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IN THE UNITED STATES DISTRICT COURT
FOR THE NORTHERN DISTRICT OF MISSISSIPPI
GREENVILLE DIVISION

ANDREA L. JOHNSON, Administratrix PLAINTIFFS
Of The Estate of Arthur Lee Johnson,

Deceased, And On Behalf Of Themselves

And All Others Similarly Situated

CIVIL ACTION NO.

UNICHEM PHARMACEUTICALS (USA), INC,; DEFENDANTS
CVS MISSISSIPPI PHARMACY, LLG;
And CVS PHARMACY, INC.
CLASS ACTION COMPLAINT
JURY TRIAL DEMANDED
I. Introduction

1. Plaintiff brings this Class Action Complaint for claims against the named
defendants and their affiliates related to the marketing, designing, manufacturing, producing,
supplying, inadequately inspecting, inadequately testing, selling, and distributing dangerous,
defective, adulterated and misbranded hydrochlorothiazide (HCTZ) 25 mg tablets sold to
Arthur Lee Johnson (the decedent) at the CVS pharmacy located in Greenville, Washington
County, Mississippi that were voluntarily recalled by the named defendants on July 31, 2015.
Unfortunately for the decedent, he was found lying on the floor of his home in a pool of blood
on July 15, 2015 prior to the voluntary recall.

I1. Parties

A. The Named Plaintiff
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2. The named plaintiff is an adult resident citizen of Greenville, Washington County,
Mississippi, is the daughter of the decedent and is the duly court appointed Administratrix of
the decedent’s estate. Letters of the Administration were issued to the plaintiff as
Administratrix on December 14, 2015 by the Washington County, Mississippi Chancery
Court in Civil Action No. 2015-2016. A copy of the letters of Administration is attached
hereto as Exhibit 1. Pursuant to Miss. Code Ann. 91-7-233 (Rev. 2004), plaintiff brings
a survival claim as administratrix of the estate and brings a wrongful death claim on behalf of
the decedent’s statutory heirs at law and a wrongful death claim on behalf of the decedent’s
statutory heirs at law and wrongful death beneficiaries. The decedent’s statutory wrongful
death beneficiaries are his three (3) children, named: Andrea L. Johnson, daughter of
Greenville, Washington County, Mississippi; (2) Kevin D. Johnson, son of Greenville,
Washington County, Mississippi; and (3) Terence C. Johnson, son of Greenville, Washington
County, Mississippi.

3. This Class Action Complaint is brought on behalf of the decedent’s estate and
all other similarly situated individuals who were prescribed hydrochlorothiazide (HCTZ) 25
mg tablets to control their hypertension, but were sold bottles containing clopidodogrel pills
by the named defendants and ingested adulterated, misbranded and recalled pills that caused
and contributed the decedent’s injuries and death.

B. The Named Defendants
4. Defendant Unichem Pharmaceuticals (Unichem) is a New Jersey corporation

organized, existing and conducting business in the State of New Jersey with its principal place
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of business in Morristown, New Jersey and maybe served with process of this Court by and
through is registered agent for process at its principal place of business and headquarters
located at 777 Terrace Avenue, Suite 102, Hasbrouck Heights, New Jersey 07604. At all
times relevant to this Complaint, Unichem was engaged in the business of manufacturing,
marketing, testing, promoting, selling and/or distributing HCTZ 25 mg tablets and Unichem
regularly transacted, solicited and conducted business in Mississippi, including the marketing,
promoting, testing, selling and/or distribution for the sale of hydrochlorothiazide 25 mg
tablets.

5. CVS Mississippi Pharmacy, LLC (CVS Mississippi) is a Mississippi LLC
incorporated under the laws of the State of Mississippi process of this Court by and through
is registered agent for process CT Corporation System, 645 Lakeland East Drive, Suite 10,
Flowood, Mississippi 39232. At all times relevant herein, CV'S Mississippi Pharmacy, LLC was
engaged in the business of manufacturing, marketing, testing, promoting, selling and/or
distributing HCTZ 25 mg tablets manufactured by Unichem and regularly transacted, solicited
and conducted business in Mississippi, including the marketing, promoting, selling and/or
distribution for the sale of HCTZ 25 mg tablets manufactured by Unichem.

