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QUESTION PRESENTED 

 
 This case concerns drug and nutrient shortages 
created in Food, Drug, and Cosmetics Act regulated 
markets. American citizens with illnesses or injury 
are required to obtain State-issued prescriptions for 
medication and purchase these medications from only 
the Food and Drug Administration’s “FDA” approved 
sources. When sole-source FDA licensees refuse to 
honor State-issued prescriptions, U.S. citizens diag-
nosed with otherwise treatable disease must either 
wait, foregoing treatment, or must purchase poten-
tially ineffective and unsafe medication from unregu-
lated markets. 

 With the proliferation of over three hundred FDA 
prescription drug shortages, a new and imperative 
legal and public health question has emerged: 

 Does an FDA licensee have a duty to honor State-
issued prescriptions for the medications it licenses 
under the Food, Drug, and Cosmetics Act? 
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PETITION FOR A WRIT OF CERTIORARI 

 Mrs. Lacognata on behalf of herself and other 
prescription drug shortage victims similarly situated, 
respectfully petition for a writ of certiorari to review 
the judgment of the United States Court of Appeals 
for the Eleventh Circuit in Lacognata et al. v. 
Hospira, Inc., No. 12-14078 (Carnes, E., Wilson, C. R., 
and Huck, P.C.). 

---------------------------------  --------------------------------- 
 

OPINIONS BELOW 

 Judgment filed on June 7, 2013 in the United 
States Court of Appeals for the Eleventh Circuit 
affirming the order of dismissal of Petitioner’s com-
plaint against Hospira, Inc. entered by the United 
States District Court for the Middle District Court of 
Florida is unpublished in the Federal Reporter. (Pet. 
App. 1a-3a). Lacognata v. Hospira, Inc., No. 12-14078, 
___Fed.Appx.___, 2013 WL 2451166 (11th Cir., June 
7, 2013). 

 Order filed on July 27, 2012 in the United States 
District Court for the Middle District of Florida 
granting Hospira’s motion to dismiss (Pet. App. 4a-
12a) is unpublished in the Federal Reporter. 
Lacognata v. Hospira, Inc., No. 8:12-cv-00822-JSM-
TGW, 2012 WL 6962884 (M.D.Fla., July 2, 2012). 

---------------------------------  --------------------------------- 
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JURISDICTION 

 Petitioner seeks review of the judgment of the 
Eleventh Circuit Court of Appeals entered on June 7, 
2013 affirming the dismissal order of the United 
States District Court for the Middle District of 
Florida. The jurisdiction of this Court is invoked 
under 28 U.S.C. § 1254(1). 

---------------------------------  --------------------------------- 
 

CONSTITUTIONAL AND STATUTORY 
PROVISIONS INVOLVED 

A. Federal Constitution Provision 

 The Tenth Amendment of the United States 
Constitution provides: “The powers not delegated to 
the United States by the Constitution, nor prohibited 
by it to the states, are reserved to the states respec-
tively, or to the people.” 

 
B. Statutory Provision 

 21 U.S.C. § 331(c) – Prohibited acts – 

 The following acts and the causing thereof are 
prohibited: 

(c) The receipt in interstate commerce of 
any food, drug, device, tobacco product, or 
cosmetic that is adulterated or misbranded, 
and the delivery or proffered delivery thereof 
for pay or otherwise. 

---------------------------------  ---------------------------------   
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PRELIMINARY STATEMENT 

 The Eleventh Circuit has decided an important 
and recurring legal and public health issue affecting 
the Nation, the States and all U.S. citizens currently 
seeking medical treatment. The court held that FDA 
licensees do not have a duty to honor State-issued 
prescriptions for drugs under the Food, Drug, and 
Cosmetics Act despite foreseeable and preventable 
catastrophic injuries being caused by such refusals. 

 The Eleventh Circuit has ruled that the injuries 
resulting from a failure to supply medications under 
FDA licenses are to be borne by the individual citi-
zens requiring the medications even though such 
injuries were easily preventable. Therefore, under the 
Eleventh Circuit’s decision, the legal duty to foresee, 
mitigate and prevent future drug shortages has been 
placed squarely on the citizens of the individual 
States because these victims will necessarily bear all 
of the damages. 

 Indeed, seeking relief at law for injuries caused 
by FDA licensees restricting the interstate supply 
would now be largely futile and potentially danger-
ous. Under the Eleventh Circuit decision, sole source 
FDA-licensees can intentionally withdraw the market 
supply “temporarily” or delay remediation of current 
shortages without consequence. Because FDA licen-
sees now wield absolute market power over U.S. 
citizens’ access to safe and effective medications, drug 
shortage victims are now best counseled not to seek 
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relief at law for their otherwise foreseeable and 
preventable injuries. 

