dr.
Levy), a urol ogical oncologist living in Seattle, Washington. Dr.
Levy infornmed his sister that the calcium contained in mlk
products i npeded the absorption of doxycycline by the body. Based
on her brother's advice, Plaintiff returned to Dr. Lafferman on
Novenber 18, infornmed her of the mlk problem and was given a
repl acenent prescription of doxycycline. According to Dr.
Lafferman, M. Levy-Gray's condition "began to neasurabl[y]
i mprove” within two to three days of discontinuing consunption of

m |k products with the doxycycline.



Al t hough Ms. Levy-Gray's condition was sonewhat inproved, it
did not return to baseline, and she was referred by Dr. Laffernman
to Dr. Charles A Haile, the Chief of Medical Staff and Chief of
the Division of Infectious D seases at G eater Baltinore Medical
Center. Dr. Haile is board certified in internal nedicine and
i nfectious diseases, and he treats roughly thirty to forty Lyne
di sease patients each year.

Dr. Haile first saw Ms. Levy-Gray on Decenber 28, 2000. At
this tinme, she had been taking doxycycline for over a nonth, but
was not recovering. He saw her four tinmes thereafter, to June 21,
2001. When another six-week course of doxycycline had not
alleviated Plaintiff's synptons, Dr. Hail e di agnosed her wi th post-
Lynme syndrone. Post-Lynme syndrone is a chronic autoinmune
response, in which patients experience synptons that can mmc Lyne
di sease in the absence of an active bacterial infection.

Ms. Levy-Gray sued Rite Aid. At a seven day trial the jury
heard consi derabl e expert opinion from wi tnesses called by each
party. The nedical theory of Plaintiff's case was that her
ingestion of mlk and other dairy products, while taking
doxycycline, reduced the absorption of that drug and prevented it
fromoperating as efficaciously as it otherw se woul d have, thereby
proxi matel y causi ng the post-Lyne syndrone. Experts called by Rite
Aid opined that absorption of doxycycline is reduced by up to

twenty percent when ingested with mlk or other dairy products



containing calcium but that that reduction is <clinically
i nsignificant because of the dosage reconmended.

From the | egal standpoint, the circuit court permtted the
case to go to the jury on two theories, negligence and breach of
express warranty. There was no expert testinony that there was a
general duty of care legally inposed on pharnmacists to warn
patients of any risks involved in consum ng dairy products while
t aki ng doxycycline. The court, however, instructed that, by its
havi ng furni shed the Rite ADVI CE panphlet, Rite Aid could be found
to have assuned "a duty" with the concomtant responsibility of
performng that duty with reasonable care. The circuit court did
not further refine or illustrate the duty. The court also all owed
the jury to consider whether the R te ADVICE panphlet made an
express warranty, as defined by the court. As to both theories of
the case, the court left to the argunment of counsel how the
evi dence applied to the instructions. The argunents of counsel are
not reproduced in the record.

The jury found in favor of Rite Aid on the negligence claim
and it found in favor of Plaintiff on the breach of express
warranty claim Followi ng the denial of post-judgnment notions
filed by Rite Ald, this appeal and cross-appeal were tinely noted.

Addi tional facts will be stated in the course of this opinion
as necessary to the resolution of the questions presented. Rite

Aid presents the follow ng questions:



"1l) \Wether Rte Ald was entitled to judgnent
because a) the | aw does not recogni ze a cause of action
agai nst pharmaci sts for breach of express warranty, b)
the Rite Ald patient brochure made no prom se concer ni ng
t he performance of doxycycline, and c) the brochure was
not part of the basis of the bargain between the parti es.

"2) Wether Rite Aid was entitled to judgment
because [Ms.] Levy-Gray's claimis preenpted because it
relies on the assertion that Rte A d should have
provided instructions on the taking of doxycycline
contrary to those approved by the FDA

"3) Wiether Rite Ad was entitled to judgnent
because [Ms.] Levy-Gray did not provide reliable expert
testinony to establish that Rite Al d caused her injuries.

"4) \Whether the trial court's adm ssion of nedical
opi nion evidence that was not rendered to a reasonable
degree of nedical certainty unduly prejudiced Rite Aid.

"5) \Whether the trial court erred in failing to
instruct the jury a) on the effect of having alternative
potential causes of [Ms.] Levy-Gray's injuries, b) that
Rite Aid had no obligation to warn of hazards associ at ed
with [Ms.] Levy-Gray's unique susceptibility to injury,
and c¢) that a defendant 1is Iliable only for the
exacerbation of a pre-existing condition."

Plaintiff, by cross-appeal, raises the follow ng additiona
i ssue:

"Whet her or not the Trial Court clearly erred and/ or
abused its discretion by failing to give the jury the
product liability failure to warn jury instruction based
upon Rite Aid's failure to warn [ Ms.] Levy-G ay about the
contrai ndi cati ons of Doxycycline and cal ci umproducts in
i ght of Mazda Motor of America Inc. v. Rogowski, 105 M.
App. 318, 659 A 2d 391, cert. denied, 340 M. 501, 667
A 2d 342 (1995)."



I. Express Warranty
Maryl and Code (1975, 2002 Repl. Vol.), 8 2-313 of the
Comrercial Law Article (CL) governs "[e]xpress warranties by
affirmati on, prom se, description, [or] sanple.” It provides:

"(1) Express warranties by the seller are created as
fol | ows:

"(a) Any affirmation of fact or prom se nade by the
seller to the buyer which relates to the goods and
beconmes part of the basis of the bargain creates an
express warranty that the goods shall conform to the
affirmation or prom se.

"(b) Any description of the goods which is nmade part
of the basis of the bargain creates an express warranty
that the goods shall conformto the description.

"(2) It is not necessary to the creation of an
express warranty that the seller use formal words such as
"warrant' or 'guarantee' or that he have a specific
intention to make a warranty, but an affirmation nerely
of the val ue of the goods or a statenent purporting to be
merely the seller's opinion or conmendati on of the goods
does not create a warranty."

Oficial Coment 3 to CL 8 2-313 furnishes the follow ng
el abor ati on:

"3. The present section deals with affirmati ons of
fact by the seller, descriptions of the goods or
exhi bitions of sanples, exactly as any other part of a
negotiati on which ends in a contract is dealt with. No
specific intention to nake a warranty i s necessary i f any
of these factors is nade part of the basis of the
bargain. |n actual practice affirmations of fact rmade by
the sell er about the goods during a bargain are regarded
as part of the description of those goods; hence no
particul ar reliance on such statenents need be shown in
order to weave theminto the fabric of the agreenent.
Rat her, any fact which is to take such affirmati ons, once
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made, out of the agreenment requires clear affirmative
proof. The issue normally is one of fact."

(Enmphasi s added).

"Bargain" is not a defined termin the Uniform Comrercial
Code, but it is atermused to define "agreenent” in CL § 1-201(3),
in relevant part reading:

"' Agreenent' neans the bargain of the parties in fact as

found in their |anguage or by inplication from other

ci rcunstances including course of dealing or usage of

trade or course of performance as provided in Titles 1

through 10 of this article[.]"

In the UCC, "Agreenent,"” or "bargain of the parties in fact,"”
is to be contrasted with "' Contract' [which] neans the total |egal
obligation which results fromthe parties' agreenent as affected by
Titles 1 through 10 of this article and any ot her applicable rules
of law." CL § 1-201(11).

A. Reliance

Understanding Rite Aid's first argunent, that there can be no
express warranty by a pharnmaci st dispensing prescription drugs,
requires that we reviewthe | aw applicable to the prescription drug
manuf act ur er - physi ci an-patient relationship. Rite Aid s argunent
I's based on an offshoot of the "learned internediary" doctrine
whi ch governs that relationship. W explain.

"[T]he traditional rules [are] that drug and nedi cal - devi ce
manuf acturers are liable only when their products contain

manuf act uri ng defects or are sold wi thout adequate i nstructi ons and

warnings to prescribing and other health-care providers.”
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Restatenent (Third) of Torts: Products Liability 8 6, "Liability
O Commrercial Seller Or Distributor For Harm Caused By Defective
Prescription Drugs And Medi cal Devices," cnt. a. The rationale for
the traditional rule is stated in comment b, reading, in relevant
part, as follows:

"The obligation of a manufacturer to warn about risks

attendant to the use of drugs and nedical devices that

may be sold only pursuant to a health-care provider's

prescriptiontraditionally has required warnings directed

to health-care providers and not to patients. The

rational e supporting this 'learned internediary' ruleis

that only health-care professionals are in a position to

under stand the significance of the risks involved and to

assess the relative advantages and di sadvantages of a

gi ven formof prescription-based therapy. The duty then

devol ves on the health-care provider to supply to the

patient such information as is deened appropriate under

the circunstances so that the patient can nake an

i nformed choice as to therapy. Subsection (d)(1) retains

the 'l earned internediary' rule.”