6. CVS Pharmacy, Inc. is a Rhode Island company licensed to do business in this
state and maybe served with process of this Court by and through is registered agent for
process CT Corporation System, 450 Veterans Memorial Parkway, Suite 7a, East Providence,
Rhode Island 02914. At all times relevant herein, CVS, Inc. was engaged in the business of

manufacturing, marketing, testing, promoting, selling and/or distributing HCTZ 25 mg tablets
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manufactured by Unichem. At all times relevant herein, CVS, Inc. regularly transacted,
solicited and conducted business at its pharmacy stores in Mississippi, including the marketing,
promoting, selling and/or distribution for the sale of HCTZ 25 mg tablets manufactured by
Unichem.

I11. Jurisdiction

7. The Court has subject matter jurisdiction pursuant to 28 U.S.C. § 1332(a), as
there is complete diversity jurisdiction in this civil action and is authorized pursuant to 28
U.S.C. § 1332(d), as minimal diversity exists if there are more than 100 class members, and
the amount in controversy is in excess of $5 million.

8. This suit is brought to pursuant to 28 U.S.C. Section 1331, 1332 (d)(2) (Class
Action Fairness Act) 1343(3). This class action seeks, inter alia, actual damages, punitive
damages, attorney’s fees, and the costs of this suit.

IV. Venue

9. Pursuant to 28 U.S.C. Section 1391 (b) (1) and (2), venue is proper in the
Northern District of Mississippi under 28 U.S.C. § 1391 (b)(I) and (2) because a substantial
part of the events giving rise to this action occurred in Washington County Northern District
of Mississippi.

V. Class Action Allegations

10. Plaintiff brings this action individually and as representatives of all those similarly

situated pursuant to Rule 23 F.R.C.P. on behalf of the below-defined Classes:

National Class: All persons in the United States that purchased the
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Product.

Mississippi Subclass: All persons in the State of lllinois that purchased the
Product.

Excluded from the Classes are the Defendants and its affiliates, parents, subsidiaries,
employees, officers, agents, and directors. Also excluded are any judicial officers presiding
over this matter and the members of their immediate families and judicial staff.

11. Certification of Plaintiff's claims for class-wide treatment is appropriate because
Plaintiff can prove the elements of their claims on a class-wide basis using the same evidence
as would be used to prove those elements in individual actions alleging the same claims.

12. Numerosity — Federal Rule of Civil Procedure 23(a)(1). The members of the
Classes are so numerous that their individual joinder herein is impracticable. On information
and belief, Class members number in the hundreds to thousands. The precise number of Class
members and their addresses are presently unknown to Plaintiff, but may be ascertained from
the named defendants' books and records. Class members may be notified of the pendency
of this action by mail, email, Internet postings, and/or publication.

13. Commonality and Predominance — Federal Rule of Civil Procedure 23(a)(2) and
23(b)(3). Common questions of law and fact exist as to all Class members and predominate
over questions affecting only individual Class members. Such common questions of law or fact
include:

a. The true nature and content of the recalled drug product;

b. Whether the quality control, packaging, labeling for the
recalled product complied with FDA rules and regulations
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or was adulterated and misbranded;

C. Whether the named defendant's actions violate FDA rules
and regulations?

d. Whether the named defendants were unjustly enriched at
the expense of the plaintiff and Class Members; and

e. Whether the named defendants’s actions and conduct
constitute product liability claims on behalf of the plaintiff
and Class Members.

14. The named defendants engaged in a common course of conduct giving rise to the
legal rights sought to be enforced by Plaintiff, on behalf of the decedent and his estate and the
other Class members.

15. Typicality — Federal Rule of Civil Procedure 23(a)(3). Plaintiff's claims are
typical of the claims of the other members of the Class because, among other things, all Class
members were comparably injured through the named defendants' actions and conduct
described hereinabove. Further, there are no defenses available to the named defendants that
are unique to the Plaintiff.

16. Adequacy of Representation — Federal Rule of Civil Procedure 23(a)(4).
Plaintiff is an adequate Class representative because the decedent's and his estate interests do
not conflict with the interests of the other Class members and the decedent's estate seeks to
represent and the estate has retained counsel competent and experienced in complex class
action litigation and will prosecute this action vigorously. The Class's interests will be fairly and

adequately protected by Plaintiff and her counsel.