 The purpose of the Food, Drug, and Cosmetics 
Act has been contravened because citizens must now 
necessarily rely on non-FDA approved markets for 
medical treatment. The State regulatory system for 
obtaining prescriptions is similarly decimated by the 
Eleventh Circuit’s decision. Therefore to protect the 
public health, this petition should be granted without 
delay. 

---------------------------------  --------------------------------- 
 

STATEMENT OF THE CASE 

A. The Complaint 

 The Petitioner, Mrs. Lacognata, has vitamin A 
deficiency because she has short bowel syndrome 
rendering her unable to absorb vitamin A in her diet. 
vitamin A deficiency leads to irreversible blindness, 
immune system collapse, recurrent cancers, recurrent 
infections, and ultimately death. However, non-dietary 
vitamin A deficiency has been easily treated for over 
sixty-one years with injectable liquid vitamin A. Her 
Florida-licensed physician issued her a lawful pre-
scription for injectable vitamin A palmitate (Aquasol 
A) over two years ago. Mrs. Lacognata will require 
injectable A for the rest of her life. 

 Hospira refused to honor Mrs. Lacognata’s Florida 
prescription, even though Hospira is the only lawful 
source of injectable vitamin A in the world. It holds 
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the sole FDA license in the U.S. and the sole Europe-
an license overseas. Hospira acquired the FDA license 
in a 2007 corporate buy-out, but it subsequently shut 
down the manufacturing plant. Foreseeing the inju-
ries that its actions would cause, Hospira created a 
small stockpile of injectable vitamin A but ran out of 
it years ago. Hospira retains the FDA license in order 
to manufacture injectable vitamin A at some point in 
the future. 

 Consequently, Mrs. Lacognata can only obtain 
injectable vitamin A from the veterinary market, but 
has been reluctant to do so because it may be unsafe, 
unsanitary, and ineffective for human use.1 It is also 
prohibited under the Food, Drug and Cosmetics Act. 
21 U.S.C. § 331(c). Additionally, her doctors and 
pharmacists would necessarily violate the law and 
ethics by substituting potentially dangerous veteri-
nary vitamin A for Hospira’s product, Aquasol A. 

 In the intervening years, Mrs. Lacognata has 
become legally blind, has been terminated from her 
job, has been terminated from private insurance care, 
and has been placed on Social Security and Medicaid. 
She will likely die from the vitamin A deficiency. She 
is forty-three years old with two young children. 

 On April 16, 2012, Mrs. Lacognata sought relief 
and protection from Hospira’s action in these courts 

 
 1 Veterinary vitamin A is injected in corn-fed cattle to pre-
vent dietary vitamin A deficiency because corn does not contain 
enough vitamin A to sustain healthy livestock.  
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instead of purchasing drug from non-FDA approved 
suppliers. She filed a complaint against Hospira alleg-
ing negligence; tortious interference with a physician/ 
patient relationship; breach of implied contract; and 
loss of consortium (brought by her husband). 

 
B. The District Court’s Decision 

 The United States District Court for the Middle 
District of Florida dismissed the complaint with preju-
dice for failure to state a claim for which relief could 
be granted under Federal Rules of Civil Procedure 
Rule 12(b)6. 

 The court rejected the factual relevance of Hos-
pira possessing the sole FDA license and that Mrs. 
Lacognata was issued a State authorized prescrip-
tion, stating in a footnote that “Plaintiff and Hospira 
do not have a contractual relationship; Hospira is 
simply the manufacturer/seller of Aquasol A, which is 
used by those in medical need of injectable Vitamin 
A.” (Pet. App. 4a FN1) 

 The district court then stated that: 

• With regard to negligence, Hospira does 
not have “a duty to continue supplying a 
patient with a drug that it knows the 
patient relies upon for his or her medical 
health” (Pet. App. 6a); 

• With regard to negligence per se, “the 
FDA . . . does not require a manufacturer 
to obtain FDA approval to stop supply-
ing a prescription product to the market” 
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and “Florida law does not recognize a . . . 
negligence per se [theory] for an alleged 
violation of this particular federal regu-
lation” (Pet. App. 6a-7a); 

• With regard to tortious interference with 
a doctor/patient relationship, “there is no 
set of facts Plaintiff could allege that 
would establish even a plausible claim of 
tortious interference” (Pet. App. 8a-9a); 
and 

• With regard to promissory estoppel, 
“[u]nder these circumstances, no set of 
facts could establish such a claim” because 
the Plaintiff “does not allege that she gave 
up the opportunity to utilize other [sic] 
treatment option in reliance on Hospira’s 
alleged promise.”2 (Pet. App. 10a). 