Courts have devel oped a corollary to the | earned i nternedi ary
rule that extends the defense to pharnmacies and pharnacists.
Because physi ci ans, possessing know edge of the range of possible
choi ces anobng prescription drugs and of the patient's particul ar
condition, have the duty to warn of potential adverse consequences,
there are cases that hold that the duty of pharmacists is to
di spense the drug in accordance with physicians' prescriptions,
generally without injecting thenselves into the physician-patient
rel ati onshi p.

The Court of Appeals applied this reasoning in People's Serv.

Drug Stores, Inc. v. Somerville, 161 Ml. 662, 158 A 12 (1932).
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That was a negligence action against a pharmacy that had filled a
prescription for capsules, each containing one-fourth grain of
strychnine, with other ingredients. The theory of the plaintiff's
claim was that the pharmaci st should have refused to fill the
prescription because the strychnine content was too |arge.
Reversing, without a newtrial, a judgnent for the plaintiff, the
Court reasoned:

"[1]t does not follow because a physician in a given
case is liable, that the druggist who filled the
prescription is also |iable. It would be a dangerous
principle to establish that a druggi st cannot safely fill
a prescription nerely because it is out of the ordinary.
If that were done, many patients mght die from being
deni ed unusual renedies in extreme cases. O coursethis
does not nean that pharmacists can safely fil
prescriptions calling for doses that are obviously fatal;
or that where the doses prescribed appear to be unusual
the prescription can be safely filled without inquiry of
the physician to make sure there has been no error.
There is no evidence that this precaution was not taken
in the present case; but, evenif it was not, that would
be immaterial here, because the result of such inquiry
woul d have been to confirm the prescription, as the
physician who wote it testified that it was his usual
prescription in such cases."”

Id. at 666-67, 158 A. at 13-14.

Federal courts have applied the rule of People's Serv. Drug
Stores in negligent failure to warn cases brought against
pharmaci es that are governed by Maryl and | aw. See Hofherr v. Dart
Indus., Inc., 853 F.2d 259, 263-64 (4th Cir. 1988); Moore v. Wyeth-
Ayerst Laboratories, 236 F. Supp. 2d 509, 512-13 (D. M. 2002).
QO her cases holding that the pharmacist-patient relationship

ordinarily does not give rise to a duty inposed by law (as
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contrasted with an assuned duty) to warn of potential adverse
consequences of prescribed drugs include Ramirez v. Richardson-
Merrell, Inc., 628 F. Supp. 85 (E.D. Pa. 1986); Wwalker v. Jack
Eckerd Corp., 434 S.E. 2d 63 (Ga. App. 1993); Fakhouri v. Taylor
618 N.E.2d 518 (Ill. App.), cert. denied, 622 N E. 2d 1204 (11|
1993); Leesley v. west, 518 N.E. 2d 758 (Il1. App. 1988); Ingram v.
Hook's Drugs, Inc., 476 N E. 2d 881 (Ind. App. 1985); Nichols v.
Central Merchandise, Inc., 817 P.2d 1131 (Kan. App. 1991); Kinney
v. Hutchinson, 449 So. 2d 696 (La. App.), cert. denied, 452 So. 2d
170 (La. 1984); Adkins v. Mong, 425 N.W2d 151 (M ch. App. 1988);
Moore v. Memorial Hosp. of Gulfport, 825 So. 2d 658 (M ss. 2002);
Batiste v. American Home Prods. Corp., 231 S.E.2d 269 (N. C. App.),
cert. denied, 233 S.E. 2d 921 (N. C. 1977); Griffith v. Blatt, 973
P.2d 385 (O. App. 1999), rev'd, 51 P.3d 1256 (Or. 2002);? Laws v.
Johnson, 799 S.W2d 249 (Tenn. App. 1990); McKee v. American Home
Prods. Corp., 782 P.2d 1045 (Wash. 1989) (en banc); and Morgan v.
Wal-Mart Stores, Inc., 30 S.W3d 455 (Tex. App. 2000). Contra
Horner v. Spalitto, 1 S.W3d 519 (M. App. 1999).

Rite Aid's initial argunent against any express warranty in
the instant matter conbi nes the above-described corollary to the

| earned intermediary doctrine with Rite Aid s assunption that, in

’The reversal was based on Oregon statutes relating to strict
liability in tort and not on any change in the common |aw
concerning negligent failure to warn that had been applied by the
I nternmedi ate appel l ate court.
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Maryl and, under CL 8 2-313, there nust be reliance on the
pharmaci st in order for the latter's affirmation of fact to be an
express warranty. "Wether or not reliance is an essential el ement
of 'basis of the bargain,' [as used in UC C 8§ 2-313(1)(a),] is a
question answered differently by the various jurisdictions.” 3
Williston on Sales 8 17-8, at 18 (5th ed. 1996). The Court of
Appeal s has not had occasion to speak to that issue.?

The analysis relied upon by Rite Ald was articulated and
applied in In re Rezulin Prods. Liability Litigation, 133 F. Supp.
2d 272 (S.D.N.Y. 2001). Rezulin is a prescription diabetes
nmedi cation, the use of which pronpted hundreds of suits against its
manuf act urer. These suits were consolidated in the Southern
District of New York by the Judicial Panel on Miltidistrict
Litigation. The issue in the reported opini on was whet her si xteen
cases shoul d be remanded fromthe consolidation to state courts in
M ssi ssi ppi, Texas, West Virginia, and Louisiana or whether the

pharmaci es that had dispensed Rezulin to those plaintiffs were

*Rel iance was a required el ement of an express warranty under
the Uni formSal es Act. See Maryl and Code (1957), Article 83, § 30,
whi ch provi ded:

"Any affirmation of fact or any promse by the
seller relating to the goods is an express warranty if
t he natural tendency of such affirmation or promseisto
i nduce the buyer to purchase the goods, and if the buyer
pur chases the goods relying thereon. No affirmation of
the val ue of the goods, nor any statenent purporting to
be a statenent of the seller's opinion only shall be
construed as a warranty."
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"fraudul ently" joined as defendants, thereby preserving federa
diversity jurisdiction. The test applied by the court for
"fraudul ent” joinder was whether the plaintiffs could state a
legally sufficient and factually arguable claim against the
pharmaci es. Anong the clains asserted agai nst the pharnaci es was
breach of express warranty. Under the |aw of each of the states
i nvol ved, a pharmacy was not liable to the patient for failure to
warn because those states either applied, or were predicted to
apply, to pharnacies the above-described corollary to the | earned
I nternmedi ary doctrine. The court concluded that, because patients
rely on physicians in purchasing a prescription drug, and not on
pharmaci sts, there could be no express warranty.

This reasoning of the Rezulin nultidistrict litigation court
is nmost fully set forth in its discussion of the cases from
M ssissippi. The court said:

"Patients who purchase prescription drugs from
pharmaci sts do not negotiate or bargain wth the
pharmaci sts about the suitability of the product. Even
assum ng a pharmaci st were to nmake a representati on about
the safety of a particular drug, the representati on woul d
not form'part of the basis of the bargain' as required
by the M ssi ssi ppi UCC because the patient purchases the
drug on the basis of discussions with his or her
physi ci an. Unli ke the buyer-seller relationship in
normal sales transactions, the relationship between the

patient and pharmacist is a function of a regulatory
system requiring that certain drugs be sold solely by

prescription of a physician. It is through the pharnmacy
that the patient purchases the drug, but in only this
sense does the pharnmacy function as a "seller.' The only

representations regarding theintrinsic properties of the
drug that form the basis of the buyer's purchase are
those of the physician. It is precisely for this reason
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that the learned internmediary doctrine focuses on

comuni cati ons between the nmanufacturer and physici ans,

rat her than patients or pharmacies; it is the physicians

who make the ultimte decision on whether to prescribe

the drug."”
Id. at 291-92. Accord Salisbury v. Purdue Pharma, L.P., 166 F.
Supp. 2d 546 (E.D. Ky. 2001); In re Baycol Prods. Litigation, 2004
W. 1118642 (D. M nn. 2004).