17. Insufficiency of Separate Actions — Federal Rule of Civil Procedure 23(b)(1).
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Absent a representative class action, members of the Class would continue to suffer the harm
described herein, for which they would have no remedy. Even if separate actions could be
brought by individual HCTZ pharmacy consumers, the resulting multiplicity of lawsuits would
cause undue hardship and expense for both the Court and the litigants, as well as create a risk
of inconsistent rulings and adjudications that might be dispositive of the interests of similarly
situated purchasers of the recalled drug product, substantially impeding their ability to protect
their interests, while establishing incompatible standards of conduct of the named defendants.
The proposed Class thus satisfy the requirements of Fed. R. Civ. P. 23(b)(1).

18. Declaratory and Injunctive Relief — Federal Rule of Civil Procedure 23(b)(2). The
named defendants have acted or refused to act on grounds generally applicable to Plaintiff and
the other members of the Class, thereby making appropriate final injunctive relief and
declaratory relief, as described below, with respect to the members of the Class as a whole.

19. Superiority — Federal Rule of Civil Procedure 23(b)(3). A class action is superior
to any other available means for the fair and efficient adjudication of this controversy, and no
unusual difficulties are likely to be encountered in the management of this class action. The
injuries, wrongful deaths, if any, and other recoverable damages or other financial detriment
suffered by Plaintiff and the other members of the Class are relatively small compared to the
burden and expense that would be required to individually litigate their claims against the
named defendants, so it would be impracticable for Class members to individually seek redress
for the named defendants' wrongful actions and conduct. Even if Class members could afford

individual litigation, the court system could not. Individualized litigation creates a potential for
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inconsistent or contradictory judgments, and increases the delay and expense to all parties and
the court system. By contrast, the class action device presents far fewer management
difficulties, and provides the benefits of single adjudication, economy of scale, and
comprehensive supervision by a single court.

VI. Factual Allegations

A. The Drug - HCTZ

20. The named defendants designed, researched, tested, manufactured, advertised,
marketed, promoted and/or sold HCTZ 25 mg tablets manufactured by Unichem
Pharmaceuticals.

21. HCTZ 25 mg tablets are widely prescribed and used in the treatment of
hypertension. The United States Food and Drug Administration (FDA) approved the
medication to be manufactured, distributed and sold for the treatment of hypertension.

22. HCTZ 25 mg tablets manufactured by Unichem are approved only for sale and
distribution in the United States.

23. EachHCTZ 25 mg tablets manufactured by Unichem tablet is approved by FDA
only for sale and distribution if it contains the labeled amount of HCTZ.

24. HCTZ 25 mg tablets manufactured by Unichem have a narrow therapeutic
index, and have a limited margin between effectiveness and toxicity.

B. Important Recall Information
25. On July 31, 2015, the FDA issued a notice regarding a voluntary recall of

HCTZ 25 mg tablets manufactured by Unichem and advised as follows:
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This recall was issued as a precaution because a clopidogrel tablet was found
in a bottle of the product. Taking a clopidogrel tablet instead of a HCTZ
tablet could cause side effects which include bleeding and/or bruising people
who are allergic to clopidogrel or any of its ingredients may experience more
serious side effects. Additionally, missing a dose of HCTZ could result in
uncontrolled blood pressure or swelling caused by excess fluid.

This may represent a potential health hazard or safety risk to patients who
may be using product affected by this recall.

Our records show you may have received a prescription for this product
recently through your CVS/pharmacy.

HCTZ 25 mg tablets are light orange, circular tablets, with "U" and "128"
on one side and plain on the other side. Clopidogrel tablets are light
orange/pink circular unmarked tablets.

Please note: Product affected by this recall went in distribution on May 21,
2015. If you received hydrochlorothiazide 25 mg tablets before May 21,
2015 itis not affected by this recall, if you received product after May 21,
2015, please contact the pharmacy that filled your prescription.

Please call your doctor right away for advice if you may be using affected
product. Your doctor is familiar with your medical history and can suggest
the best treatment option for you and you need a prescription for a different
medicine, please contact your doctor.

If you are currently using HCTZ 25 mg tablets and have not discussed this
with your pharmacist or doctor, our team is available to help you. Please
call your CVS/pharmacy at 662-332-1518. We will provide you with
more information and help with arrangements for the return and
replacement of any affected product.

For more information, please call Unichem Customer Service toll-free at
1-866-931-0700 Monday through Friday, 8:00 AM to 7:00 PM (CT).
You may also call the FDA consumer inquiry free at 1-888-INFO-FDA
(1-88-463-6332) or visist their Web site at
http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsfo
rHumanMedicalForm456881.htm.