• With regard to loss of consortium, it “is a 
derivative of the Plaintiff ’s claim and 
therefore dismissed.” (Pet. App. 10a). 

 
C. The Court of Appeals’ Opinion 

 The Eleventh Circuit Court of Appeals affirmed 
the district court’s dismissal with prejudice in an un-
published, per curiam opinion, “for the reasons stated 
in the district court’s order.” (Pet. App. 2a). 

---------------------------------  ---------------------------------   
 

 2 The statement of the district court is ambiguous. Aquasol 
A is the only lawful, safe, and effective treatment option for 
vitamin A deficiency in the U.S. Other options do not exist. 
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REASONS FOR GRANTING THE PETITION 

 This case is a superior vehicle for resolving a re-
curring and deadly conflict that has emerged between 
the interpretation of the Food, Drug, and Cosmetics 
Act and States’ exercise of Tenth Amendment powers 
to protect the public health from treatable diseases 
and injuries. 

 The Question Presented in the instant case is not 
unique to Mrs. Lacognata but affects the entirety of 
FDA regulated markets, the exercise of every State’s 
power to protect health and safety as well as the 
ability of Our Court to grant relief and administer 
justice under these laws. 

 
I. THE QUESTION PRESENTED IN THIS 

PETITION IS OF RECURRING AND VITAL 
IMPORTANCE TO THE HEALTH AND 
SAFETY OF THE NATION, THE STATES, 
AND INDIVIDUAL U.S. CITIZENS. 

A. The Executive Branch Has Recognized 
the Importance of the Question Pre-
sented. 

 The President stated in Executive Order 13588 – 
Reducing Prescription Drug Shortages (October 31, 
2011) – that: 

  Shortages of pharmaceutical drugs pose 
a serious and growing threat to public 
health. [T]he number of prescription drug 
shortages in the United States nearly tripled 
between 2005 and 2010, and shortages are 
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becoming more severe as well as more fre-
quent. The affected medicines include cancer 
treatments, anesthesia drugs, and other 
drugs that are critical to the treatment and 
prevention of serious diseases and life 
threatening conditions. 

 While the Order was directed to the FDA, the 
intended beneficiaries of the Executive Order are the 
U.S. citizens and the States bearing the damages of 
shortages, not the FDA itself. President Obama is 
reported to have considered tasking the FDA with 
creating stockpiles, but the Order did not place such a 
duty on the FDA.3 A reasonable inference would be 
that the Executive Branch intended to leave the duty 
to stockpile medication with FDA licensees, not to 
shift the duty onto the States and their individual 
citizens. 

 Despite the Executive Action, the Eleventh Cir-
cuit decision places the duty to stockpile medications 
in anticipation of shortages onto the individual pa-
tients. Thus, Our Court should consider the legal and 
public health question that the Executive Branch has 

 
 3 Sarah Cliff, Why a White House order on drug shortages 
matters, Washington Post, Wonkblog, ¶5 (October 31, 2011; 
accessed September 4, 2013). “One other notable element of the 
executive order: It does not call for a national stockpile of rare 
drugs. The Obama administration reportedly discussed the 
approach, but many questioned its practicality.” <http://www. 
washingtonpost.com/blogs/wonkblog/post/why-a-white-house-order- 
on-drug-shortages-matters/2011/10/31/gIQAs0BmZM_blog.html> 
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recognized as important to the Nation and with which 
the Eleventh Circuit ruling apparently conflicts. 

 
B. The Judicial Branch Has Recognized 

the Importance of the Question Pre-
sented. 

 The use of federally-conferred market power to 
deny medical treatment to citizens having an other-
wise treatable disease was presciently posed by 
Justice Douglas in dissent to a ruling on a patent case 
sixty-eight years ago. 

  Take the case of an invention or dis-
covery which unlocks the doors of science 
and reveals the secrets of a dread disease. Is 
it possible that a [patentee granted federal 
market power] could be permitted to sup-
press that invention for seventeen years (the 
term of the letters patent) and withhold from 
humanity the benefits of the cure? Special 
Equipment Co. v. Coe, 324 U.S. 370, 383 
(1945) (Douglas, J., dissenting). 

