UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF NORTH CAROLINA
CHARLOTTE DIVISION
3:22-MD-3036-RJC-DCK

IN RE: GARDASIL PRODUCTS LIABILITY

LITIGATION MDL No. 3036

THIS DOCUMENT RELATES TO
ALL CASES

N N N N N N N

PLAINTIFFES’ POSITION STATEMENT

In these consolidated actions, the administration of Gardasil, a vaccine manufactured and
promoted by Merck & Co., Inc. and Merck Sharpe & Dohme Corp. (collectively “Merck™),
caused Plaintiffs to suffer certain autoimmune injuries, as described more fully below. Gardasil
purports to prevent infection from a small handful of the many Human Papillomavirus Virus
(“HPV”) strains. Plaintiffs seek to recover under theories of negligence, strict products liability
(failure to warn and manufacturing defect), breach of warranty, common law fraud and violation
of certain state consumer laws. Generally, Plaintiffs allege Merck failed to warn of Gardasil’s
risks of inducing certain autoimmune and neurological injuries; Merck took steps to mask and
downplay these risks; and Merck was also negligent in the way it conducted its clinical trials and
post-marketing pharmacovigilance. Plaintiffs further allege that, in its direct-to-consumer
advertising to patients and parents, Merck misrepresented and overemphasized Gardasil’s
efficacy while concealing Gardasil’s serious risks.

A. Brief Factual Background Concerning Gardasil and Autoimmune Injury

In June 2006, after a “fast-tracked” review by the Food and Drug Administration

(“FDA”), Merck marketed Gardasil for use in girls ages 9 through 12, teenage girls 13 through
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19, and young women ages 20 through 26. The vaccine was promoted as being capable of
preventing infection from four strains of the Human Papillomavirus (“HPV”’). HPV is primarily
a sexually transmitted virus that may be contracted when someone becomes sexually active.
There are over 100 strains of the virus for which the vaccine is not efficacious. The stated
purpose of the vaccine was to prevent cervical cancer, although there were and are no clinical
trials that even attempted to establish this alleged downstream benefit.

In 2014, Merck sought and obtained approval for a new version of the vaccine, Gardasil
9, which contains the same basic ingredients as Gardasil.! It was approved for use in girls and
now boys to prevent infection from nine strains of HPV, some of which are associated with
certain cancers, including cervical and anal cancer. Presently, Gardasil 9 has been approved for
and is being promoted by Merck with an emphasis on pre-teen boys and girls, and their parents,
as well as to women and men up to age 45.

In a best-case scenario, Gardasil causes an immune response and production of anti-HPV
antibodies to fend off a limited number of HPV virus strains. In a worst-case scenario, it causes
the immune system to overreact and fail to differentiate human proteins from foreign proteins,
causing the immune system to attack the body’s own proteins and organs.

To stimulate an enhanced immune response, Merck added adjuvants to Gardasil. Among
those adjuvants was Merck’s proprietary form of aluminum known as amorphous aluminum
hydroxyphosphate sulfate (AAHS). While Gardasil’s adjuvants on their own can cause adverse

effects, because of the peptide commonality between HPV and human proteins, the boosted

! After the approval of the Gardasil 9 vaccine, the original Gardasil vaccine was phased out of
the U.S. Market and the original Gardasil vaccine is no longer available for sale in the United
States. Both Gardasil and Gardasil 9 will be collectively referred to as “Gardasil” in this position
statement.
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immune response triggered by Gardasil’s adjuvants to Gardasil’s HPV virus-like particles can
cause cross-reactions and dangerous attacks against human proteins. This process, which is
referred to as “molecular mimicry,” can cause various autoimmune disorders, including most
prominently, neurological, autonomic and autoimmune injuries, such as Postural Orthostatic
Tachycardia Syndrome (POTS) or Orthostatic Intolerance (OI).?

Autoimmunity arises when a person’s immune system makes a mistake and begins to
attack healthy tissue instead of a foreign invader. Such a mistake arises from the similarity
(mimicry) between the amino acid sequences of “self” and the “foreign” invader. In other
words, the body’s immune system attacks the host tissue as well as the vaccine’s antigen due to
similarity between some amino acid sequences of both.

Gardasil produces an antibody response that is as much as 50 times greater than what
would follow natural infection. When a human host’s cells are confronted with an adjuvant-
induced 50 times greater immune attack than a natural infection, some hosts’ systems are not
able to resolve the autoimmune attack leading to longer term autoimmune diseases related to
where the cell mimicry occurred. In these cases, neurological cells with common amino acid

sequences to the virus epitopes get an overwhelming, adjuvant-boosted immune attack that may

2 When a person is lying down, approximately one-quarter of their blood volume resides in the
chest area. When the person stands up, a significant amount of that blood shifts to the lower
extremities. This causes impaired return of blood flow to the heart which also reduces blood
pressure. In healthy individuals, the autonomic nervous system adjusts the heartrate to
counteract this effect and the hemodynamic changes are negligible. However, in individuals
such as many of the Plaintiffs who are now suffering from dysautonomia or autonomic ailments,
such as POTS or Orthostatic Intolerance (“OI”), the body’s ability to adjust the heartrate and
compensate for the blood flow is corrupted resulting in a host of symptoms, including but not
limited to, dizziness, lightheadedness, vertigo, nausea, chronic headaches, vision issues due to
the loss of blood flow to the brain, light and sound sensitivity, loss of consciousness, shortness of
breath, chest pain, gastrointestinal issues, body pains, insomnia, and confusion and/or difficulty
sleeping. In certain cases of POTS, patients will also be diagnosed with other medical
conditions, including but not limited to, chronic fatigue syndrome and fibromyalgia.

3
Case 3:22-md-03036-RJC-DCK Document 13 Filed 09/20/22 Page 3 of 129



persist, leading to prolonged autoimmune neurological conditions.

The overlap between the human proteins and the viral proteins can be substantial. To
date, at least 82 sequences of seven amino acids (heptapeptides) that overlap perfectly with the
HPV16 proteins contained in Gardasil have been identified. A key study concludes: “Based on
the need for five or six amino acids to induce a monoclonal antibody response, the 82
heptapeptide overlaps can clearly induce autoimmune reactions.” Darja Kanduc, Quantifying the
Possible Cross-Reactivity Risk of an HPV16 Vaccine, 8 JOURNAL OF EXPERIMENTAL
THERAPEUTICS AND ONCOLOGY 66 (2009). In every case, the mechanism of injury is essentially
the same. The only variation is the site where the molecular mimicry loses immune tolerance in a
particular patient.’> Presently, a majority of the plaintiffs whose cases are pending before the

MDL sustained autoimmune-induced autonomic injuries, including POTS or Orthostatic