Sincerely,
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CVS/pharmacy Medical Affairs
26. The July 31, 2015 Voluntarily Nationwide Recall Letter is available at

http://www.fda.gov/foi/warning letters/archive/g6235d.htm. A copy of the Recall Letter

is attached hereto as Exhibit “2".

27. The named defendants’ manufacturing, production, testing processing and
inspection processes do not meet the current Good Manufacturing Practice Regulations as
defined by the 21 C.F.R. §210 C.F.R. §211.

28. The FDA's Good Manufacturing Practice regulations describe the methods,
controls, equipment, and facilities that must be in place for the manufacture of pharmaceutical
products to ensure consumer safety and that the products are consistent with the purported
identity, strength, quality, and purity.

29. Upon information and belief, there were numerous deficiencies in the named
defendants' operations of the quality control unit, which included instances where the unit
failed to package the correct medication, prior to shipping the product to its distributors.

30. The named defendants' failure to timely provide the medical community, the
public, the patient and with full, complete and adequate information about recalled HCTZ 25
mg tablets is consistent with the safety violations which led the FDA to issue the July
31,2015 Warning Letter.

31. The named defendants’ consistent failure to meet the FDA's current Good
Manufacturing Practice Regulations include:

(a) deviating, without written justification, from the named defendants' own written

10
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(c)

(i)

specifications, test procedures, and laboratory mechanisms, 21 C.F.R.
§211.160(a);

failing to establish the accuracy, specificity, and reproducibility of the test
methods that the defendants employed, 21 C.F.R. §211.165(d);
maintaining incomplete laboratory records of all testing data, 21 C.F.R. §
211.194(a)(4);

failing to verify the suitability of all testing methods used under actual conditions
of use, 21 C.F.R. §211.194(a)(2);

failing to investigate unexplained out-of-specification testing results for drugs, 2 1
C.F.R. §211.192;

failing to follow the defendants' own written stability testing program, 21 C.F.R.
§ 211.166(a);

failing to record and justify deviations from the defendants' own written
production and process control procedures, 21 C.F.R. §211.100(b)

failing to examine and test samples to ensure that in-process materials conform
to their specifications, 21 C.F.R. §211.110(b);

failing to follow the named defendants’ own written quality control procedures,
21 C.F.R. §211.22(d);

failing to ensure that all data was reviewed and laboratory deviations were fully
investigated and resolved prior to the release of drugs into commercial

distribution, 21 C.F.R. §211.22(a);

11



Case: 4:18-cv-00140-DMB-JMV Doc #: 1 Filed: 07/11/18 12 of 18 PagelD #: 12

(k) failing to have laboratory controls sufficient to ensure that components,
in—process materials, and finished drug products have the appropriate standards
of identify, strength, quality, and purity and conform to their written
specifications, 21 C.F.R. §211.160(b); and

(N failing to reject products that do not meet established standards or
specifications and any other relevant quality control criteria, 21 C.F.R.
§211.165(f).

32. Upon information and belief, the FDA inspected and found quality assurance
and product safety issues with the HCTZ 25 mg tablets produced, manufactured, tested,
marketed, distributed and sold or otherwise placed into the stream of commerce by the named
defendants.

33.  After the voluntary recall for all-lots, all-doses of HCTZ 25 mg tablets bearing
labels of the named defendants’ production lines were stopped.

34. Throughout the above time-line, the named defendants have repeatedly
emphasized their reputations for quality manufacturing in publically available corporate
documents and corporate run website despite the above information.

35.  The named defendants under-reported, underestimated and/or downplayed the
serious dangers and the defective nature of HCTZ 25 mg tablets manufactured by Unichem
that included clopidogrel tablets.

36. Upon information and belief, the named defendants have a history of releasing

drug products for public consumption that have been adulterated or misbranded.

12
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37. Upon information and belief, the named defendants have a history of failing
reliably to establish the identity, strength, quality and purity of drug products they release for
public consumption.

38. At all times relevant to this action, the named defendants knew, and/or had
reason to know that the voluntary recalled HCTZ 25 mg tablets included clopidogrel tablets
and were not safe for the patients for whom the clopidogrel was not prescribed could cause
serious medical problems such as bleeding and, catastrophic injuries and death.