 The Supreme Court did not undertake to analyze 
Justice Douglas’ hypothetical. The case concerned a 
pear-cutting device instead of a cure for “a dread 
disease.” Id. However, the question of federal grant of 
market power to “withhold from humanity the bene-
fits of the cure” is still vital because no cognizable 
public purpose is served by withholding effective 
treatments and cures from U.S. patients. Id. 
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 Indeed, the public health damages caused by 
sole-source FDA licensees withholding access to well-
known cures is far more insidious than patentees 
withholding access to a potential untested “cure.” 
At worst, the hypothetical victims of Justice Douglas’ 
scenario would only face treble damages for infringe-
ment, not a felony. 

 Grimly, the instant case fulfills a closely analo-
gous and more devastating factual scenario than the 
one posed by Justice Douglas. The resolution of Jus-
tice Douglas’ hypothetical is now immediately rele-
vant for consideration. Since Our Court deferred the 
question until a specific factual basis was presented, 
the petition should be granted because the issue is 
now ripe under this case. 

 
C. The Question Presented Is of Crucial 

and Immediate Importance to the States’ 
Ability to Regulate the Public Health. 

 When FDA licensees refuse to honor patients’ 
prescriptions, U.S. citizens and their State-licensed 
physicians face a deadly Hobson’s choice: obtain 
medication from unregulated manufacturers or do not 
obtain treatment at all. Either way, the damages to 
the public health system are catastrophic. 

 As just one recent example, a shortage of FDA 
approved injectable corticosteroid for treating in-
flammation led doctors and patients to seek relief 
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outside of FDA regulated markets.4 In doing so, an 
unregulated manufacturer caused a deadly fungal 
meningitis outbreak across twenty states killing at 
least 63 U.S. citizens (including 25 Floridians) and 
exposed over 14,000 Americans to infection.5 

 While it is well-settled that a State properly 
exercises its Tenth Amendment powers to regulate 
the public health, the States do not have such powers 
over non-resident suppliers. This Court “has distinct-
ly recognized the authority of a State to enact quar-
antine laws and ‘health laws of every description’; 
indeed, all laws that relate to matters completely 
within its territory and which do not, by their neces-
sary operation, affect the people of other States. 
Jacobson v. Massachusetts, 197 U.S. 11, 25 (1905). 
However, the States are generally pre-empted from 
regulating the supply of medication with regard to 
the Food, Drug, and Cosmetics Act. Mutual Pharm. 
Co. v. Bartlett, 496 U.S. 72 (2013). As a result, the 
operation of States’ laws necessary to protect the 
health of citizens is now rooted in citizens being able 
to access FDA approved drugs when they receive 
State-issued prescriptions. 

 
 4 Methylprednisolone is used to treat arthritis, blood dis-
orders, allergic reactions, cancers, ocular/skin/intestinal/kidney/ 
lung diseases, and immune system disorders. 
 5 CDC Report: Multistate Fungal Meningitis Outbreak 
Investigation (August 5, 2013; further cases will be updated on 
September 5, 2013; accessed September 4, 2013) <http://www. 
cdc.gov/hai/outbreaks/meningitis.html>. 
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 State-licensed authorities’ best efforts to combat 
disease and illness are rendered useless by an FDA 
licensee restricting access to medication in interstate 
commerce. Therefore, Our Court should address the 
clear dangers presented to the public health and the 
exercise of State regulatory authority reserved under 
the Tenth Amendment arising from the decision of 
the Eleventh Circuit. 

 
II. The Position Adopted By The Eleventh 

Circuit Frustrates The Purpose Of The 
Food, Drug, And Cosmetics Act. 

 The purpose of the Food, Drug, and Cosmetics 
Act is to protect consumers from unregulated mar-
kets, not to force patients into using them. Indeed, as 
recounted by the FDA: “[T]he bill that would replace 
the 1906 [law] was ultimately enhanced and passed 
in the wake of a therapeutic disaster in 1937. A 
Tennessee drug company marketed a form of the new 
sulfa wonder drug that would appeal to pediatric 
patients, Elixir Sulfanilamide.”6 “Sulfanilamide, a 
drug used to treat streptococcal infections, had been 
shown to have dramatic curative effects and had been 
used safely for some time in tablet and powder form.”7 

 
 6 About FDA: FDA History – Part II, The 1938 Food, Drug, 
and Cosmetic Act (accessed September 4, 2013) <http://www. 
fda.gov/AboutFDA/WhatWeDo/History/Origin/ucm054826.htm>. 
 7 Carol Ballentine, Sulfanilamide Disaster: Taste of Rasp-
berries, Taste of Death, The 1937 Elixir Sulfanilamide Incident, 
FDA Consumer magazine (June 1981). ¶5 (accessed September 

(Continued on following page) 
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“However, the solvent in this untested product was a 
highly toxic chemical analogue of antifreeze; over 100 
people died, many of whom were children. The public 
outcry not only reshaped the drug provisions of the 
new law to prevent such an event from happening 
again, it propelled the bill itself through Congress.” 
Emphasis added. 