These cases, wutilizing the learned internmediary rule in
concluding, as a matter of |aw, that there can be no reliance on an
al | eged express warranty by the pharmacy, do not involve PPIs that

were prepared, or caused to be prepared, by the pharmacy and

distributed in its nane.*

“One case cited by Rite Aid, Linnen v. A.H. Robins Co., 1999
W, 1441933 (Mass. Super. 1999), did involve a pharmacy-created
| eafl et, but that case held that the statenents in the panphlet did
not constitute an express warranty. Specifically, Linnen was a
"fen-phen" case. The panphlet stated that "'nost patients
experience little or no problens while taking their nedication.""
It also stated that "' every nedication is capabl e of produci ng side
effects' and i nforned the patient about the ' possible side effects’
of the particular nedication being purchased.” 1d. at *1. The
court held this was nerely a general statenment and not an express
prom se that the patient would not experience any side effects.

The renmaining cases cited by Rite Ad in support of its
initial argunment against an express warranty are decided on
di fferent grounds than the basis of the Rezulin decision. |In Tardy
v. E1i Lilly & Co., 2004 W. 1925536, *3 (Me. Super. 2004), deci ded
on notion to dismss, the breach of express warranty count was
"premised on a failure to warn." Gressman v. Peoples Serv. Drug
Stores, Inc., 1988 W 619115 (Va. Cr. C. 1988), holds that a
pharmaci st renders a health care service under Virginia' s Mdical
Mal practice Act. Ullman v. Grant, 450 N.Y.S. 2d 955, 956 (N.Y.
Sup. C. 1982), awarded summary judgnment to the pharnmacy on the
warranty cl ai m because there was no all egation that the defendant
of fered any warranty to the plaintiff.

-16-



In the instant matter, we shall assune, arguendo, that, in
order to find an express warranty under CL § 2-313, Maryland | aw
requires the buyer's reliance on a statenent made by the seller.
Nevert hel ess, under the facts of the instant matter, we cannot hol d
as a matter of lawthat Ms. Levy-Gray relied solely on Dr. Geckl er
to describe for her the characteristics of doxycycline, because he
di d not advise her of the drug's characteristics or howit should
be taken. Rather, Dr. Geckler relied on the di spensing pharmaci st
to furnish that information to the patient and, perforce, Plaintiff
also relied on the dispensing pharnmacist.

Indeed, the PPl furnished to M. Levy-Gay invited her
reliance and evidences Rite Aid s intent that she rely on the
affirmations of fact about doxycycline contained in the PPI. Its
cover infornmed her that "[i]nside is everything you need to know
about your prescription.”

Qur conclusion that Plaintiff relied on Rite Aidis reinforced
by evi dence that Ms. Levy-Gray had had prescriptions filled by Rite
Aid in the past and, inferentially, had received PPIs from the
pharmacy. This evidence tends to show a course of dealing, CL § 1-
201(3), under which Plaintiff, who had no instructions regarding
the usage of doxycycline from the prescribing physician, relied

upon Rite Aid to furnish that infornmation.
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B. Is There Sufficient Evidence of a Warranty?

Whet her the Rite ADVI CE panphl et contains an express warranty
under CL 8§ 2-313 is a nmuch closer question on which there is a
dearth of authority. Most of the reported cases dealing with the
liability of a pharnmacist who is dispensing a prescription drug
address a negligence theory of liability. This is consistent with
Rest atenent (Third) of Torts: Products Liability 8 6(e), which

states the follow ng rule:

"A retail seller or other distributor of a
prescription drug ... is subject to liability for harm
caused by the drug ... if:

"(2) at or before the time of sale or other
distribution of the drug ... the retail seller or other
distributor fails to exercise reasonable care and such
failure causes harmto persons.”

In the matter before us, the jury exonerated Rite A d of
negl i gence.

Under CL § 2-313, in order to have an express warranty there
must be an affirmative statenent of fact by the seller about the
goods. A claimthat there is a warranty by om ssion is at odds
with the UCC definition of an express warranty. See Witherspoon v.
Philip Morris Inc., 964 F. Supp. 455, 465 (D.D.C. 1997). Here, the
manuf acturer's package insert that acconpanied the doxycycline
shi pped by Watson to Rite Aid contained, inter alia, the follow ng

stat enent :

"All patients taking doxycycline should be advi sed:
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". That the absorption of tetracyclines is reduced

when taken wth foods, especially those which

contain calcium However, the absorption of

doxycycline is not mar kedly influenced by

si mul t aneous ingestion of food or mlKk."
The omssion of this statement, which was relevant to the
negl i gence cl ai masserted by Plaintiff, and is of sone rel evance to
t he nmedi cal causation issues, is not relevant to the creation of an
express warranty.

Rite Aid, drawi ng on cases i n whi ch manufacturers were cl ai ned
to have made an express warranty, contends that, in order to create
an express warranty, there nust be a promse concerning the
performance or safety of the drug involved. Rite Aid' s |ead
citation is to Basko v. Sterling Drug, Inc., 416 F.2d 417 (2d Gir.
1969). That decision reversed a judgnment on verdict for the
defendant in a products liability failure to warn case for error in
the instructions on causation. The appellate court, however,
agreed with the trial court's refusal to submt a breach of express
warranty theory to the jury, because the "defendant did not
represent either (1) that its drugs were free fromall harnful side
effects or (2) that its drugs were absolutely harm ess.” 1d. at
428. These two alternatives do not exhaust the potential universe

of affirmations of fact about a prescription drug for the purpose

of CL 8 2-313 express warranties. These two alternatives do not
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include an affirmati ve statenent as to ot her substances w th which
the drug conpati bly may be i ngest ed.

Rite Aid al so argues that the instructions in the Rite ADVICE
panphl et are anal ogous to the i nstruction manual for the snowbl ower
that was involved in Shreve v. Sears, Roebuck & Co., 166 F. Supp.
2d 378 (D. M. 2001). There, the plaintiff was injured when he
lost his balance and his hand went into the chute of the
snowbl ower . The blades of the nmachine were still rotating,
al t hough the dead man | ever had been rel eased, which should have
stopped the rotation of the bl ades. The court entered summary
judgnent dism ssing an express warranty claim because the facts
were nore consistent with a breach of an inplied warranty of
merchantability and because the owner's nanual, describing the
operation of the machine, had not been furnished to the plaintiff
until after the sale had been conpleted. Here, the PPl was
del i vered simultaneously with the sale, so Shreve is not directly
on point.®

Plaintiff, simlarly off point, seeks to expand the express

warranty concept. M. Levy-Gay enphasizes the cover of the Rite

ADVI CE panphl et where it states: "Inside is everything you need to
know about your prescription. It covers everythinginwiting from
dosage to side effects. |If you have any questions, just ask your

*The effect that the timng of affirmations of fact has on
whet her they conprise part of the bargain under CL § 2-313 is
di scussed in Part |1.C, infra
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pharmaci st." These statenents are not affirmations of fact about
doxycycline. They may be descriptive of the information provided
as a service by Rite Aid, or of the service provided by any of its
pharmaci sts, but the statenents contain no affirmation of fact
about doxycycli ne.

By their nature, express warranti es are case specific. Courts
may conclude in appropriate cases that a statenment by a seller of
goods does not create, as a matter of law, an express warranty.
Illustrative is Jones v. Walter Kidde Portable Equip., Inc., 183
F.3d 67 (1st Cir. 1999). In that case the plaintiff suffered nerve
damage to her arm during surgery caused by undue pressure from a
mal f uncti oni ng, automati c tourni quet manuf actured by t he def endant.
An expert opined that "the nmalfunction was due to a foreign
particle tenmporarily hol ding open the gas supply val ve and anot her
bl ocking the safety relief valve,” and that both particles
ultimately blew away under pressure. Id. at 69. The
manuf acturer's statenents about the product included the foll ow ng:

"I MPORTANT!  MONI TOR CUFF PRESSURE CONTI NUOUSLY DURI NG
USE.

"'Pressure will remain at the selected setting during the
entire procedure unless manual |y changed.

"‘[Directions for changi ng]

"'NOTE: SHOULD A LEAK EVER DEVELOP I N THE TOURNI QUET
VALVE DURI NG USE, THE SET PRESSURE W LL RI SE AT LEAST 150
MM HG BEFORE PRESSURE RELI EF OPERATES.