3 Several published medical journal articles have discussed the link between Gardasil and
autoimmune and neurological injuries. See e.g., Svetlana Blitshetyn, Postural Tachycardia
Syndrome After Vaccination with Gardasil, 17 EUROPEAN J. OF NEUROLOGY ¢52 (2010); Deirdre
Little et al., Premature ovarian failure 3 years after menarche in a 16-year-old girl following
human papillomavirus vaccination, BRIT. MED. J. CASE REPORTS (2012); Serena Colafrancesco
et al., Human Papilloma Virus Vaccine and Primary Ovarian Failure: Another Facet of the
Autoimmune Inflammatory Syndrome Induced by Adjuvants, 70 AM. J. REPRODUCTIVE
IMMUNOLOGY 309 (2013); Svetlana Blitshetyn, Postural Tachycardia Syndrome Following
Human Papillomavirus Vaccination, 21 EUROPEAN J. OF NEUROLOGY 135 (2014); Tomomi
Kinoshita et al., Peripheral Sympathetic Nerve Dysfunction in Adolescent Japanese Girls
Following Immunization With Human Papillomavirus Vaccine, 53 INTERNAL MEDICINE 2185
(2014); Louise S. Brinth et al., Orthostatic Intolerance and Postural Tachycardia Syndrome As
Suspected Adverse Effects of Vaccination Against Human Papilloma Virus, 33 VACCINE 2602
(2015); Louise S. Brinth et al., Is Chronic Fatigue Syndrome/Myalgic Encephalomyelitis a
Relevant Diagnosis in Patients with Suspected Side Effects to Human Papilloma Virus Vaccine,
1 INT. J. OF VACCINE & VACCINATION 3 (2015); Jill R. Schofield et al., Autoimmunity, Autonomic
Neuropathy, and HPV Vaccination, A Vulnerable Subpopulation, CLINICAL PEDIATRICS (2017);
Shu-Ichi Ikeda et al., Suspected Adverse Effects After Human Papillomavirus Vaccination: A
Temporal Relationship, 66 IMMUNOLOGIC RESEARCH 723 (2018); Svetlana Blitshetyn, Human
Papilloma Virus (HPV) Vaccine Safety Concerning POTS, CRPS and Related Conditions,
CLINICAL AUTONOMIC RESEARCH (2019); Lars Jorgensen et al., Benefits and Harms of the
Human Papillomavirus (HPV) Vaccines: Systemic Review with Meta-Analyses of Trial Data
from Clinical Study Reports, 9 SYSTEMATIC REVIEWS 43 (February 2020).
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Intolerance and similar neurological injuries and symptomology.

B. Status Concerning the Number of Known Cases and Pending (and
Adjudicated) Motions
To the best of undersigned counsel’s knowledge, to date, there are approximately 50
federal Gardasil personal injury tort cases pending against Merck. Of the pending federal cases,
Merck Answered the Complaints in 12 of the cases without any motion practice. Merck filed
“Rule 12 motions in approximately 22 of the pending cases and has not yet responded to the
other pending federal Complaints.* In addition to the above 50 filed cases, there are

approximately 51 additional Gardasil cases that have gone through the Vaccine Court® and are in

4 Attached hereto as Appendix A is a Chart that contains the state and federal pending cases
known to undersigned counsel and their current posture, including the information required to be
provided concerning each case by the First Pre-Trial Order.

> For certain vaccines, including Gardasil, federal law, pursuant to Section 300aa-11 of the
National Childhood Vaccine Injury Act of 1986 (“the Vaccine Act”), generally does not permit a
person to bring a civil action against a vaccine manufacturer until the injured person has first
filed a petition in the Vaccine Court (i.e., United States Court of Federal Claims) and has
obtained a judgment from the Vaccine Court. 42 U.S.C.A. § 300aa-11. After the Vaccine Court
issues its judgment, the petitioner has the option of rejecting the judgment and electing to file a
civil action against the manufacturer. 42 U.S.C.A. §§ 300aa-11(a)(2) & § 300aa-21(a). The
Vaccine Court program is a no-fault system brought against the federal government (the vaccine
manufacturer is not a party to the Vaccine Court proceedings), discovery is generally not
permitted (other than obtaining plaintiff’s medical records) and monetary caps are placed on
damages awarded through the vaccine court program. 42 U.S.C.A. §§ 12(d)(2)(E) (limits on
discovery in Vaccine Court); 300aa-15 (damages limitations in Vaccine Court); see also
Bruesewitz v. Wyeth LLC, 562 U.S. 223, 228 (2011) (discussing the vaccine court). Generally,
the petitioner is required to participate in the program for at least 240 days and if no decision on
the substantive merits has been reached by that time, she can decide to opt out of the program to
pursue civil remedies against the vaccine manufacturer in either state or federal court. 42
U.S.C.A. § 300aa-21(b)(1) & § 300aa-12(d)(3) & 12(g); Bruesewitz, 562 U.S. at 228. Even if a
judgment on the merits is issued by the vaccine court, the petitioner has the option to reject the
judgment (whether favorable or adverse) and pursue traditional tort remedies under state
common law against the vaccine manufacturer. 42 U.S.C.A. § 300aa-21; Bruesewitz, 562 U.S. at
228. Should a petitioner elect to pursue tort damages under state common law, neither the
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the process of being filed in this MDL; and counsel is also aware of at least 74 additional cases
that are still in Vaccine Court, which will be filed in the MDL following conclusion of the
Vaccine Court proceedings. Thus, within the next few months, counsel anticipates there will be
at least 174 confirmed cases in the MDL, and of course various law firms also continue to review
new cases which may be filed in the vaccine court and eventually the MDL.

Plaintiffs’ view is that the case has passed the Rule 12 stage and should not be further
delayed for such motion practice. Rather, the case should proceed with discovery. In the cases
wherein Merck already filed “Rule 12”” motions, seven Courts have issued rulings. In Colbath,
the Southern District of California denied Merck’s motion to dismiss as to negligence, failure to
warn, unfair competition, and fraudulent concealment, but granted it with leave to amend as to
manufacturing defect, breach of express warranty, and misrepresentation — Merck subsequently
Answered the Complaint. In Gramza, the District of Arizona granted Merck’s motion to strike
references to Vioxx from the Complaint, and Merck subsequently Answered. In Balasco, the
District of Rhode Island denied Merck’s motion to strike references to Vioxx from the Complaint
but granted its motion to dismiss Plaintiff’s Rhode Island Deceptive Trade Practices Act
(“DTPA”) claim, and Merck subsequently Answered the Complaint. In Walker, the Western
District of Wisconsin denied Merck’s motion to strike Vioxx allegations from the Complaint,
and Merck subsequently Answered. In Stratton, the District of South Carolina granted and
denied in part Merck’s motion to dismiss (Stratton was allowed to proceed on her negligence,
failure to warn, and breach of express warranty claims), and Merck subsequently Answered the

Complaint. Stratton, however, subsequently voluntarily dismissed her Complaint for personal

judgment nor the findings from the vaccine court are admissible in any future civil action. 42
U.S.C.A. § 300aa-23(e).
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reasons. In Herlth, the District of Connecticut granted Merck’s motion to dismiss largely on
broad federal preemption grounds, with leave to reopen the case and amend the Complaint.®
Herlth filed a motion to reopen which was granted, and the Complaint was amended. Merck
brought a second motion to dismiss, which was never adjudicated. In Flores, the District of
Nevada granted Merck’s motion to dismiss with leave to amend. Flores amended her Complaint
and Merck filed a second motion to dismiss, which was never adjudicated.’