39. At all times relevant to this Complaint, the HCTZ 25 mg tablets were in an
unsafe, defective, and inherently dangerous condition which were unreasonably dangerous to
its users, because the labeling, packaging, and warnings were insufficient to alert consumers,
including the decedent, of the dangerous risks and reactions associated with the recalled HCTZ
25 mg tablets, including but not limited to failure to timely and adequately warn that
clopidogal had been placed in HCTZ 25 mg tablet containers.

40. The clopidogrel tablets placed in HCTZ 25 mg tablet containers distributed and
sold or otherwise placed into the stream of commerce by the named defendants were in a
dangerous and defective condition and posed a threat to anyone that ingested the product.
The decedent was in a class of persons that the named defendants should have considered to
be subject to the harm caused by taking clopidogrel tablets instead of a HCTZ 25 mg tablets.

41. The named defendants knew, or should have known, at all times relevant herein,
through quality control procedures, testing, adverse event reporting or otherwise that HCTZ

25 mg tablets manufactured by Unichem that included clopidogrel tablets were in a defective

13
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condition, were inherently dangerous and unsafe and created a high risk of bodily injury and
serious harm, to persons not prescribed clopidogrel tablets.

42. Thelabel, warnings, and dosage information provided with the voluntary recalled
HCTZ 25 mg tablets were not timely or accurate, and the named defendants failed to provide
adequate and timely warnings or instructions regarding the inclusion of clopidogal tablets in
HCTZ 25 mg containers.

43. The decedent and his prescribing physicians reasonably relied upon the skill,
superior knowledge and judgment of the named defendants.

44. The named defendants had a continuing duty to warn the decedent and all
patients of the dangers associated with the voluntarily recalled HCTZ 25 mg tablets.

45. If the decedent had time been made aware of the voluntary recall and the
information regarding the risks of ingesting clopidogrel, he would not have used it. The
voluntary recall notice was untimely and came fifteen (15) days after the decedent’s death.

46. As adirect and proximate result of the named defendants' acts and omissions,
the decedent sustained severe physical injuries and/or death, severe emotional distress, mental
anguish, economic losses and other damages for which they are entitled to compensatory and
equitable damages and declaratory relief in an amount to be proven at trial.

VI.  First Cause of Action: Mississippi Product Liability Act
Claims (MPLA)

47. Plaintiff hereby incorporates by reference all preceding paragraphs as if fully set

forth herein.

14
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48. The MPLA governs “any action for damages caused by a product, including but
not limited to, any action based on a theory of strict liability in tort, negligence or breach of
implied warranty . . . .” Miss. Code Ann. § 11-1-63 (Rev. 1991). Further, the Mississippi
Supreme Court has held that the MPLA subsumes claims of negligence, breach of implied
warranty, breach of express warranty, fraud, negligent misrepresentation, negligent infliction
of emotional distress, and strict liability.

49. MPLA claims are subject to the general three-year statute of limitations of Miss.
Code Ann. § 15-1-49(1) (Rev. 1989). MPLA claims accrue when the plaintiff discovers, or
by reasonable diligence should have discovered, the injury. Miss. Code Ann. § 15-1-49(2);
(Rev. 1989).

VII. Second Cause Of Action: Wrongful Death Claim

50. Plaintiff hereby incorporates by reference all preceding paragraphs as if fully set
forth herein.

51. The named defendants’ actions, inactions, conduct, omissions as set forth
hereinabove were the proximate cause of the decedent’s death. Pursuant to Miss. Code Ann.
§ 11-7-13 (Rev. 2012), a statutory cause of action for wrongful death is expressly allowed
and permitted by Mississippi law.

VIIl. Third Cause Of Action: Punitive Damages

52. The averments of the foregoing paragraphs are incorporated herein as if set forth

at length below.

53.  Pursuant to Miss Code Ann. §11-1-65, punitive damages are warranted in the

15
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case at hand because the named defendants’ acted with such gross negligence that showed a
willful, wanton, and/or reckless disregard for the safety of the decedent and other pharmacy
customers. The named defendants’ negligence proximately caused the decedent’s injuries and
death.

54. At all times relevant hereto, the defendants’ through their agents’ and conduct
and omissions in failing to provide the decedent and all other similarly situated individuals who
were prescribed HCTZ 25 mg tablets were grossly negligent and of such outrageous, egregious
and offensive character and so offensive to community standards as to subject the named
defendants’ to punitive damages.