""INSTRUCTIONS IN TH'S MANUAL FOR MAI NTENANCE MUST BE
FOLLONED TO M NI M ZE LEAK POTENTI ALS. '
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"In addition, an instruction on the side of the
tourniquet's netal shell sa[id], simlarly, '[d]uring use
nonitor pressure gauge continuously for pressure
stability.""

Id. at 70. The plaintiff contended that an express warranty was
created by the statenent, "Pressure will remain at the selected
setting[.]" Affirm ng a judgnment NOV for the defendant, the court
sai d:

“Where the relied on statement is flanked with anot her,

| MPORTANT advice that sonething may go wong and

i nstructions howto guard against it, we hold as a matter
of law that the conbination cannot be read as warranty

that the event will not happen.”
Id.

In the case before us, any express warranty rests on the
statenent: "Take [doxycycline] with food or mlk if stomach upset
occurs unl ess your doctor directs you otherwse.” This statenent

is sufficient for a jury reasonably to conclude that Rite Ad
represented to Plaintiff that a characteristic or quality of
doxycycline was that it was conpatible with food or mlk. The
cl osest that the Rite ADVI CE panphl et cones to the characteristic
of absorption is in the next sentence which reads: "Avoid taking
ant aci ds contai ni ng magnesi um al um num or cal cium sucralfate,
iron preparations or vitamn (zinc) products within 2-3 hours of
taking this nmedication.” Reasonable persons certainly could read
this sentence as |imted to over-the-counter or prescription

antacids, including those containing calcium that are ingested
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within two to three hours of the doxycycline dosage. There is no
evidence that Plaintiff was taking antacids.

It is true that the Rite ADVI CE panphl et states, in bold type,
that "it should not be construed to indicate that use of the drug
is safe, appropriate, or effective for you."® This statenent nust
be read in the context of the Rite ADVICE panphlet as a whole. To
hol d t hat that general discl ainmer precludes any express warranty in
this case requires a judicial finding that no reasonabl e person
could read the Rite ADVI CE panphl et without concluding that the
general statenent negated the nore particular description of
doxycycline, i.e., that it could be taken with food or mlk. The
instant matter, we hold, is one in which comment 3 to 8§ 2-313 is
appropriately applied. Wether the disclainmer took the statenent
of the conpatibility characteristic of doxycycline out of the
bargain was a question of fact for the jury.

C. Timing of the Affirmation of Fact

Rite Aid' s third argunent for precluding, as a matter of |aw,
a finding of express warranty rests on the requirenent of CL § 2-
313(1)(a) that the affirmati on of fact beconme "part of the basis of
the bargain.”™ This, Rite Aid submts, neans that the affirnmation

nmust be a negotiated termof the agreenent, or at |east there nust

W need not decide in this case whether there can ever be an
i nplied warranty of nerchantability or of fitness for a particul ar
pur pose by a pharmacy dispensing a prescription drug, or whether
the quoted | anguage coul d prevent that result.
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be proof that the plaintiff "'read, heard, saw or knew of the
advertisenment containing the affirmati on of fact or prom se' before
the purchase." Parkinson v. Guidant Corp., 315 F. Supp. 2d 741,
752 (WD. Pa. 2004). See also Williams v. Dow Chem. Co., 255 F.
Supp. 2d 219, 230 (S.D.N. Y. 2003); Boyd v. Johnson & Johnson, 2002
W 372959, *3 (Pa. Com PI. 2002). These cases involve clains of
express warranty based on advertisenents. In such cases the
requirenment that the plaintiff nust have seen the adverti senent
prior to the sale is inposed to prevent fraud, if for no other
reason.

It proves too rmuch, however, to apply to witten warranties a
requi renent of pre-sale know edge by the buyer of the affirmation
of fact. W agree with the analysis of the court in Murphy v.
Mallard Coach Co., 582 N Y.S. 2d 528 (NY. App. Dv. 1992),
affirmng a judgment for the plaintiff on a breach of express
witten warranty. Rejecting the argunment presented here by Rite
Aid, the appellate division said:

"[While the warranty was technically handed over arfter

plaintiffs paid the purchase price, the fact that it was

givento plaintiffs at the tinme they took delivery of the
not or home renders it sufficiently proxinate in time so

as to fairly be said to be part of the basis of the

bargain (compare, UCC [8] 2-313, comment 7; 1 Wiite and

Summers, Uniform Commercial Code, 8§ 9-5, at 448-455 [3d

ed.]). To accept the manufacturer's argunent that in

order to be part of the basis of the bargain the warranty

must actually be handed over during the negotiation

process so as to be said to be an actual procuring cause

of the contract, is to ignore the practical realities of

consuner transacti ons wherein the warranty card general ly
comes with the goods, packed in the box of boxed itens or
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handed over after purchase of |arger, non-boxed goods
and, accordingly, is not available to be read by the
consuner until after the itemis actually purchased and

brought hone. I ndeed, such interpretation would, in
effect, render al nost all consuner warranti es an absol ute
nul lity."

Id. at 531 (sone citations omtted). See also In re

Bridgestone/Firestone, Inc. Tires Prods. Liability Litigation, 205
F.R D. 503, 527 (S.D. Ind. 2001), rev. on other grounds, 288 F.3d
1012 (7th Gr. 2002) ("Wether the consunmer was aware of the termns
of the witten warranty before the purchase or not, it was
certainly part of the bargain, in that the warranty was part of
what the seller sold to the buyer").

The Fourth GCircuit, applying Virginia law, in Martin v.
American Med. Sys., Inc., 116 F.3d 102 (4th G r. 1997), considered
a breach of express warranty claiminvolving a penile prosthesis,
which the plaintiff asserted caused infection. The plaintiff had
t he product inserted in a hospital, and docunents acconpanyi ng the
delivery of the product stated in part that it was "'delivered to
the hospital prefilled and sterile."" Id. at 103. The plaintiff
did not learn of this representation until the litigation began.
Neverthel ess, the court held that "[t]he express warranty inquiry
focuses on what it is that the seller agreed to sell, and, absent
clear proof that the parties did not intend their bargain to
i nclude the seller's description of the goods, that descriptionis

an express warranty." Id. at 105.
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For all the foregoing reasons we hold that Rite Aid expressly
warrant ed that doxycycline could be taken with mlk or other dairy
products.

II. Preemption

W now address Rite Ad s argunent based on the Suprenacy
Cl ause of the United States Constitution. The subm ssion contains
two steps. Rite Aid first assunmes that the Congress of the United
States, by enacting the | abeling provisions of the Food, Drug, and
Cosnetic Act (FDCA), 21 U.S.C. 8 301 et. seqg., intended to preenpt
state | aw causes of action against prescription drug nmanufacturers
that are based on representations in, or omssions from the
product's "l abel ," as approved by the FDA.7 Fromthat premse Rite
Ai d next argues that the inmunity fromthat class of actions under
state | aw should be extended to pharmaci es that choose, although
not legally conpelled to do so, to furnish to their custoners
i nformati on concerning prescriptiondrugs that is substantially the
same as in the manufacturer's | abel.

Rite Aid does not contend that express preenption applies to
the prescription drug here. The silence of Congress concerning
preenption of state law with respect to prescription drugs nay be
contrasted with 21 U S C. 8 379r(a), prohibiting any state or

political subdivision thereof fromestablishing any "requirenent”

I'n this part of the opinion, "label" neans a docunment of the
type represented by the eight page description of doxycycline for
whi ch Wat son obt ai ned FDA approval .
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for nonprescription drugs "that is different fromor in addition
to, or that is otherwi se not identical with, a requirenment under,"
inter alia, the FDCA. This express preenption provision barred a
state |law express warranty action involving an over-the-counter
product for head lice in Kanter v. Warner-Lambert Co., 99 Cal. App.
4th 780 (2002).

Nor do we deal with preenption by occupation of the field. 1In
Hillsborough County, Fla. v. Automated Med. Laboratories, Inc., 471
UsS. 707, 105 S. C. 2371 (1985), the local governnent regulated
bl ood pl asma col | ection centers by requirenents additional to those
federal ly inposed. Sustaining the local regulation, the Court
sai d:

"To infer pre-enption whenever an agency deals with a

probl emconprehensively is virtually tantanmount to sayi ng

t hat whenever a federal agency decides to step into a

field, its regulations will be exclusive. Such a rule,

of course, would be inconsistent with the federal -state

bal ance enbodi ed i n our Supremacy Cl ause juri sprudence.”

Id. at 717, 105 S. C. at 2377.