In addition to Flores and Herlth (discussed supra), in Atjian, Bergin, Butler, Dalton,
Derr, Fetters, Hendrix, Hilton, Hoddick, Landers, Levy, Malloy, Pennell, Prudden, Soileau, and
Wingerter, Merck’s motions to dismiss were pending and then administratively terminated after
this Honorable Court entered its Order (ECF No. 38), terminating all pending motions in
individual cases. Merck filed Answers (without any motion practice) in Humphries, Landers
(Krista), Lipscomb, McElerney, Muller, Raymer, Rizvi, Silver, Sullivan, Thomas, and Wagner.

Finally, in Eshelman, Graves, Hartle, Hinojosa, Horton, Ivey, Lukas, Merino, Neves, Nyboer,

® While Merck Answered and/or filed motions to dismiss in other Gardasil cases, Herlth was the
first case that Merck sought dismissal of failure to warn claims on preemption grounds premised
on the Second Circuit’s holding in Gibbons v. Bristol-Myers Squibb Co., 919 F.3d 699, 708 (2d
Cir. 2019). However, the Second Circuit’s ruling runs afoul of Supreme Court precedent,
including the Supreme Court’s subsequent decision in Merck Sharp & Dohme Corp. v. Albrecht,
139 S. Ct. 1668 (2019). Although Gibbons placed the burden of pleading around preemption on
the plaintiff, the Supreme Court in Albrecht subsequently held the reverse (i.e., holding that
preemption is a defense upon which the defendant holds the burden of proof) thus confirming
that Gibbons is flawed. Albrecht, 139 S. Ct. at 1678 (“The underlying question for this type of
impossibility pre-emption defense is whether federal law (including appropriate FDA actions)
prohibited the drug manufacturer from adding any and all warnings to the drug label that would
satisfy state law. And, of course in order to succeed with that defense the manufacturer must
show that the answer to this question is yes.”) (emphasis added). Other Circuits agree. See, e.g.,
Bennett v. Southwest Airlines Co., 493 F.3d 762, 763 (7th Cir. 2007); Cohen v. ConAgra Brands,
Inc., 16 F.4th 1283, 1289 (9th Cir. 2021); In re Zofran (Ondansetron) Prod. Liab. Litig., 541 F.
Supp. 3d 164, 197 (D. Mass. 2021) (preemption is an affirmative defense which the defendant
has burden to establish).

7 For the benefit of the Court, appended hereto as Appendix B are copies of the above referenced
rulings obtained to date on Merck’s Rule 12 Motions.
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O'Brien, Reddicks, Roeder, Rolf, and Vela, Merck has not yet responded to the Complaints.

C. Brief Status of Discovery

Discovery to date has in a large part been limited to written discovery and document
production. The first Gardasil case that proceeded to discovery was a case pending in California
state court, Robi v. Merck et al. No. BC628589. Merck initially produced only 700 pages of
documents, however, after multiple discovery briefs and more than a dozen hearings over several
months, Merck was ordered to produce various internal documents including various custodial
files pursuant to court-ordered search terms. Additional custodians were added and the scope of
discovery was broadened once the first federal case was filed, Gramza v. Merck (D.Ariz). Asa
result of the Orders obtained in Robi and the broadening of the custodians in Gramza, to date,
Merck has produced approximately 8 million pages from custodial and regulatory files and 16
million pages of clinical trial data (i.e., some of the individual patient Case Report Forms
(“CRFs”) from some of the clinical trials of Gardasil).

Notwithstanding what would appear to be voluminous, Merck’s productions remain
inadequate. As way of example, despite relying upon FDA approval of Gardasil as a purported
defense in the cases, Merck has refused to produce the complete regulatory file for Gardasil.
Likewise, Merck has refused to produce the regulatory file in an easily accessible and reviewable
electronic format which is known as the eCDT format that manufacturers routinely use to submit
documents to the FDA. As to clinical trials, Merck has refused to produce the complete raw data
from its Gardasil clinical trials, including the Case Report Forms, which are the documents used
by clinical investigators to report adverse events experienced by clinical trial participants and
which constitute an important part of the raw data from studies. Similarly, Merck has refused to

produce its Clinical Trials Database, a database used by Merck to house data from its clinical
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trials. Merck has likewise refused to produce or provide complete access to its Gardasil adverse
events database, and it does not appear Merck has produced all causality assessments (where
clinical trial investigators and/or Merck itself assess whether an adverse event is related to the
vaccine or not), studies, and internal communications regarding Gardasil adverse events. These
and other discovery issues will need to be resolved by the parties or adjudicated once discovery
gets underway in the MDL.® Moreover, productions from many key individuals who were
responsible for these vaccines remain necessary, as does, of course, depositions including needed
30(b)(6) depositions. Finally, it should be noted that this prior discovery, including negotiation
of an ESI protocol and Protective Order, which led to the production of the current documents,
was done almost exclusively by the undersigned firm, at a time when there were only one or a
small handful of cases pending. Now, with substantially more cases, and more importantly,
nearly a dozen different plaintiffs’ law firms involved who have never had access to the
previously-produced Merck discovery, have not had an opportunity to weigh in on the prior
negotiated ESI protocols, protective orders, and discovery issues, and who understandably would

like to be involved and provide input on any final discovery protocols that are ultimately agreed

8 Some of the other discovery issues include, for example, the potential need for Merck to
utilize technology assisted review (TAR) to produce documents as an adjunct to search terms;
the need to broaden the custodians; the need for Merck to identify all employees involved in
Gardasil, including all employees involved in regulatory, labeling, clinical trials, marketing,
foreign and domestic studies (safety analyses), and pharmacovigilance so as to ensure the
custodial files of the relevant employees are being obtained. In addition, a substantial number of
documents have been either redacted or withheld under what appears to be spurious grounds,
which likewise will need to be resolved or adjudicated. Of course, these are just a sampling of
some of the shortcomings with the discovery produced to date.

As to depositions, no Merck employees or custodians have been deposed to date in any of the
state or federal cases. Merck has taken the deposition of plaintiffs (and plaintiffs’ mothers) in
three federal cases: Gramza, Walker and Humphreys; and has deposed a treater in Gramza and a
treater in Walker. Appendix A, attached hereto, also includes additional information concerning
the general types of known discovery that has occurred in each known case.
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upon or ordered in this MDL.
Plaintiffs’ counsel looks forward to the upcoming Initial Conference and to address any

questions the Court may have concerning the facts and legal issues in these consolidated actions.

Dated: September 20, 2022 Respectfully submitted,

[s/ Bijan Esfandiari

Bijan Esfandiari (SBN: 223216)
besfandiari@baumhedlundlaw.com
BAUM, HEDLUND, ARISTEI &
GOLDMAN, P.C.