 Despite such prior health disasters motivating 
the Congress to enact the Food, Drug, and Cosmetics 
Act, the Eleventh Circuit’s decision now forces U.S. 
citizens to risk the same injury this law was de-
signed to prevent – exposing patients to the risk and 
injury inherent in unregulated markets. Additional-
ly, the Eleventh Circuit’s decision shifts the entire 
medical cost of patients being forced to rely on 
unregulated markets onto State taxpayer insurance 
programs that necessarily will pay the costs of 
additional treatment from their citizens using con-
taminated and ineffective medications. Thus, Our 
Court should immediately grant this petition so as to 
mitigate against current shortage damages and to 
protect citizens from the injuries the law was de-
signed to prevent. 

   

 
4, 2013) <http://www.fda.gov/AboutFDA/WhatWeDo/History/ 
ProductRegulation/SulfanilamideDisaster/>. 
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III. FAILURE TO GRANT THE PETITION 
WILL DETER FUTURE VICTIMS FROM 
SEEKING RELIEF IN THE JUDICIARY. 

 While “[t]he very essence of civil liberty certainly 
consists in the right of every individual to claim 
protection of the laws whenever he receives an inju-
ry,” the ruling of the Eleventh Circuit operates as a 
high barrier to drug shortage victims. Marbury v. 
Madison, 5 U.S. 137, 163 (1803) (John Marshall). As a 
matter of law, drug shortage victims in the Eleventh 
Circuit have only one practical source of relief for 
their injuries – unregulated markets. 

 With little money and lifetime remaining, all 
drug shortage victims will look to the Eleventh Cir-
cuit’s decision and likely conclude that seeking relief 
at law would be unwise. If the doors of the courts 
were closed to Mrs. Lacognata in a case of first in-
stance, then no other victim would try to re-open 
them. A denial of this petition would confirm that 
Mrs. Lacognata’s efforts at law were futile and even 
dangerous since she risked the animus of FDA licen-
sees. Indeed recently in a separate drug shortage 
case, the District Court of Utah established precedent 
in the Tenth Circuit by citing to the Eleventh Cir-
cuit’s decision in Lacognata as guiding. Schubert v. 
Genzyme, et al., No. 2:12-cv-00587, ___ F.2d ___ 
(D.Utah, Sept. 4, 2013). 

 Additionally, manufacturers may look at the 
Eleventh Circuit ruling and be motivated to constrict 
interstate supplies when holding the sole FDA 
license for a market. For example, Hospira CEO, F. 



16 

Michael Ball, noted to investors on May 1, 2013 that 
“[c]andidly, the barriers to entry are far higher than 
they were . . . [a]nd the cost to get into this [FDA] 
market are considerably higher. I think our customers 
are valuing people who can supply them and are 
willing to pay a premium for people that will have a 
reliable supply of high-quality products.”8 Absent 
legal relief for shortage victims, such “reliability 
premiums” for access to FDA regulated medication 
can now be easily extracted in situations where no 
other lawful source of supply exists. 

 Our Court should grant the petition because this 
case operates as a signpost, no matter the final 
outcome. Therefore in the interest of justice, it would 
be better to address the Question Presented with 
reasoned analysis than to let it stand in cryptic 
silence to future drug shortage victims or as an 
invitation to create profitable shortages. As such, Our 
Court should grant the petition to address the Ques-
tion Presented. 

---------------------------------  --------------------------------- 
   

 
 8 Seeking Alpha, Hospira Management Discusses Q1 2013 
Results – Earnings Call Transcript, p. 6, ¶21, (May 1, 2013; 
accessed September 4, 2013) <http://seekingalpha.com/article/ 
1389351-hospira-management-discusses-q1-2013-results-earnings- 
call-transcript>. 
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CONCLUSION 

 Resolution of the critical question of law present-
ed by the vitamin A drug shortage should not wait. 
Mrs. Lacognata’s predicament has become common-
place throughout the U.S., and all citizens face a 
similar and immediate risk of FDA licensees refusing 
to honor their State-issued prescriptions and being 
forced to seek relief in unregulated markets. Although 
the Food, Drug, and Cosmetics Act and State public 
health laws are promulgated to ensure a safe and 
effective medical supply for Americans, the practical 
effect of the Eleventh Circuit ruling is that U.S. 
citizens cannot, and should not, reasonably rely on 
the laws or these courts for their safety and pro-
tection. 