Further, this is not a case of direct conflict, as illustrated
by Dowhal v. SmithKline Beecham Consumer Healthcare, 88 P.3d 1
(Cal. 2004), on which Rite Aid relies. In that case, as a result
of a California initiative requiring warnings on products
containing chemcals known to the state to cause reproductive
toxicity, the California health authorities mandated a warning for

products containing nicotine, including nicotine replacenent

therapies. It read, ""WARNING This product contains a chem ca

-27-



known to the State of California to cause birth defects or other
reproductive harm'" 1d. at 3. The FDA-approved warning, whichis
set forth in the margin, "serve[d] a nuanced goal--to inform
pregnant wonmen of the risks of [nicotine replacenent therapy]
products, but in a way that will not |ead sonme wonen, overly
concerned about those risks, to continue snoking." I1d. at 15.%

No such direct conflict is presented here.

The conflict, as Rite Aid perceives it, is that, in order to
avoid the state law warranty liability that the jury found, Rite
Ai d nust depart fromthe FDA approved | anguage of the Watson | abel.
Such a result, Rte Aid submts, conpels preenption; otherw se,
Rite Ald would be subjected to crimnal penalties for m sbranding
under 21 U S.C. 8§ 331(a), (b), and (k). We disagree with the
argunment both factually and |egally.

Under the instructions of the court, the jury's finding of
express warranty is based upon the text of the Rte ADVICE
panphl et, not of the Watson | abel. The variations between the

Wat son approved |abel and the R te ADVICE panphlet apparently

8The FDA's warni ng st at ed:

"*If you are pregnant or breast-feeding, only use this
medi cine on the advice of your health care provider
Snoki ng can seriously harm your child. Try to stop
snoki ng wi t hout using any ni cotine repl acenent nedi ci ne.
This nmedicine is believed to be safer than snoking.
However, the risks to your child fromthis nedicine are
not fully known.'"

Dowhal, 88 P.3d at 4.
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result from decisions nade by the editors of the PPl at First
Dat abank, and not from a requirenent of Maryland law. The Rite
ADVI CE panphl et om ts precautions concerning which "[a]ll patients
t aki ng doxycycline should be advised[.]" The Rite ADVI CE panphl et
omts the statenment, presented in the |abel, that "the absorption
of tetracyclines is reduced when taken wi th foods, especially those
which contain calcium” The Rite ADVICE panphlet omts the
statenent in the | abel: "However, the absorption of doxycyclineis
not markedly i nfluenced by sinmultaneous ingestion of food or mlKk."
Finally, the R te ADVICE panphl et juxtaposes its advice to take
doxycycline "with food or mlk if stomach upset occurs unl ess your
doctor directs you otherwise,” with a statenment which the jury
reasonably could conclude directs the patient's attention to
antacids as the potential cause of absorption problens.?®

Rite Aid' s |l egal theory seens to rest on that formof inplied
federal preenption that arises when the state |aw inpedes
acconplishing a federal purpose. Michigan Canners & Freezers Ass'n
v. Agricultural Marketing & Bargaining Bd., 467 U.S. 461, 469, 104
S. C. 2518, 2523 (1984). The inapplicability of this form of
preenption to state |law actions that factually are based on FDA

approval of the manufacturer's |abel is denonstrated by the many

°As previously noted, the Rite ADVI CE panphl et states: "Avoid
taking antacids containing magnesium alumnum or calcium
sucral fate, iron preparations or vitamn (zinc) products within 2-3
hours of taking this nedication. These products bind with the
medi ci ne preventing its absorption.”
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cases upholding state l|aw products Iliability clains against
phar maceuti cal manufacturers whose | abel s have been FDA approved.
Typically, these cases rest liability on failure to warn or
defective design of the pharmaceutical, or both.

In Graham v. Wyeth Laboratories, 906 F.2d 1399 (10th Gr.),
cert. denied, 498 U.S. 981, 111 S. C. 511 (1990), the court,
al t hough reversing a judgnent for the plaintiff in a defective
desi gn case, adopted the opinion of the District Court on sunmary
judgnent, Graham v. Wyeth Laboratories, 666 F. Supp. 1483 (D. Kan.
1987), as its rationale for rejecting a preenption argunent
advanced by t he manuf acturer defendant. That District Court stated
the rule to be: "FDA regulations of prescription drugs are
generally viewed as setting minimum standards, both as to design
and warning." I1d. at 1491. The court supported the rule by the
followi ng citations:

"Brochu v. Ortho Pharmaceutical Corp., 642 F.2d 652 (1st
Cr. 1981) [(design defect)]; Salmon v. Parke-Davis &
Co., 520 F.2d 1359 (4th G r. 1975) [(failure to warn)];
... MacGillivray v. Lederle Laboratories, 667 F. Supp.
743, 746 (D.N. Mex. 1987) [(defective design)]; Toner v.
Lederle Laboratories, 112 ldaho 328, 732 P.2d 297, 311
n.12 (1987) (' FDA certification represents only the FDA' s
opi nion, albeit an informed one, of the safety and
efficacy of the drug. Regrettably, drugs occasionally
prove not so safe as the FDA first believed.")
[ (defective condition)]; Wooderson V. Ortho
Pharmaceutical Corp., 235 Kan. 387, 681 P.2d 1038, cert.
denied, 469 U.S. 965, 105 S. C. 365, 83 L. Ed. 2d 301
(1984) [(failure to warn)]; Feldman v. [Lederle
Laboratories, 97 N. J. 429, 479 A 2d 374 (1984) [(failure

to warn)]; Barson v. E.R. Squibb & Sons, Inc., 682 P.2d
832, 836 (Uah 1984) [(breach of warranty; failure to
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warn)]; Ferrigno v. El1i Lilly & Co., 175 N.J. Super. 551,

420 A.2d 1305 (1980) [(breach of warranty; failure to

warn; design defect)]; Bristol-Myers v. Gonzales, 548

S.W2d 416 (Tex. Civ. App. 1976) [(failure to warn)];

McEwen v. Ortho Pharmaceutical Corp., 270 Or. 375, 528

P.2d 522 (1974) [(failure to warn)]; Stevens v. Parke-

Davis & Co., 9 Cal. 3d 51, 107 Cal. Rptr. 45, 53, 507

P.2d 653, 661 (1973) [(failure to warn)]."

Id.

QG her <cases to the same effect are Tobin v. Astra
Pharmaceutical Prods., Inc., 993 F.2d 528, 536-38 (6th Cr.)
(defective design), cert. denied, 510 U S. 914, 114 S. C. 304
(1993); Hurley v. Lederle Laboratories Div. of Am. Cyanamid Co.,
863 F.2d 1173, 1176-77 (5th Gr. 1989) (failure to warn and
defective design); Abbot v. American Cyanamid Co., 844 F.2d 1108,
1110-14 (4th Cr.) (failure to warn and defective design), cert.
denied, 488 U.S. 908, 109 S. C. 260 (1988); Morris v. Parke, Davis
& Co., 667 F. Supp. 1332, 1339-40 (C.D. Cal. 1987) (defective
design); Shackil v. Lederle Laboratories, 561 A. 2d 511, 527 (N.J.
1989) (defective design); McDonald v. Ortho Pharmaceutical Corp.,
475 N. E. 2d 65, 70-71 (Mass.) (failure to warn), cert. denied, 474
US 920, 106 S. C. 250 (1985). Thus, J. Beck & A. Vale, Drug and
Medical Device Product Liability Deskbook 8 5.02[5], at 5.02-13

(2004), states:

"Deci sions addressing inplied preenption so far support
the foll om ng observati ons:
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"« Inplied preenption does not broadly preenpt
traditional warning or design defect clains."

(Footnote omtted).