10940 Wilshire Blvd., Suite 1600
Los Angeles, CA 90024
Telephone: (310)207-3233
Facsimile: (310) 820-7444
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Federal Court Cases

Plaintiff

Court

Answer/ Rule 12

Discovery

Atjian, Eduardo, Il

U.S. District Court for the
Central District of
California

Rule 12 Not Adjudicated

No Discovery

U.S. District Court for the

Rule 12 Adjudicated and

Rule 26 and

2 Balasco, Julia District of Rhode Island Answered Written Discovery
. U.S. District Court for the - .
3 Bergin, Payton Western District of North Carolina Rule 12 Not Adjudicated No Discovery
U.S. District Court for the - .
4 Butler, Skylee District of Massachusetts Rule 12 Not Adjudicated No Discovery
5 Canitz, Shannon N. U.S. PISFrICt Cogrt for the None No Discovery
District of Arizona
. U.S. District Court for the Rule 12 Adjudicated and Rule 26 Initial
6 Colbath, Michael A. Southern District of California Answered Disclosure Exchanged
. U.S. District Court for the .
7 Counts, Madeline A. Northern District of Texas None No Discovery
U.S. District Court for the Eastern - .
8 Dalton, Ashley District of Michigan Rule 12 Not Adjudicated No Discovery
U.S. District Court for the
9 Derr, Maeson Middle District of Rule 12 Not Adjudicated No Discovery
North Carolina
U.S. District Court for the .
10 Eshelman, Avery Western District of Oklahoma None No Discovery
U.S. District Court for the - .
11 Fetters, Sydney M. Central District of California Rule 12 Not Adjudicated No Discovery
U.S. District Court for the - Rule 26 and
12 Flores, Savannah District of Nevada Rule 12 Not Adjudicated Written Discovery
U.S. District Court for the .Rule 2.6 and
13 Gramza, Jasmyne - . Answered Written Discovery.
District of Arizona -
Plaintiff and mother deposed
. U.S. District Court for the .
14 Graves, Danielle T. Northern District of Texas None No Discovery
U.S. District Court for the .
15 Hartle, Ethan C. Southern District of lowa None No Discovery
. U.S. District Court for the - .
16 Hendrix, Darby Northern District of Georgia Rule 12 Not Adjudicated No Discovery
17 Herith, Korrine A. U.S. District Court for the Rule 12 Not Adjudicated Rule 26 and

District of Connecticut

Written Discovery
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Federal Court Cases

Plaintiff

Court

Answer/ Rule 12

Discovery

U.S. District Court for the

18 Hilton, Kameron Western District of Rule 12 Not Adjudicated No Discovery
North Carolina
19 Hinojosa Hernandez U.S. District Court for the None No Discove
Sarni, Audrey E. District of Arizona i
20 Hoddick, Jeffrey K. U.S. District Court for the Rule 12 Not Adjudicated No Discovery
District of Hawaii
. U.S. District Court for the .
21 Horton, Tristen J. Northern District of Florida None No Discovery
_— Rule 26 and
22 Humphries, Cooper US. DISt”.Ct Qourt fqrthe Answered Written Discovery.
Central District of lllinois -
Plaintiff and mother deposed
. U.S. District Court for the .
23 Ivey, Madison C. Western District of Texas None No Discovery
U.S. District Court for the
24 Landers, Isabella Southern District of Rule 12 Not Adjudicated No Discovery
West Virginia
U.S. District Court for the
25 Landers, Krista L. Northern District of lllinois, Answered No Discovery
Eastern Division
U.S. District Court for the - .
26 Levy, Jacob D. Central District of California Rule 12 Not Adjudicated No Discovery
U.S. District Court for the
27 Lipscomb, Madelyn R. Northern District of Indiana, Answered No Discovery
Fort Wayne Division
U.S. District Court for the
28 Lukas, Sarah F. Northern District of Ohio, None No Discovery
Eastern Division
U.S. District Court for the Eastern - .
29 Malloy, Madelyn District of Texas Rule 12 Not Adjudicated No Discovery
. U.S. District Court for the Rule 26 and
30 McElerney, Corinn Middle District of Florida Answered Written Discovery
31 Merino, Adriana U.S. PISFrICt Cogrt for the None No Discovery
District of Arizona
U.S. District Court for the Rule 26 and
32 Muller, Ashley Northern District of Florida Answered Written Discovery
U.S. District Court for the .
33 Neves, Isabella District of New Jersey None No Discovery
34 Nyboer, Camille U.S. District Court for the None No Discovery

District of New Jersey
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Federal Court Cases

Plaintiff

Court

Answer/ Rule 12

Discovery

U.S. District Court for the

35 O'Brien, Madeleine Southern District of Texas None No Discovery
U.S. District Court for the
36 Pennell, Mackenzie Northern District of Ohio, Rule 12 Not Adjudicated No Discovery
Eastern Division
U.S. District Court for the
37 Prudden, Christina L. Western District of Rule 12 Not Adjudicated No Discovery
Missouri
U.S. District Court for the
38 Raymer, Jessica Northern District of lllinois, Answered No Discovery
Eastern Division
39 Reddicks, Arianna U.S. PISt.nCt Court for the None No Discovery
District of Oregon
o U.S. District Court for the .
40 Rizvi, Aina District of New Jersey Answered No Discovery
U.S. District Court for the .
41 Roeder, Megan Central District of California None No Discovery
42 Rolf, Michael B. US. PISFrICt Cogrt for the None No Discovery
District of Arizona
. U.S. District Court for the Rule 26 and
43 Silver, Ruby Middle District of Florida Answered Written Discovery
. U.S. District Court for the - .
44 Soileau, Nalon A. Middle District of Louisiana Rule 12 Not Adjudicated No Discovery
. U.S. District Court for the .
45 Sullivan, Emma District of New Jersey Answered No Discovery
46 Thomas, Mark on U.S. District Court for the Answered No Discove
behalf of ZT Southern District of Florida ry
U.S. District Court for the .
47 Vela, Joselyn District of Arizona None No Discovery
U.S. District Court for the
48 Wagner, Sonja Northern District of lllinois, Answered No Discovery
Eastern Division
U.S. District Court for the Rule 12 Adjudicated and .Rule 2.6 and
49 Walker, Sahara K. L . . Written Discovery.
Western District of Wisconsin Answered L
Plaintiff and mother deposed
50 Wingerter, Hannah R. U.S. District Court for the Rule 12 Not Adjudicated No Discovery

Northern District of Georgia
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State Court Cases

Victim/ Plaintiff

Court

Merck Responded?

Discovery

Robi, Jennifer

California Superior Court - Los
Angeles County - Spring Street
Courthouse

Answered

Written Discovery. Plaintiff and

parents deposed.

Otto, Zachariah C.

California Superior Court - Orange
County

Motion to Strike Adjudicated and
Answered

Written Discovery

Carrillo, Kayla M.

California Superior Court - Orange
County

Demurrer Pending

Written Discovery

Shain, Hayden M.

California Superior Court - Los
Angeles County - Santa Monica
Courthouse

Motion to Strike and Demurrer
Adjudicated and Answered

Written Discovery

Brunker, Merrick

California Superior Court - Ventura
County

Motion to Strike and Demurrer Not
Adjudicated

Written Discovery

Rizi, Rameen Y.

California Superior Court - Los
Angeles County - Spring Street
Courthouse

Motion to Strike and Demurrer Not
Adjudicated

Written Discovery

Trevisan, Victoria

California Superior Court - Los
Angeles County - Spring Street
Courthouse

Complaint not served

No Discovery
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Julia Balasco v. Merck, et
al.