IX. Fourth Cause Of Action: Survival Claims Of The Decedent

55. Plaintiff hereby incorporates by reference all preceding paragraphs as if fully set
forth herein.

56. Pursuant to Miss. Code Ann. § 91-7-233 (Rev. 2004), the named defendants’
agent’s , employees and servants’ deviations from FDA rules and regulations, actions, conduct,
inactions, omissions caused and contributed to the decedent and all other similarly situated
individuals who were prescribed and ingested HCTZ 25 mg tablets, pain, suffering, emotional
distress, loss of enjoyment of life and other damages the decedent would have been entitled
to before his death.

PRAYER FOR RELIEF
WHEREFORE, the named plaintiff and all similarly situated class members seeks

judgment favor against the named defendants as follows:

16
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1. Economic and non-economic damages in an amount in excess of $5,000,000

as provided by CAFA and to be supported by the evidence, after discovery and

at trial;
2. For the equitable relief requested;
3. For compensatory damages according to proof;
4. For punitive damages;
5. For judgment that the named defendants’ are liable to plaintiff and all other

similarly situated persons for all evaluative, monitoring, diagnostic, preventative,
and corrective medical, surgical, and incidental expenses, costs and losses caused

by the named defendants' wrongdoing;

6. For disgorgement of profits;

7. For an award of attorneys' fees and costs;

8. For prejudgment interest and the costs of suit; and

9. For such other and further relief as this Court may deem just and proper.

DEMAND FOR JURY TRIAL
Plaintiff and the class members hereby demands a trial by jury as to all claims in this
action.

SO COMPLAINED, this the 11th day of July, 2018.

Respectfully submitted,

17
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OF COUNSEL:

ELLIS TURNAGE, MSB # 8131
TURNAGE LAW OFFICE

POST OFFICE BOX 216

108 NORTH PEARMAN AVENUE
CLEVELAND, MS 38732

Tel: (662) 843-2811

Fax: (662) 843-6133
eturnage@etlawms.com

18

ANDREA L. JOHNSON,
Administratrix of the Estate of
Arthur Lee Johnson, Deceased

By: s/Ellis Turnage
ELLIS TURNAGE, Attorney for
Plaintiff And All Other Similar
Situated Individuals
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LETTERS OF ADMINISTRATION

STATE OF MISSISSIPPI CAUSE N0 20/5 =106

COUNTY OF WASHINGTON

BY THE CHANCERY COURT OF SAID COUNTY

Whereas, ARTHUR L. JOHNSON, Deceased, late of said County, died interstate, as we
are informed, having whilst he lived and at the time of his death divers, goods and chattels, rights
and credits within this state, and we desifing that the said goods and chattels, rights and credits,
may be well and truly administered, converted and disposed of, hereby grant unto ADREA L.
JOHNSON, full power, by the tenor of these presents, to administer the goods an chattels, rights
and credits which to the said deceased in his lifetime and at the time of his death, did belong to
ask, levy, recover and received the same, and pay the debts which the deceased stood bound, so
far as the goods, chattels, rights, credits, lands, tenements and hereditaments of the said deceased
will extend, according to their rate and the order of the law, to make a true and perfect inventory
of said goods and chattels, rights and credits, and the same to exhibit in the office of the clerk of
this Court, at or before the expiration of three months from the date hereunto legally required,
and the said ADREA L. JOHNSON is hereby ordained administrator of all and singular the
goods and chattels, rights and credits of said deceased.

Witness the Honorable Marie Wilson Chancellor of the Ninth District, this the ﬁ day

of @eaf,mbar . 2015 and the seal of said Court hereunto affixed.

MARILYN HANSELL, CHANCERY CLERK

il D.C.

Exhibit 1
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You are viewing an archived web page, collected at the request of U.S Food and Drug  hide
Administration (http://archive-it.org/organizations/1137) using Archive-It (http://archive-
it.org/). This page was captured on 7:25:54 Jan 12, 2017, and is part of the FDA.gov
(http://archive-it.org/public/collection.html?id=7993) collection. The information on this web
page may be out of date. See All versions (http://wayback.archive-

it.org/7993/*/http://www.fda.gov/Safety/Recalls/ArchiveRecalls/2015/ucm456877.htm) of this
archived page. Note that this document was downloaded, and not saved because it was a

duplicate of a previously captured version (0:20:43 Oct 23, 2016). HTTP headers presented

here are from the original capture.

Archived Content

The content on this page is provided for reference purposes only. This content has not been
altered or updated since it was archived.