Rite Aid has referred us to one officially reported decision
hol di ng that FDA approval of the |abeling of a prescription drug
precluded a state lawclaim in that case, failure to warn. It is
the opinion of a United States Magi strate Judge in the District of
North Dakota in 2002, in which the holding is an alternative ground
of decision. See Ehlis v. Shire Richwood, Inc., 233 F. Supp. 2d
1189 (D.N.D. 2002). On appeal, the Eighth G rcuit did not address
that alternative ground of decision, but held that sunmary j udgnent
was appropriately granted for the manufacturer based upon the
| earned intermediary doctrine. Ehlis v. Shire Richwood, Inc., 367

F.3d 1013 (8th Gir. 2004).12

YRite Aid also cites us to tw decisions that are not
officially reported, Needleman v. Pfizer, Inc., 2004 W. 1773697
(N. D. Tex. 2004), and Dusek v. Pfizer, Inc., 2004 W. 2191804 (S.D.
Tex. 2004). The plaintiffs' theory in both cases was that the
manuf acturer of Zoloft failed to warn that the drug caused sui ci de
in some patients. Both cases hold that the clai magainst the drug
manuf act urer was preenpted by the FDCA s | abel i ng provi sions. Both
cases rely on that argunent's having been advanced to the Ninth
Circuit in a FDA amcus brief on an appeal by the plaintiff in
anot her Zol oft case. Motus v. Pfizer, Inc., 358 F.3d 659 (9th Gr.
2004). In Motus, the District Court had granted summary judgnment
in favor of the manufacturer on causation grounds. Motus v.
Pfizer, Inc., 196 F. Supp. 2d 984 (C.D. Cal. 2001). The Ninth
Circuit affirmed on the ground that the adequacy of the warning was
irrel evant because the prescribing doctor did not read Pfizer's
war ni ng. Thus, the Ninth Crcuit did not reach the preenption
i ssue argued by Pfizer and the FDA
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Wet her approval by the Environnental Protection Agency (EPA)
of the | abel of a pesticide preenpted a state |aw claimof breach
of express warranty was before the Suprene Court of the United
States in Bates v. Dow Agrosciences LLC, U S , 125 S. .
1788, 2005 W. 957193 (2005). The approved |abel on the product
st at ed: "Use of Strongarm is reconmended in all areas where
peanuts are grown." Farmers in Texas sued the manufacturer
contendi ng that the product stunted the growth of peanuts in soils
with pHlevels of 7.0 or greater. The statute under which the EPA
had approved the |abel provided that a state, undertaking the
regul ation of the sale or use of a federally regi stered pesti cide,
"shall not inpose or continue in effect any requirenments for
| abeling or packaging in addition to or different from those
requi red under this subchapter.” 7 U S.C. § 136v(b). The Suprene
Court held that the petitioner's express warranty claimwas not in
conflict with the labeling required under § 136v(b) and was not
preenpted. The Court said:

"Rul es that require manufacturers to design reasonably

safe products, to use due care in conducting appropriate

testing of their products, to market products free of

manufacturing defects, and to honor their express
warranties or other contractual commtnents plainly do

not qualify as requirenents for 'l abeling or packagi ng.

None  of these common-law rules requires that

manuf acturers |abel or package their products in any

particul ar way. Thus, petitioners' clains for defective

desi gn, defective manufacture, negligent testing, and

breach of express warranty are not pre-enpted.

"To be sure, Dow s express warranty was | ocated on
Strongarmi's | abel. But a cause of action on an express
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warranty asks only that a manufacturer make good on the
contractual commitnent that it voluntarily undertook by

placing that warranty on its product. Because this
common- | aw rul e does not require the manufacturer to nake
an express warranty, or in the event that the

manuf acturer elects to do so, to say anything in
particular in that warranty, the rule does not inpose a
requi renent 'for |abeling or packaging.'"

U S at

125 S. . at 1798-99, 2005 W 957193, at *8
(citations and footnotes omtted).

The above-cited decisions, holding that FDA approval of a
prescription drug is not preenptive, are consistent with Maryl and
I aw. The Court of Appeals has held that conpliance by a
manufacturer wth federal safety standards permts an inference
that the product is not dangerous, but such conpliance does not
preclude a finding of negligence for failure to take additiona
precautions. See Ellsworth v. Sherne Lingerie, Inc., 303 Ml. 581,
602, 495 A 2d 348, 358 (1985).

| nasnmuch as federal approval of a pharmaceutical or pesticide
manuf acturer's product and its | abeling generally does not preenpt
state law tort or express warranty actions, a fortiori, that
approval does not preenpt state |law clains based on a PPl which a
phar macy, unregul ated by the FDA, chooses to cause to be produced
and to distribute to custoners at the point of sale.

An amicus brief in support of Rite Aid has been filed by the
Nat i onal Association of Chain Drug Stores, Inc. and the American

Phar maci sts Association. It undertakes to explain, or at least to
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advance one factor, underlying the deci sions by pharmaci es to cause
production of house | abel PPls for prescription drugs.

As we have explained, supra, traditionally, under the FDCA
framework, labeling information is intended for the prescribing
physi cian, not the patient. And see C. WAl sh et al., The Learned
Intermediary Doctrine: The Correct Prescription for Drug Labeling,
48 Rutgers L. Rev. 821, 827-28 (1996). Neverthel ess, beginning in
the late 1970s, a novenent arose to require w der dissem nation of
pharmaceutical information to patients. 1In 1979, the FDA i ssued a
proposed rule, requiring PPIs for all prescription drugs.
Prescription Drug Products: Patient Labeling Requirement, 44 Fed.
Reg. 40,016, 40,019-22 (1979). In this proposed rule, the FDA nade
clear that the PPl requirement was not intended to disturb
traditional tort |aw principles governing the duties of care owed
to patients by persons engaged in health care:

"Patient labeling is not intended to define the duty or

set the standard of care manufacturers, physicians,

pharmaci sts, or other dispensers owe to the patient who

uses the product. ... Patient labeling will be required

sol el y because of its positive effects, to suppl enent the

information whichit isthetraditional responsibility of
physi ci ans, pharmaci sts, and ot her di spensers to provide

to patients.”

Id. at 40, 023.

The final rule, published at 45 Fed. Reg. 60,754 (1980)

(codified at 21 CF.R § 203 (1981)), required "manufacturers and

distributors of prescription drug products to provide [PPIs] for

prescription drug products to dispensers. Di spensers are then
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required to provide the [PPIs] to patients when a drug product

is dispensed." I1d. at 60,756. The final rule nmandated that the
PPls be witten in "nontechnical I|anguage and ... be based
primarily on the professional |abeling for the product." 1Id.

Al though the final rule was scheduled to take effect on
Cctober 14, 1980, it never was inplenented. | nstead, the FDA,
after further review of the regulation, formally revoked the rule
on Septenber 7, 1982. 47 Fed. Reg. 39, 147, 39, 147 (1982) (revoking
rule codified at 21 CF. R 8§ 203 (1981)).

Interest in the PPl requirenent, however, continued. 1In the
m d- 1990s, the FDA issued proposed rul emaki ng, Prescription Drug
Product Labeling: Medication Guide Requirements, (0 pronote
"private sector initiatives." 60 Fed. Reg. 44,182, 44,182 (1995).
Specifically, the FDA set a "goal of distributing useful patient
information to 75 percent of i ndividuals receiving new
prescriptions by the year 2000 and 95 percent of individuals
recei ving new prescriptions by the year 2006." The FDA war ned,
however, that if these goals were not net by private efforts, the
agency woul d i ntervene.

Approxi mately one year |l ater, Congress intervened. By 8 601
of Public Law 104-180 of August 6, 1996, 110 Stat. 1593, Congress
withheld for a limted period of tine the authority from the
Secretary of the Departnent of Health and Human Services to

I npl ement t he proposed rul emaki ng. Congress directed the Secretary
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to request "national organizations representing health care
prof essi onal s, consuner organi zations, voluntary health agencies,
the pharmaceutical industry, drug wholesalers, patient drug
i nformati on database conpanies, and other relevant parties [toO]
col |l aborate to develop a | ong-range conprehensive action plan to
achi eve goals consistent with the goals of the proposed rule[.]"
The private sector presented an action plan in Decenber 1996 to the
Secretary.

At the time Rite Aid dispensed the doxycycline to Ms. Levy-
Gray, the legal status of a pharmacy, viz-a-viz FDA regul ation of
phar macy-originated PPls, was as descri bed above. Neither am ci
nor Rite Ad has directed our attention to any subsequent
devel opnents. W fail to see howthis interesting history has any
legally recognized effect in support of Rite Ad s preenption
argument .

Accordingly, we hold that there is no federal preenption of
the warranty action in this case.