1:20-cv-00364-MSM-PAS

U.S. District Court for the
District of Rhode Island
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UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF NORTH CAROLINA
CHARLOTTE DIVISION

IN RE: GARDASIL PRODUCTS MDL DOCKET NO. 3036
LIABILITY LITIGATION 3:22-md-03036-RJC-DCK

THIS DOCUMENT RELATES TO
ALL CASES

APPENDIX B
TABLE OF CONTENTS

Federal Court Case Opinions re Merck’s Rule 12 Motions:

1.

Julia Balasco v. Merck, et al. (1:20-cv-00364-MSM-PAS), U.S. District Court for the
District of Rhode Island

Michael Colbath v. Merck, et al. (3:21-cv-120-TJW-DEB), U.S. District Court for the
Southern District of California

Savannah Flores v. Merck, et al. (3:21-cv-00166-ART-CLB), U.S. District Court for the
District of Nevada

Jasmyne Gramza v. Merck, et al. (2:20-cv-01425-DLR), U.S. District Court for the
District of Arizona

Korrine Herlth v. Merck, et al. (3:21-cv-000438-JAM), U.S. District Court for the
District of Connecticut
a. Order to Re-Open case is also attached.

Abigail Stratton v. Merck, et al. (2:21-02211-RMG), U.S. District Court for the District
of South Carolina, Charleston Division

Sahara Walker v. Merck, et al. (3:20-cv-01048-jdp), U.S. District Court for the Western
District of Wisconsin

Most Recent California state court Opinion re Merck’s Motion to Dismiss:

8.

Hayden M. Shain v. Merck, et al., (Case No. 21STCV35340), California Superior Court -
Los Angeles County - Santa Monica Courthouse

1

Case 3:22-md-03036-RJC-DCK Document 13 Filed 09/20/22 Page 18 of 129



Case 1:20-cv-00364-MSM-PAS Document 14 Filed 04/22/21 Page 1 of 5 PagelD #: 157

UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF RHODE ISLAND

JULIA BALASCO,
Plaintiff,
v C.A. No. 1:20-CV-0364-MSM-PAS

MERCK & CO., INC. and MERCK
SHARP & DOHME CORP.,

Defendants.

N N N N N N N N N N N N

ORDER
Mary S. McElroy, United States District Judge.

The plaintiff, Julia Balasco, filed this action seeking damages for personal
injuries that she attributes to the Gardasil vaccine, manufactured and distributed by
the defendants, Merck & Co., Inc. and Merck Sharp & Dohme Corp. (collectively
“Merck”). The intended purpose of Gardasil was to protect against strains of Human
Papillomavirus, commonly known as HPV. The plaintiff was inoculated with
Gardasil in 2014 and alleges to have since developed fibromyalgia and autonomic
dysfunction. Her Complaint asserts causes of action against Merck for negligence,
strict product liability, manufacturing defect, express warranty, common-law fraud,
and violation of Rhode Island’s Deceptive Trade Practices Act.

Merck has filed a Motion to Dismiss Count VI of the Complaint (ECF No. 9)
and a Motion to Strike certain factual allegations from the Complaint (ECF No. 10).

The Court now proceeds to decide both Motions.

1
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I. Merck’s Motion to Dismiss Count VI

Merck moves pursuant to Fed. R. Civ. P. 12(b)(6) to dismiss Count VI of the
plaintiff's Complaint wherein she alleges violations of the Rhode Island Deceptive
Trade Practices Act (‘DTPA”), RI.G.L. § 6-13.1-1 et seq. Merck correctly asserts, and
the plaintiff does not dispute, that the DTPA exempts from coverage activities that
are subject to the control of state or federal regulatory bodies. R.I.G.L. § 6-13.1-4.
The plaintiff recognizes in her Complaint that the U.S. Food and Drug
Administration regulated the Gardasil vaccine. See ECF No. 1 49 407.

The Court therefore dismisses Count VI.

IL. Merck’s Motion to Strike Certain Allegations in the Complaint

Pursuant to Fed. R. Civ. P. 12(f), Merck seeks to strike from the plaintiff’s
Complaint several allegations regarding the arthritis medication Vioxx, a drug
previously sold by Merck. In 2004, Merck removed Vioxx from the market due to a
connection with cardiovascular complications. Injuries caused by Vioxx resulted in
substantial financial losses and litigation for Merck. Merck asserts that references
to Vioxx have no relevance in this litigation because the damages the plaintiff claims
are not from Vioxx (a drug she never alleges to have ingested) but from Gardasil.
Moreover, Merck argues, the allegations concerning Vioxx are intended only to
prejudice Merck, shock the reader, and sensationalize the plaintiff’s lawsuit through
an illusory connection to the Vioxx problems.

The plaintiff argues, however, that the factual background of Vioxx is

necessary to demonstrate why Merck allegedly rushed Gardasil to the market with

2
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insufficient safety studies—to earn money to offset the losses from Vioxx. To the
plaintiff, Vioxx and Gardasil are two parts of one story.
Rule 12(f) permits a court to “order stricken from any pleading any . . .

B

redundant, immaterial, impertinent, or scandalous matter.” Alvarado-Morales v.
Digital Equipment Corp., 843 F.2d 613, 618 (1st Cir. 1988). A motion to strike under
Rule 12(f) serves “to avoid the needless expenditures of time and money, in litigating
issues which can be foreseen to have no bearing on the outcome.” Narragansett Tribe
of Indians v. So. R.I. Land Development Corp., 418 F. Supp. 798, 801 (D.R.I. 1976).
Ruling on a motion to strike is committed to the sound discretion of the court;
however, “such motions are narrow in scope, disfavored in practice, and not calculated
readily to invoke the court’s discretion.” Boreri v. Fiat, 763 F.2d 17, 23 (1st Cir. 1985).

Merck cites several products liability cases from other federal district courts,
many of them involving pharmaceutical products, where the courts granted
seemingly similar motions to strike.! In these cases, the courts struck the plaintiffs’
allegations about a defendants’ other products or prior bad behavior that was
unrelated to the product that gave rise to the lawsuit. A review of those cases,

however, reveals no attempt by the plaintiffs to connect the other products or acts to

the deficiencies in the product that allegedly caused the plaintiffs’ harm. Indeed, the

1 Merck cites the following: Simien v. C.R. Bard, Inc., 2020 WL 4922331 (E.D. Tex.
Aug. 20, 2020); Fraser v. Wright Med. Tech. Inc., 2018 WL 9986673 (S.D. Ill. Dec. 19,
2018); McKinney v. Bayer Corp., 2010 WL 2756915 (N.D. Ohio July 12, 2020); Johns
v. Bayer Corp., 2010 WL 2573493 (S.D. Cal. June 24, 2010); Perez v. ZTE (USA), Inc.,
2019 WL 1471011 (N.D. Tex. Apr. 2, 2019); Wood v. Ford Motor Co., 2015 WL 5965202
(M.D. Fla. Oct. 13, 2015).

3
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allegations of unrelated matters in those cases were truly “immaterial, impertinent,
or scandalous.”

This Court cannot make a similar determination here. The plaintiff has
alleged a connection between the impact of Vioxx’s failure on Merck with the alleged
dangers posed by Gardasil. It cannot be held that these allegations are “immaterial,
impertinent, or scandalous” under the Rule 12(f) standard. See Alvarado-Morales,
843 F.2d at 618.