 As against these advantages, this case has no 
defects as a vehicle for addressing the Question 
Presented. The Court should therefore grant this 
petition for writ of certiorari. 

Dated: September 5, 2013 

C. ALLEN BLACK, JR. 
Counsel of Record 
Attorney for Petitioner Jennifer Lacognata 
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[DO NOT PUBLISH] 

IN THE UNITED STATES COURT OF APPEALS 

FOR THE ELEVENTH CIRCUIT 

----------------------------------------------------------------------- 

No. 12-14078 

----------------------------------------------------------------------- 

D.C. Docket No. 8:12-cv-00822-JSM-TGW 

JENNIFER LACOGNATA, 
Individually and on behalf of all others similarly 
situated, 
JOSEPH LACOGNATA, 
her husband, Individually and on behalf of all others 
similarly situated, 

Plaintiffs-Appellants, 

versus 

HOSPIRA, INC., 

Defendant-Appellee. 

----------------------------------------------------------------------- 

Appeal from the United States District Court 
for the Middle District of Florida 

----------------------------------------------------------------------- 

(June 7, 2013) 

Before CARNES and WILSON, Circuit Judges, and 
HUCK,* District Judge. 

 
 * Honorable Paul C. Huck, United States District Judge for 
the Southern District of Florida, sitting by designation. 
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PER CURIAM: 

 Jennifer Lacognata appeals the district court’s 
dismissal with prejudice of her complaint. She con-
tends that the district court erred when it concluded 
that she failed to state a claim upon which relief can 
be granted. Having carefully considered the record 
and the parties’ briefs and having heard oral argu-
ment, we AFFIRM based on the reasons stated in the 
district court’s order, Lacognata v. Hospira, Inc., 2012 
WL 6962884 (M.D.Fla. July 2, 2012). 
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UNITED STATES DISTRICT COURT 
MIDDLE DISTRICT OF FLORIDA 

TAMPA DIVISION 

 
JENNIFER LACOGNATA et al, 

      Plaintiffs, 

v. 

HOSPIRA, INC., 

      Defendant. / 

Case No. 8:12-cv-
822-T-30TGW 

 
ORDER 

(Filed Jul. 2, 2012) 

 THIS CAUSE comes before the Court upon 
Defendant’s Motion to Dismiss Plaintiffs’ Complaint 
for Failure to State a Claim (Dkt. 12) and Plaintiffs’ 
Response in opposition (Dkt. 16). The Court, having 
considered the motion, response, and being otherwise 
advised of the premises, concludes that the motion 
should be granted and this action dismissed with 
prejudice. 

 
BACKGROUND 

 Plaintiff Jennifer Lacognata brings this action 
individually and on behalf of all others similarly 
situated based on Defendant Hospira, Inc.’s failure to 
provide Plaintiff injectable vitamin A. Hospira is the 
seller of Aquasol A, a prescription form of injectable 
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Vitamin A. Plaintiff alleges that Hospira is the sole 
supplier of Aquasol A.1 Plaintiff alleges that she 
suffers from a vitamin A deficiency that was diag-
nosed in April 2011. Because she is unable to absorb 
vitamin A through her diet, she requires injections of 
vitamin A to prevent the symptoms of vitamin A 
deficiency, which can cause permanent blindness, 
susceptibility to infections, and other catastrophic 
injuries. 

 Plaintiff alleges that prior to November 2010, 
Hospira was able to manufacture enough Aquasol A 
to meet market demand. But subsequently, Hospira 
ceased shipping Aquasol A to the market. Plaintiff 
alleges that in December 2010, Hospira promised 
patients that it would resume shipping Aquasol A in 
2011. Plaintiff alleges that Hospira now predicts that 
it will begin shipping the product at the end of 2012. 
Plaintiff alleges that “[b]y withdrawing access to 
Aquasol A, Hospira through its own negligence and 
reckless disregard for human life and health created 
a global shortage which led directly to patients’ 
otherwise preventable injuries.” (Dkt. 1). 

 Plaintiff alleges claims against Hospira for: 
negligence (Count I); negligence per se (Count II); 
tortious interference with a business relationship and 
a physician/patient relationship (Count III); breach of 

 
 1 Plaintiff and Hospira do not have a contractual relation-
ship; Hospira is simply the manufacturer/seller of Aquasol A, 
which is used by those in medical need of injectable Vitamin A. 
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implied contract (Count IV); and loss of consortium 
(brought by her husband) (Count V). 