ITT. and IV. Expert Testimony

Rite Aild presents two argunents related to nedical expert
t esti nmony. First, it asserts that Plaintiff failed to present
“reliable"” expert testinony regarding causation. Second, it
suggests that the trial court inproperly permtted the jury to hear
expert opinion that was not rendered to a reasonabl e degree of

medi cal "certainty." W shall address these issues together.
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A. Causation
Rite Aid challenges Plaintiff's nmedical causation evidence
under Maryland Rule 5-702.' It asserts that Plaintiff's experts'
testinony "l acked the required factual support and anal ysi s t hrough
a proper nethodol ogy" and "contradi cted the undi sputed concl usion
of every study and authority presented at trial." Appellant faults
those experts for not providing "a single study or textbook to
support the notion that mlk interferes with the absorption of
doxycycline to a clinically significant degree." Rite Ad
characterizes the Iink between Plaintiff's post-Lyme syndronme and
a decrease in the absorption of doxycycline as "specul ative" at
best. Plaintiff, in response, correctly points out that conflicts
inthe evidence were for the jury to resolve and that the testinony
of Dr. Lafferman and Dr. Neil A Crane (Dr. Crane) was sufficient

to neet her burden of proving causation.
As a general rule, the qualifications of an expert witness are

to be determined by the trial judge in the exercise of sound

“Maryl and Rul e 5-702 provides:

"Expert testinony may be admitted, in the form of an
opinion or otherwise, if the court determ nes that the
testinmony will assist the trier of fact to understand the
evi dence or to determine a fact in issue. |In making that
determ nation, the court shall determ ne (1) whether the
witness is qualified as an expert by know edge, skill,
experi ence, trai ni ng, or educat i on, (2) t he
appropri at eness of the expert testinony on the particul ar
subject, and (3) whether a sufficient factual basis
exi sts to support the expert testinony."
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di scretion. In re Adoption/Guardianship No. CCJl14746, 360 Ml. 634,
646-47, 759 A 2d 755, 762 (2000). As the Court of Appeals has

expl ai ned:

"[T]he admi ssibility of expert testinony is a matter
| argely within the discretion of the trial court and its
action will seldomconstitute a ground for reversal. It
is well settled in this State, however, that the tria
court's determnation is reviewabl e on appeal and may be
reversed if it is founded on an error of law or sone
serious mstake, or if the trial court clearly abused its
di scretion.”

Radman v. Harold, 279 M. 167, 173, 367 A 2d 472, 476 (1977)
(citations omtted).

It is not the relative appropriateness to the particular
subject matter of one type of expert over another that determ nes
qualification to opine. This was nmade clear in Deese v. State, 367
Ml. 293, 786 A.2d 751 (2001). There, the Court of Appeals found no
abuse of discretion in qualifying a specialist in pediatric
emergency care as an expert in a child abuse death case, despite
the defendant's argunent that an expert in forensic pathol ogy woul d
have been nore qualified. In Deese, the Court explained:

"Assum ng, arguendo, that the nobst relevant field of

expertise was forensic pathology, as distinct from

pedi atrics and pediatric energency nedicine, previous

deci sions have affirmed a trial court's adm ssion of

expert testinony when the expert, although not a

specialist in the field having the nost sharply focused

rel evancy to the i ssue at hand, neverthel ess coul d assi st

the jury in light of the witness's 'formal education

prof essi onal training, personal observations, and actual

experience.' Massie v. State, 349 Ml. 834, 851, 709 A 2d

1316, 1324 (1998)."

Id. at 303, 786 A 2d at 756.
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Rite Ald relies heavily on Giant Food, Inc. v. Booker, 152 M.
App. 166, 831 A 2d 481, cert. denied, 378 M. 614, 831 A 2d 481
(2003), a workers' conpensation case. At issue was whether the
cl ai mant had been exposed to Freon gas and whether that exposure
had caused his adult on-set asthma. The Court noted that, "sinply
because a witness has been tendered and qualified as an expert in
a particular occupation or profession, it does not followthat the
expert may render an unbridled opinion, which does not otherw se
conport with Mi. Rule 5-702." Id. at 182, 831 A 2d at 490.
Rat her, an expert's opinion nust have a "'sufficient factual basis
to support a rational conclusion[.]"" Id. (citation omtted).
O herwi se, that expert testinony anmounts to nere "'conjecture,
specul ati on, or inconpetent evidence.'" 1I1d. at 182-83, 831 A 2d at
490 (citation omtted); see also McLain, Maryland Evi dence § 702: 2,
at 731-33 (2001). The Booker Court also stressed that expert
testinmony must "reflect the use of reliable ... methodology in
support of the expert's conclusions."” Id. at 183, 831 A 2d at 490.
Appl ying these principles to the chall enged testinony in that case,
t he Booker Court held that the expert's opinion was not adm ssible
because he stated flatly that he was not cl ear about the substance

to which the claimant had been exposed. '?

2Specifically, he stated, ""I'm ... still not clear exactly

what happened there. So if it was a clear cut agent that we knew
for sure what it was, it would help. But | don't -- | think things
are not very clear cut tonme.'" 1I1d. at 186, 831 A 2d at 492. The
(conti nued. . .)

- 40-



W hol d that the nmedical causation el enent of Plaintiff's case
is supported by Dr. Crane's and Dr. Lafferman's testinony. The
former, board certified in internal nedicine and infectious
di seases, treated two or three cases of Lyne disease annually, for
which he prescribed doxycycline. He advised his doxycycline
patients "to avoid food altogether, take it wth water, but
especially avoi d cal ciumcontai ni ng waters such as antacids, itens,
things |like that, and dairy products that contain calcium"” He so
advi sed his patients because "[w]e just want optinal absorption.”

Based on the records of Dr. Haile and Dr. Lafferman, Dr.
Crane reached the conclusion that "mlk and dairy products
interfered wwth [Plaintiff's] therapy.” He explained: "I think she
was basically cured of Lyne di sease by the end of Decenber but then
she had post infectious conplications of the Lyne disease. That
usual | y doesn't happen with proper treatnment. So nmy conclusion is
that the interference with absorption le[d] to that.” The records
i ndi cated that "she wasn't show ng any i nprovenent, so she stopped
using the mlk products and then she started i nproving." Although

he acknow edged that a certain percentage of Lyne di sease cases do

2(. .. continued)
expert also stated that his "'research was limted to | ooking up
some text books and things Iike that and | did not see Freon causing
asthma in those textbooks.'" 1d. Nevertheless, the expert stated
his opi nion that the exposure to the chem cal, determ ned by OSHA
i nvestigators to be Freon, had caused the claimant to devel op
asthma in that case.
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not resolve with proper treatnent, he stated that this was |ess
likely in Ms. Levy-Gray's case, given her nedical history.

Dr. Lafferman, in addition to practicing internal medicine,
hol ds a graduat e degree in clinical pharnacol ogy. She sees roughly
five Lyne disease patients a nonth. She agreed that patients
t aki ng doxycycline should avoid dairy products. Based on general
know edge regarding the tetracycline famly of drugs*® and on
Plaintiff's course of treatnment, Dr. Laffernman opined that
Plaintiff's post-Lyne di sease synptons resulted fromthe decrease
in absorption of doxycycline that was caused by the concom tant
ingestion of mlk products. She explai ned:

"[Plaintiff] was given a nedicine. She was taking it

with mlk. She stopped taking it with mlk, and she

started to get better. Bef ore when she was taking it

with mlk, she did not get better. Tenporally that shows
me nmedically that she had a decrease[d] effect of the

drug before she stopped taking it with mlKk. c.. e
frequently judge efficacy on those kinds of things. W
al so judge side effects. ... | think that is the tine

span in this that makes a supporting evidence for a drug
interaction.”

(Enmphasi s added). Unlike the testinmony in Booker, the testinony of
Plaintiff's experts rested on a sufficiently sound basis to be

adm ssi bl e.