Merck also cites cases where allegations of prior wrongful behavior, even when
used to demonstrate motive or intent, were stricken under Rule 12(f). Yet the
allegations in those cases involved matters that, while perhaps similar to the facts
giving rise to the litigation, were unconnected to the claims at issue. See Strassman
v. Fresh Choice, Inc., 1995 WL 743728, *17 (N.D. Cal. Dec. 7, 1995) (striking
allegations that the defendant “participated in similar, yet unrelated, schemes to
defraud investors”); In re Valence Tech. Sec. Litig., 1995 WL 274343, *18-19 (N.D.
Cal. 1995) (striking “statements insinuating improper conduct by [defendant] in
connection with other offerings”). Again, the plaintiff draws a connection between
the problems with Vioxx and the alleged dangers of Gardasil. These allegations
therefore may stand, at least at this early pleading stage.

Finally, because the Vioxx allegations are not unrelated to the plaintiff’s
claims, these allegations of otherwise publicly available litigation information are

not—for the purposes of pleading—unduly prejudicial to Merck. See Ross-Simmons

4
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of Warwick, Inc. v. Baccarat, Inc., 182 F.R.D. 386, 398 (D.R.I. 1998) (recognizing
prejudice as a factor on a motion to strike).

III. Conclusion
For the foregoing reasons, Merck’s Motion to Dismiss Count VI (ECF No. 9) is

GRANTED. Merck’s Motion to Strike (ECF No. 10) is DENIED.

IT IS SO ORDERED.

Mary S. M¢Elroy

United States District Judge
April 22, 2021

5
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UNITED STATES DISTRICT COURT
SOUTHERN DISTRICT OF CALIFORNIA

MICHAEL COLBATH, Case No.: 3:21-cv-120-W (DEB)
Plaintiff,
ORDER GRANTING IN PART AND
v. DENYING IN PART DEFENDANTS’
SHARP & DOHME CORP., 6] )
Defendants.

Pending before the Court is Defendants Merck & Co., Inc., and Merck Sharp &
Dohme Corp.’s (collectively “Defendants”) Motion to Dismiss Plaintiff Michael
Colbath’s Complaint for failure to state a claim under Federal Rule of Civil Procedure
12(b)(6). (Mot. to Dismiss (“MTD”) [Doc. 6].) Plaintiff opposes the Motion. (Opp'n
[Doc. 12].) The Court decides the matter on the papers submitted and without oral
argument. See Civ. L.R. 7.1(d)(1). For the reasons stated below, the Court GRANTS IN
PART AND DENIES IN PART Defendants’ Motion to Dismiss. [Doc. 6].

L. BACKGROUND
On May 6, 2014, Plaintiff Michael Colbath, who was 14 years old at the time,
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received his first dose of Gardasil—a vaccine for Human Papillomavirus (“HPV”).
(Compl. [Doc. 1] 9 346.) He received his second dose two months later on July 9, 2014.
(Id.) Prior to receiving the vaccine, Plaintiff was physically active, athletic, and did well
in school. (/d. 4 348.) He allegedly had no autoimmune diseases, no autonomic issues,
and no orthostasis. (/d.) After receiving his first Gardasil dose, however, Plaintiff
experienced a burning sensation over his arm and developed extreme fatigue. (/d. 9
350-51.) After his second dose, Plaintiff experienced that same burning pain in his arm,
developed severe foot pain, forcing him to use crutches, started to have memory
problems, and developed “terrible” headaches. (/d. 9 352.)

When the time for his third dose came, Plaintiff’s pediatrician, Dr. Krak, decided
not to administer the third injection, fearing that the Gardasil may have caused Plaintiff’s
foot pain. (/d. § 353.) Plaintiff’s injuries allegedly got worse over time, and he was
eventually diagnosed with Postural Orthostatic Tachycardia (“POTS”), Idiopathic
Hypersomnia (“IH”), Myalgic Encephalomyelitis/ Chronic Fatigue Syndrome (“ME/
CFS”), Chronic Fatigue and Immune Dysfunction Syndrome (“CFIDS”’), Immune-
mediated Encephalitis (“IE”), Complex Regional Pain Syndrome (“CRPS”), and
Gastroparesis. (/d. 4 358.)

As a result, Plaintiff brings this action against Defendants Merck & Co., Inc., and
Merck Sharp & Dohme Corp. He alleges that Defendants’ Gardasil vaccine—which they
designed, manufactured, and marketed—caused him to suffer severe autonomic,
neurological, and heterogeneous autoimmune injuries. (/d. 9 1.) He asserts claims for:
(1) negligence; (2) strict liability failure to warn; (3) strict liability manufacturing defect;
(4) breach of express warranty; (5) common law fraud; and (6) violation of California’s

unfair competition law. (/d. 4 365-481.)

I1. LEGAL STANDARD

The Court must dismiss a cause of action for failure to state a claim upon which

relief can be granted. Fed. R. Civ. P. 12(b)(6). A motion to dismiss under Rule 12(b)(6)
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tests the legal sufficiency of the complaint. Parks Sch. of Bus., Inc. v. Symington, 51
F.3d 1480, 1484 (9th Cir. 1995). A complaint may be dismissed as a matter of law either

for lack of a cognizable legal theory or for insufficient facts under a cognizable theory.

Balistreri v. Pacifica Police Dep’t., 901 F.2d 696, 699 (9th Cir. 1988). In ruling on the

motion, a court must “accept all material allegations of fact as true and construe the
complaint in a light most favorable to the non-moving party.” Vasquez v. L.A. Cnty.,

487 F.3d 1246, 1249 (9th Cir. 2007).

Complaints must contain “a short and plain statement of the claim showing that the
pleader is entitled to relief.” Fed. R. Civ. P. 8(a)(2). The Supreme Court has interpreted
this rule to mean that “[f]actual allegations must be enough to rise above the speculative

level.” Bell Atl. Corp. v. Twombly, 550 U.S. 554, 555 (2007). The allegations in the

complaint must “contain sufficient factual matter, accepted as true, to ‘state a claim to

relief that is plausible on its face.”” Ashcroft v. Igbal, 556 U.S. 662, 678 (2009) (citing

Twombly, 550 U.S. at 570).

Well-pleaded allegations in the complaint are assumed true, but a court is not
required to accept legal conclusions couched as facts, unwarranted deductions, or
unreasonable inferences. Papasan v. Allain, 478 U.S. 265, 286 (1986); Sprewell v.
Golden State Warriors, 266 F.3d 979, 988 (9th Cir. 2001). Leave to amend should be

freely granted when justice so requires. See Fed. R. Civ. P. 15(a). However, denial of
leave to amend is appropriate when such leave would be futile. See Cahill v. Liberty
Mut. Ins. Co., 80 F.3d 336, 339 (9th Cir. 1996); Plumeau v. Sch. Dist. No. 40 Cnty. of
Yambhill, 130 F.3d 432, 439 (9th Cir. 1997).