 Hospira moves to dismiss the entirety of Plain-
tiffs’ claims for their failure to state a plausible claim 
under Fed. R. Civ. P. 12(b)(6). 

 
MOTION TO DISMISS STANDARD OF REVIEW 

 Federal Rule of Civil Procedure 12(b)(6) allows a 
complaint to be dismissed for failure to state a claim 
upon which relief can be granted. Fed. R. Civ. P. 
12(b)(6). When reviewing a motion to dismiss, a court 
must accept all factual allegations contained in the 
complaint as true, and view the facts in a light most 
favorable to the plaintiff. See Erickson v. Pardus, 551 
U.S. 89, 93-94 (2007). However, unlike factual allega-
tions, conclusions in a pleading “are not entitled to 
the assumption of truth.” Ashcroft v. Iqbal, 129 S.Ct. 
1937, 1950 (2009). On the contrary, legal conclusions 
“must be supported by factual allegations.” Id. In-
deed, “conclusory allegations, unwarranted factual 
deductions or legal conclusions masquerading as facts 
will not prevent dismissal.” Davila v. Delta Air Lines, 
Inc., 326 F.3d 1183, 1185 (11th Cir. 2003). 

 
DISCUSSION 

I. Plaintiff ’s Negligence Claim 

 Under Florida law, the first element of a negli-
gence claim is “[a] duty, or obligation, recognized by 
the law, requiring the [defendant] to conform to a 
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certain standard of conduct, for the protection of 
others.” Clay Elec. Co-op., Inc. v. Johnson, 873 So. 2d 
1182, 1185 (Fla. 2003) (internal quotation marks and 
citation omitted). Whether a defendant owes a legal 
duty to a plaintiff is a question of law for the court. 
See McCain v. Fla. Power Corp., 593 So. 2d 500, 503 
(Fla. 1992). 

 In Count I, Plaintiff contends that Hospira “owed 
a duty” to provide her with “sufficient quantities of 
Aquasol A” to protect her from the adverse effects of 
vitamin A deficiency. Defendant argues that there is 
simply no authority for that proposition. And that, to 
the contrary, it is bedrock law that “[t]he fact that the 
actor realizes or should realize that action on his part 
is necessary for another’s aid or protection does not of 
itself impose upon him a duty to take such action.” 
Thompson v. Baniqued, 741 So. 2d 629, 631 (Fla. 1st 
DCA 1999). 

 The Court agrees that Plaintiff ’s negligence 
claim fails as a matter of law. There is no authority 
that supports Plaintiff ’s argument that a drug manu-
facturer, like Hospira, has a duty to continue supply-
ing a patient with a drug that it knows the patient 
relies upon for his or her medical health. It is not this 
Court’s role to dramatically expand Florida law as 
Plaintiff seeks. See generally Sobkowski v. Wyeth, 
Inc., 2004 WL 3569704, at *6 (May 17, 2004). Accord-
ingly, this claim is dismissed with prejudice. 
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II. Plaintiff ’s Negligence Per Se Claim 

 In Count II, Plaintiff seeks to recover under a 
negligence per se theory, asserting that Hospira 
should be presumed negligent because it purportedly 
violated an FDA regulation – 21 C.F.R. § 314.161 – by 
withdrawing access to Aquasol A without obtaining 
FDA approval to do so. 

 Defendant argues that this claim fails as a mat-
ter of law because, under Florida law, negligence per 
se involves the violation of a statute that establishes 
a duty to take precautions to protect a particular 
class of persons from a particular injury or type of 
injury. Defendant also points out that Florida law 
does not recognize a claim for negligence per se based 
on an alleged violation of the Food, Drug and Cosmet-
ic Act (“FDCA”), or the FDA’s implementing regula-
tions. 

 The Court concludes that this claim fails as a 
matter of law. First, the FDA regulation Plaintiff 
relies on does not require a manufacturer to obtain 
FDA approval to stop supplying a prescription prod-
uct to the market; it merely states that after a manu-
facturer has voluntarily withdrawn a product from 
the market, the FDA may investigate the reasons for 
the withdrawal. More importantly, however, Florida 
law does not recognize a claim based upon a theory of 
negligence per se for an alleged violation of this 
particular federal regulation. See Pantages v. Cardi-
nal Health 200, Inc., 2009 WL 2244539, at *2-*3 
(M.D. Fla. July 27, 2009); Blinn v. Smith & Nephew 
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Richards, Inc., 55 F. Supp. 2d 1353, 1361 (M.D. Fla. 
1999); see also Metz v. Wyeth LLC, 2012 WL 1058870, 
at *6 (M.D. Fla. Mar. 28, 2012). 