Recall -- Firm Press Release

FDA posts press releases and other notices of recalls and market withdrawals from the firms

involved as a service to consumers, the media, and other interested parties. FDA does not endorse
either the product or the company.

Unichem Pharmaceuticals (USA),
Inc. Issues a Voluntary Nationwide
Recall of Hydrochlorothiazide
Tablets Due to the Potential
Presence of Foreign Tablets

Contact:

Consumer:

1-866-931-0704,

regaffairs@unichemusa.com (mailto:regaffairs@unichemusa.com)

Exhibit 2
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FOR IMMEDIATE RELEASE — July 30, 2015 — Rochelle Park, New Jersey — Unichem
Pharmaceuticals (USA), Inc. (Unichem) is voluntarily recalling one lot of Hydrochlorothiazide
Tablets 25 mg 1000-count bottle to the consumer level. This recall has been initiated asa
precautionary measure due to the identification of a Clopidogrel tablet found in a bottle of the
product.

The risk associated with mistakenly taking a Clopidogrel tablet instead of a Hydrochlorothiazide
tablet is the increased probability of experiencing Clopidogrel's side effects which include bleeding
and/or bruising. Patients with active bleeding or who are allergic to Clopidogrel or any component
of the formulation may experience more serious adverse health consequences as a result of
unknowingly consuming Clopidogrel. Additionally, missing a dose of Hydrochlorothiazide could
result in uncontrolled blood pressure or swelling caused by excess fluid (edema). As per
Unichem's internal investigation, this episode is an isolated event noted at one pharmacy and
confined to the recalled lot. Unichem has not received any reports of adverse events related to this
recall to date.

Hydrochlorothiazide tablets are indicated for the management of high blood pressure and edema
and are packaged in 1000-count bottles. The affected Hydrochlorothiazide tablets include Lot #
GHYL15028 - Expiration April, 2018, and was distributed nationwide directly to wholesalers,
retailers, and pharmacies from May 21 - 28, 2015.

Unichem is notifying its distributors and customers by letter, overnight FedEx and emails. Unichem
is also arranging for return of all recalled products. Consumers should not consume
Hydrochlorothiazide Tablets 25 mg 1000's from the lot GHYL15028 which is being recalled and
should return to place of purchase.

Consumers with questions regarding this recall can contact Unichem Pharmaceuticals (USA), Inc.
by e-mail regaffairs@unichemusa.com (mailto:regaffairs unichemusa.com) or call customer
service at: 1-866-931-0704, Monday through Friday 8:30 AM - 5:00 PM EST. Consumers should
contact their physician or healthcare provider if they have experienced any problems that may be
related to taking or using this drug product. If the consumer is not sure they received the recalled
lot, they should contact the pharmacy that dispensed the product to them.

Adverse reactions or quality problems experienced with the use of this product may be reported to
the FDA's MedWatch Adverse Event Reporting program either online, by regular mail or by fax.

+ Complete and submit the report Online: www.fda.gov/imedwatch/report.htm (http://way-
back.archive-it.org/7993/20170112072554/ http:waw.fda.govimedwatchlregort.htm)

* Regular Mail or Fax: Download form www.fda.gov/MedWatch/getforms.htm http://way-
back.archive-it.org/7993/20170112072554/http://www.fda. ov/iMedWatch/getforms.htm) or
call 1-800-332-1088 to request a reporting form, then complete and return to the address on the
pre-addressed form, or submit by fax to 1-800-FDA-0178

This recall is being conducted with the knowledge of the U.S. Food and Drug Administration.

HH
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RSS Feed for FDA Recalls Information
(/7993/20170112072554/http://www.fda.gov/A boutFDA/ContactFDA/Stayln-
formed/RSSFeeds/Recalls/rss.xml) [what's this?

(I7993/201701 12072554Ihttg:waw.fda.goleboutFDAIContactFDAIStayI n-

formed/RSSFeeds/default.htm)]

Photo: Product Labels (/7993/20170112072554/ httE:waw.fda.govISafeglRecaIlsIArchiveRe~

calls/2015/ucm456878.htm)

Recalled Product Photos Are Also Available on FDA'’s Flickr Photostream. (http://wayback.ar-

chive-it.org/7993/2017011 2072554IhttEs:waw.flickr.comIEhotosIfdaEho-

tos/sets/72157650046427065/)

More in 2015
(/7993/2017011 2072554Ihttn:!lwww.fda.qovlSafetv!RecallslArchiveRecaIls!201SIdefault,htm)
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