III. DISCUSSION

Plaintiff asserts the following six claims against Defendants: (1) negligence; (2)
strict liability failure to warn; (3) strict liability manufacturing defect; (4) breach of
express warranty; (5) fraud; and (6) unfair competition. Defendants move to dismiss all

of Plaintiff’s claims under Rule 12(b)(6) for failure to state claim. Defendants also
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request judicial notice of 31 exhibits, which include publications and releases from the
FDA, CDC, WHO, and European Medicine Agency, Gardasil patient information and
prescribing information, and medical definitions of Plaintiff’s alleged injuries. [Doc. 7].
Plaintiff opposes Defendants’ request for judicial notice because the exhibits allegedly
contain disputed facts. [Doc. 12]. The Court elects to take notice of the exhibits for their
existence, not for the truth of the disputed facts. See, e.g., Sciortino v. Pepsico, Inc., 108

F.Supp.3d 780, 791 n.2 (N.D. Cal. 2015).

A. FAILURE TO WARN UNDER THEORIES OF NEGLIGENCE AND STRICT

LIABILITY (COUNTS I-II)

Plaintiff alleges that Defendants failed to adequately warn him, his parents, his
medical providers, and the “general public” of serious side effects of Gardasil. (Comp!.
991370, 377). He asserts claims for “failure to warn” under theories of negligence (Count
I) and strict liability (Count I1). (/d. 99 381, 393; Opp 'n at 5-6.) Defendants argue that
Plaintiff’s failure to warn claims are barred by the Vaccine Act and the Learned
Intermediary Doctrine and are deficient for inadequate causation. (MTD at 12-14.)

To maintain a negligence action under California law, a plaintiff must allege that a
defendant owed him a legal duty, breached that duty, and that the breach proximately
caused injury to him. Garciav. W & W Cmty. Dev., Inc., 186 Cal. App. 4th 1038, 1044

(2010). In the negligence failure to warn context, plaintiffs must prove “that a
manufacturer or distributor did not warn of a particular risk for reasons which fell below
the acceptable standard of care, i.e., what a reasonably prudent manufacturer would have
known and warned about.” Carlin v. Super. Ct., 13 Cal. 4th 1104, 1112 (1996) (citation
omitted).

To maintain a strict liability failure to warn claim, a plaintiff must prove that:

(1) the defendant manufactured, distributed, or sold the product; (2) the
product had potential risks that were known or knowable at the time of
manufacture or distribution, or sale; (3) that the potential risks presented a
substantial danger to users of the product; (4) that ordinary consumers would
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not have recognized the potential risks; (5) that the defendant failed to
adequately warn of the potential risks; (6) that the plaintiff was harmed
while using the product in a reasonably foreseeable way; (7) and that the
lack of sufficient warnings was a substantial factor in causing the plaintiff's
harm.

Rosa v. City of Seaside, 675 F.Supp.2d 1006, 1011 (N.D. Cal. 2009) (citing Jud. Council

of Cal. Civ. Jury Instruction No. 1205). Regarding the second factor—whether the risks
were known or knowable at the time of manufacture—plaintiff must prove “only that the
defendant did not adequately warn of a particular risk that was known or knowable in
light of the generally recognized and prevailing best scientific and medical knowledge
available at the time of manufacture and distribution.” Rosa, 675 F.Supp.2d at 1012
(quoting Anderson v. Owens—Corning Fiberglas Corp., 53 Cal. 3d 987, 1002 (1991)).

In 1986, Congress passed the National Childhood Vaccine Injury Act (the

“Vaccine Act”) “in an attempt to balance the need for widespread childhood vaccinations
with the need for ‘optimal prevention against adverse reactions to vaccines.”” Holmes v.

Merck & Co., Inc., 697 F.3d 1080, 1082 (9th Cir. 2012) (quoting 42 U.S.C. § 300aa—1).

“Congress passed the law after hearing testimony that, although vaccines inevitably
harmed only a very small number of people, litigation arising from these injuries was
threatening the stability of the nation’s vaccine program.” Holmes, 697 F.3d at 1082.
Section 22 of the Vaccine Act states: “No vaccine manufacturer shall be liable ...
solely due to the manufacturer’s failure to provide direct warnings to the injured party (or
the injured party’s legal representative) of the potential dangers resulting from the
administration of the vaccine manufactured by the manufacturer.” 42 U.S.C. § 300aa-
22(c). In other words, the Vaccine Act “eliminat[es] liability for not providing direct
warnings to a claimant.” Holmes, 697 F.3d at 1083. Similarly, California’s Learned
Intermediary Doctrine provides that “in the case of prescription drugs, the duty to warn

runs fo the physician, not to the patient.” Carlin, 13 Cal. 4th at 1116.!

! The rationale for the Learned Intermediary Doctrine is as follows:
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The first issue to decide is whether Plaintiff’s failure to warn claims are barred by
the Vaccine Act and the Learned Intermediary Doctrine. Plaintiff alleges that Defendants
failed to warn him, his parents, his medical providers, and the general public. (Compl. 4
370, 377.) While Defendants do not have a duty to warn Plaintiff, his mother, or the
public in general, they do have a duty to warn Plaintiff’s medical providers. Because
Plaintiff alleges that Defendants failed to warn his medical providers, the Vaccine Act
and the Learned Intermediary Doctrine do not bar his failure to warn claims.

The second issue is whether Plaintiff pled sufficient causation at this early stage of
the litigation. Defendants argue that Plaintiff’s failure to warn claims are legally
deficient because he does not adequately plead that his injuries were caused by
Defendants’ failure to warn his medical providers. (MTD at 13). According to
Defendants, Plaintiff “fails to allege that his prescribing doctor read, much less relied
upon, any particular information provided by [Defendants].” (/d.)

Defendants rely on Renteria v. Ethicon, Inc., 2020 WL 7414744, at *7 (C.D. Cal.
Nov. 18, 2020), and Motus v. Pfizer Inc. (Roerig Div.), 358 F.3d 659, 661 (9th Cir. 2004)

in support of their lack of causation argument. These cases, however, are inapposite
because both were in the summary judgment phase, and both had the luxury of hearing
testimony from the prescribing doctor. Motus, 358 F.3d at 661 (“Because the doctor
testified that he did not read the warning label that accompanied Zoloft or rely on
information provided by Pfizer’s detail men before prescribing the drug to Mr. Motus, the

adequacy of Pfizer’s warnings is irrelevant to the disposition of this case.”); Renteria,

(1) The doctor is intended to be an intervening party in the full sense of the word.
Medical ethics as well as medical practice dictate independent judgment, unaffected by
the manufacturer's control, on the part of the doctor. (2) Were the patient to be given the
complete and highly technical information on the adverse possibility associated with the
use of the drug, he would have no way to evaluate it, and in his limited understanding he
might actually object to the use of the drug, thereby jeopardizing his life. (3) It would be
virtually impossible for a manufacturer to comply with the duty of direct warning, as
there is no sure way to reach the patient.

Carmichael v. Reitz, 17 Cal. App. 3d 958, 989 (1971) (citation and quotation omitted).
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2020 WL 7414744, at * 7 (“Dr. Chew testified that she did not rely on the manufacturer’s
product warnings ... Therefore, Plaintiff’s failure to warn and fraud-based claims fail as a
matter of law.”).

In contrast, this action is still in the pleading stage where the Court must accept all
material allegations of fact as true and construe the complaint in a light most favorable to
the non-moving party. Vasquez, 487 F.3d at 1249. Moreover, “basic causation-related
issues involve questions of fact, unless reasonable [persons] will not dispute the absence

of causality.” Vickers v. United States, 228 F.3d 944, 953 (9th Cir. 2000) (citations and

quotations omitted).