BAl 't hough Dr. Laf f er man' s, and some other experts',
under st andi ng of calciun s effect on the absorption of doxycycline
came fromtheir know edge of calcium s effects on the tetracycline
class of drugs as a whole, we agree with the circuit court that
Rite Aid s suggestion that these experts did not know or ignored
the fact that doxycyline was distinguishable fromthe rest of the
tetracycline class of drugs "is not a fair comment, nor is it a
correct statenent of their testinony."
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Rite A d asserts that the decrease in absorption of
doxycycline caused by m |k products is not clinically significant,
based principally on the statenment in the Wat son FDA- approved | abel
that the drug's effectiveness is not markedly reduced by ingestion
with mlk. The operative words in Rte Ad s argunent are
"significant” and "not nmarkedly."” The evidence, with which Rite
Aid's expert witnesses generally agreed, was that mlk produces
about a twenty percent reduction in the absorption of doxycycline.
Whether that is clinically significant in the general popul ation
under sone risk-benefit analysis applied by the FDA, see Grundberg
v. Upjohn Co., 813 P.2d 89, 96-97 (Uah 1991) (describing FDA
approval process), is not the issue before us. Likew se, whether
a lack of clinical significance in the general popul ation would be
defensive to a failure to warn claimis not the issue before us.
We deal here with breach of an express warranty--that doxycycline
was conpatible with mlKk. "If an express warranty exists, the
reason it was breached is immterial. "The obligation of a
warranty is absolute, and is inposed as a nmatter of |[|aw
i rrespective of whether the seller knew or shoul d have known of the
falsity of his representations.'"” Beck & Vale, supra, 8§ 2.08, at
208-1. Here, there was sufficient evidence that the m|k-induced
reduction in absorption of the drug was clinically significant to

Ms. Levy-G ay.
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B. Dr. Levy and Dr. McDonald

Rite Aid al so argues that the testinony of two experts called
by Plaintiff, Dr. Levy and Dr. Andrea McDonald (Dr. MDonal d), was
not rendered to a reasonable degree of nedical "certainty."
Nei ther the law nor the facts nost favorable to Plaintiff support
t hat argunent.

Legal Iy, an opi nion by a nmedical expert need not be expressed
to a reasonable degree of nedical certainty in order to be
admi ssi bl e. An opinion held to a reasonable degree of nedical
probability is sufficient. See Mayor & City Council of Baltimore
v. Theiss, 354 MJ. 234, 262, 729 A 2d 965, 980 (1999) (Rodowsky,
J., concurring); Davidson v. Miller, 276 M. 54, 61-62, 344 A 2d
422, 427-28 (1975); Samuel v. Ford Motor Co., 112 F. Supp. 2d 460,
470-71 (D. M. 2000).

Dr. Levy, a urological oncologist from Washington State,
regularly prescribed doxycycline to patients he diagnosed with
prostatitis. He was recognized by the court as an expert in the
"proper admnistration of doxycycline, [and] the way to provide
i nformati on regardi ng doxycycline[.]" H's statenent on deposition
that he did not consider hinself an "expert"” on the absorption of
doxycycline went to the weight of his testinony, and not to its
adm ssibility.

Dr. Levy sat on the "fornms commttee"” of the Everett Cinic,

where he worked as a physician. The Everett Cinic's 2002 PPl for
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doxycycline, distributed by the clinic's pharnacy, advi sed patients
to take doxycycline without food, unless stomach upset occurred.
Dr. Levy stated that the information in the flier was consistent
with the peer review material in the field. The Everett Cdinic
pharmacy al so pl aced a sticker on the prescription bottle reading:
"Do not take dairy products[,] antacids or iron preparations within
1-hour of this preparation[.]" The short answer to Rte Ads
objection to this testinony is that it was conpetent and rel evant
on the failure to warn claim that was viable until the jury
verdict. Rite Aild has not directed us to any request on its part
that the jury's use of the evidence be |imted.

Dr. MDonald, a Doctor of Pharmacy, worked as a clinical
phar maci st . The trial court recognized her as an expert in
pharmacy and drug interaction. Her know edge of doxycycline cane
fromher training in pharmacy school and in the residency foll ow ng
that training. Like Dr. Levy, she denied that she was an expert in
t he absorption of doxycycline, but it was not for her to determ ne
whet her she qualified as an expert. |In any event, her opinion that
the drug's interaction with mlk posed a risk of decreased
absorption cane into evidence w thout objection.

V. Jury Instructions
Rite Aid' s final points relatetothe rejection by the circuit

court of Rite Ad s requests that its special instruction on
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causation, ! and Maryland Pattern Jury Instructions 26:10(a)* and
10: 4'® be given. In order for Rite Aid to have been entitled to
these instructions, the |l egal propositions to be enbraced in them
must have been generated by the evidence. See Farley v. Allstate
Ins. Co., 355 M. 34, 47, 733 A 2d 1014, 1020 (1999). Furt her

Maryl and Rul e 8-504(a)(4) requires that a brief shall contain "[a]
cl ear concise statenent of the facts material to a determ nati on of
t he questions presented” and that "[r] eference shall be made to t he

pages of the record extract supporting the assertions.”

YRite Aid's special jury instruction No. 11 reads:

"Where there are several potential causes of M. Levy-
Gray's injury and Rite Aid is responsible for only one
Ms. Levy-Gray cannot recover if you would be required to
specul ate as to which of these acts actually caused the
Injury."”

BWPJI-Civ 26:10(a), intended for products liability actions,
reads:

"A person cannot recover danages for breach of warranty
if the injury or damage resulted from an allergy or
physi cal sensitivity to which nornmal persons are not
subject unless the seller had reason to know that the
plaintiff was abnormally vulnerable to injury fromthe
product . "

The comment to the Pattern Jury Instruction refers to the
“[i]nplied warranty of fitness."

MPJI -Ci v 10: 4 reads:

"A person who had a particular condition before the
acci dent may be awarded damages for the aggravation or
wor seni ng of that condition.™
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Wth respect to its causation instruction, Rite Ald asserts
that the harm suffered by Plaintiff "mght have been caused by
genetic factors[.]" Rite Aid does not refer us to any opinion
evi dence that the probable cause of the post-Lyne syndrone was a
genetic anonaly. Absent any opinion evidence that woul d permt the
jury to consider genetics as an alternative, as opposed to a
concurrent, cause, the denied instruction would have invited
specul ation, even if we assune the validity of Rite Aild' s |ega
prem se.

W infer that Rite Ald has in mnd, as evidentiary support,
t he passage quoted below fromthe direct exam nation of Dr. Haile.

"Q And is the post Lyne syndrone caused at all by
when you take Doxycycline or how much Doxycycline you
t ake?

"A. That is a good question. And we believe for

the nost part that post Lyne syndrone is sonething that

is genetically determ ned, although we are not absol utely

certain of that. But there do seemto be certain genetic

di fferences in people who devel oped post Lyne syndromnes

fromthose who do not.

"There i s sonme i nformati on about how early you
catch it, how early you get Lyne di sease and whet her you

are nore likely or not to develop Lyne syndrone. It is

controversial. There is not a lot of literature on it.

But it seens in people who go | onger than say two nont hs

W t hout adequate treatnent, there may be a nore — it may

be nore likely in those individuals to devel op a post

Lyne syndrone. | think that Mss Gay was actually

di agnosed quite pronptly[.]"

On cross-exam nation, Dr. Haile acknow edged that he did not

know Plaintiff's genetic makeup and had not perfornmed any tests to
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determ ne her genetic markers. Thus, there was no evi dence tying
t he non-responsive portions of Dr. Haile's answer to Plaintiff.

Nor does Rite Ald direct us to any nedical opinion that
Plaintiff suffered "from an allergy or physical sensitivity to
whi ch normal persons are not subject[.]" Consequently, assum ng
that MPJI-Cv 26:10(a) is a correct statenent of the law in an
express warranty case, Rite Ad has not denonstrated any
prejudicial error in the court's denial of that instruction.

Interestingly, the circuit court instructed the jury on the
"eggshel |l skull rule,” D. Dobbs, The Law of Torts 8 188, at 464-65
(2000), as set forth in the margin.! There was no exception taken
to this instruction, and no request that it belimted to the tort
claim

As the evidentiary foundation for the granting of MPJI-Civ
10:4, Rite Aid points to the evidence of the synptons suffered by
Plaintiff during the onset of her Lyne disease. Rite Aid, however,
does not direct us to any evidence from which the jury could
di stinguish between the harm resulting from contracting Lyne

di sease and frompost-Lyne syndronme. Moreover, absent a transcript

"The court instructed:

"The effect that an injury mght have upon a
parti cul ar person depends upon the susceptibility of that
injury by that person. |In other words, the fact that the
injury may have been | ess serious if inflicted on anot her
person does not mean in any way that damages are to be
dimnished if to be awarded to the person who sustai ned
Injury."
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of the jury argunent, Rite Aid cannot denonstrate that the denial
of the instruction was prejudicial. The theory of Plaintiff's case
was that the harmresulting from the breach of warranty was the
post-Lyne syndrone, and it is fair to infer that Plaintiff argued
the case that way to the jury.

For all of the foregoing reasons, we shall affirmthe judgnent
bel ow. Accordingly, it is unnecessary that we consider Plaintiff's
cross- appeal .

JUDGMENT OF THE CIRCUIT COURT FOR
BALTIMORE COUNTY AFFIRMED.

COSTS TO BE PAID BY THE APPELLANT.
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