 Accordingly, because there is no set of facts which 
Plaintiff could offer that could establish a claim for 
negligence per se based upon this federal regulation, 
Count II is dismissed with prejudice. 

 
III. Plaintiff ’s Tortious Interference Claim 

 In Count III, Plaintiff claims that Hospira’s 
alleged failure to supply Aquasol A amounts to a 
tortious interference with her business and physician/ 
patient relationship with her physician. The elements 
of a tortious interference claim are “(1) the existence 
of a business relationship; (2) knowledge of the 
relationship on the part of the defendant; (3) an 
intentional and unjustified interference with the 
relationship by the defendant; and (4) damage to the 
plaintiff as a result of the breach of the relationship.” 
Tardif v. People for the Ethical Treatment of Animals, 
829 F. Supp. 2d 1219, 1231 (M.D. Fla. Nov. 4, 2011) 
(internal quotation marks and citation omitted). 

 Here, as Hospira points out, there is no authority 
for the proposition that a manufacturer commits an 
“intentional and unjustified” interference with the 
physician/patient relationship by failing to supply 
sufficient quantities of a medication prescribed dur-
ing the course of that relationship. In sum, there is 
no set of facts Plaintiff could allege that would estab-
lish even a plausible claim of tortious interference. 
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And Plaintiff ’s arguments to the contrary are without 
merit. 

 Accordingly, Count III is dismissed with preju-
dice. 

 
IV. Plaintiff ’s Implied Contract Claim 

 In Count IV, Plaintiff alleges that, in June 2011, 
Hospira told her that Aquasol A would be backordered 
until September 2011, that she detrimentally relied 
on this promise, and Hospira did not provide her with 
Aquasol A in accordance with its promise. As Defen-
dant points out, although Plaintiff labeled this claim 
as a “breach of implied contract,” it is really a promis-
sory estoppel claim, which requires proof that: (1) the 
promisor made a representation as to a material fact 
that is contrary to a later-asserted position; (2) the 
promisee reasonably relied on the representation; 
and (3) the promisee changed his or her position to 
his or her detriment based on the representation. See 
Erickson’s Drying Sys., Inc. v. QBE Ins. Corp., 2012 
WL 469746, at *2 (M.D. Fla. Feb. 13, 2012). 

 Defendant argues, among other things, that this 
claim fails as a matter of law because Plaintiff has 
not alleged, nor could she, that Hospira made her a 
promise with definite terms. The Court agrees. Under 
Florida law, “promissory estoppel does not apply if 
the terms of the promise are indefinite.” Vencor Hosps 
v. Blue Cross Blue Shield of R.I., 284 F.3d 1174, 1185 
(11th Cir. 2002). Plaintiff alleges that Hospira told 
her that Aquasol A would be backordered until 
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September 2011. This hardly amounts to a promise 
with definite terms. 

 Also, Plaintiff does not allege that she changed 
her position to her detriment based on the represen-
tation. For example, Plaintiff does not allege that she 
gave up the opportunity to utilize other treatment 
options in reliance on Hospira’s alleged promise. 

 In sum, taking the factual allegations as true, 
Plaintiff does not establish a plausible claim of prom-
issory estoppel. And, under these circumstances, no 
set of facts could establish such a claim; it simply 
does not apply as a matter of law. Accordingly, Count 
IV is dismissed with prejudice. 

 
V. Plaintiff ’s Husband’s Loss of Consortium 

Claim 

 Plaintiff ’s husband’s loss of consortium claim is 
derivative of Plaintiff ’s claims and is therefore dis-
missed. 

 
CONCLUSION 

 Plaintiff ’s claims for personal injury damages as 
a result of Hospira’s drug shortage have no basis 
under Florida law. It is simply unprecedented to hold 
Hospira responsible for the alleged worsening of her 
condition; Hospira did not have a duty to supply 
Plaintiff with the drug and it did not have a duty to 
supply the market generally. 
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 It is therefore ORDERED AND ADJUDGED 
that: 

1. Defendant’s Motion to Dismiss Plaintiffs’ 
Complaint for Failure to State a Claim 
(Dkt. 12) is GRANTED. 

2. Plaintiffs’ complaint is dismissed with 
prejudice. 

3. The Clerk of Court is directed to close 
this case and terminate any pending 
motions as moot. 

 DONE and ORDERED in Tampa, Florida on 
July 2, 2012. 

 /s/ James S. Moody, Jr.
  JAMES S. MOODY, JR.

UNITED STATES 
 DISTRICT JUDGE 

 

 