Plaintiff alleges that had Defendants adequately warned his medical providers, then
“upon information and belief, Plaintiff’s medical providers would not have offered or
recommended Gardasil to Plaintiff.” (Compl. 9§ 381.) At this stage, without access to
testimony from Plaintiff’s prescribing physician, the Court cannot say for certain that
reasonable persons will not dispute the absence of causality. Therefore, Plaintiff’s failure
to warn claims under theories of strict liability and negligence? may proceed beyond the
pleading stage and can be addressed again, if appropriate, at summary judgment.

Accordingly, Defendants’ Motion to Dismiss Plaintiff’s claims for negligence

(Count I) and strict liability failure to warn (Count II) is DENIED.

B. STRICT LIABILITY — MANUFACTURING DEFECT (COUNT III)

Defendants argue that Plaintiff’s manufacturing defect claim (Count II1) fails

because (1) Plaintiff “alleges no facts showing that the manufacture of his particular dose

2 Defendants also argue that Plaintiff’s negligence claim is an improper “shotgun pleading.” (MTD at
21.) “Shotgun pleadings are pleadings that overwhelm defendants with an unclear mass of allegations
and make it difficult or impossible for defendants to make informed responses to the plaintiff’s
allegations.” Sollberger v. Wachovia Sec., LLC, 2010 WL 2674456, at *4 (C.D. Cal. June 30, 2010).
Here, Defendants have sufficient notice and detail to make informed responses to Plaintiff’s allegations.
Thus, Plaintiff’s negligence claim is not an improper shotgun pleading.
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of Gardasil was defective,” and (2) Plaintiff’s manufacturing defect claim is just a thinly
veiled “design defect” claim, artfully pled to avoid preemption under the Vaccine Act.
(/d. at 8-10.) Indeed, Section 22 of the Vaccine Act “expressly preempts design-defect
claims seeking compensation for injury or death caused by a vaccine’s unavoidable side
effects.” Holmes, 697 F.3d at 1084; 42 U.S.C. § 300aa-22(b)(1).

Plaintiff counters that his Gardasil doses were defective because they contained
“dangerous” ingredients that were not disclosed and approved by the FDA, and that
Plaintiff was injured as a result of this defect. (Compl. 44 412-414, 419; Opp 'n at 12.)
For example, Plaintiff alleges on information and belief that the Gardasil he was injected
with contained HPV L1-DNA fragments, which make the vaccine more potent and
dangerous than intended, and that it contained neurotoxins like phenylmethylsulfonyl
fluoride, which is not intended for human consumption or injection. (/d.)

Under a strict liability manufacturing defect theory, “a defective product is one that
differs from the manufacturer’s intended result or from other ostensibly identical units of

the same product line.” Barker v. Lull Eng’g Co., 20 Cal. 3d 413, 429 (1978). This

theory assumes that “a suitable design is in place, but that the manufacturing process has

in some way deviated from that design.” In re Coordinated Latex Glove Litig., 99 Cal.

App. 4th 594, 613 (2002). To survive a motion to dismiss, “plaintiffs should
identify/explain how the [product] either deviated from [defendant’s] intended
result/design or sow the [product] deviated from other seemingly identical [product]
models.” In re Toyota Motor Corp. Unintended Acceleration Mktg., Sales Pracs. &
Prods. Liab. Litig., 754 F.Supp.2d 1208, 1222 (C.D. Cal. 2010) (quotations and citation

omitted.) “[A] bare allegation that the product had “a manufacturing defect” is an
insufficient legal conclusion.” Marroquin v. Pfizer, Inc., 367 F.Supp.3d 1152, 1160 (E.D.
Cal. 2019) (citation omitted).

In contrast, in design defect claims, which are preempted by the Vaccine Act, “the
injury producing agent is common to all products of a certain line, and the defect lies in

the original design or model.” Morris v. Parke, Davis & Co., 667 F.Supp. 1332, 1335
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(C.D. Cal. 1987) (citation omitted); Barker, 20 Cal. 3d at 429 (“A design defect ... cannot
be identified simply by comparing the injury-producing product with the manufacturer’s
plans or with other units of the same product line, since by definition the plans and all
such units will reflect the same design.”).

Here, Plaintiff does not explain how the two Gardasil doses /e received deviated
from Defendants’ intended design. Instead, Plaintiff suggests that every Gardasil dose
contains unapproved and undisclosed DNA fragments and “dangerous toxins.” Indeed,
Plaintiff alleges that the Gardasil doses reached him “without substantial change in their
condition as designed, manufactured, sold, distributed, labeled, and marketed by
[Defendants].” (Compl. §415.) Because Plaintiff alleges that all Gardasil doses contain
undisclosed DNA fragments and dangerous toxins, it appears he is actually alleging that
the design of Gardasil is defective. Thus, having failed to explain how the Gardasil he
received deviated from Defendants’ intended design or how the Gardasil deviated from
other seemingly identical product models, Plaintiff’s strict liability manufacturing defect

claim (Count III) is DISMISSED WITH LEAVE TO AMEND.

C. EXPRESS WARRANTY (COUNT 1V)

An express warranty “is a contractual promise from the seller that the goods

conform to the promise.” Daugherty v. American Honda Motor Co., Inc., 144 Cal. App.

4th 824, 830 (2006). Breach of express warranty requires the exact terms of the
warranty, plaintiff’s reasonable reliance, and a breach, which proximately causes injury

to plaintiff. Williams v. Beechnut Nutrition Corp., 185 Cal. App. 3d 135, 142 (1986).

Defendants argue that Plaintiff’s breach of express warranty claim (Count 1V) fails
because (1) it is barred by the Vaccine Act and the Learned Intermediary Doctrine, (2)
Plaintiff failed to provide pre-suit notice to Defendants on his warranty claim, and (3)
Plaintiff failed to plead privity of contract with Defendants. (MTD at 15.)

Plaintiff counters that the Vaccine Act and Learned Intermediary Doctrine do not

apply to express warranty claims, that his mother relied on Defendants’ representations
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concerning Gardasil’s safety and efficacy, that Plaintiff was injured as a proximate result
of the breach, and that California law does not require pre-suit notice or privity of
contract for breach of warranty claims rooted in products liability. (Opp’n at 13-14.)
Contrary to Plaintiff’s assertion, the Learned Intermediary Doctrine “applies to a
breach of express warranty claim predicated on a failure to warn claim.” See Tapia v.

Davol, Inc., 116 F.Supp.3d 1149, 1162 (S.D. Cal. 2015); Carlin, 13 Cal. 4th at 1118.

Under the Learned Intermediary Doctrine, “the express warranties run to the physician,
and not to the Plaintiff.” Tapia, 116 F.Supp.3d at 1162 (citation omitted). Plaintiff does
not allege that his physician relied on the express warranties contained in Gardasil’s
packaging and promotional materials. Plaintiff only alleges that his mother relied on
Defendants’ written advertisements for Gardasil. (Compl. 4 432.) Therefore, because
Plaintiff fails to adequately allege reliance on the express warranties, his claim for breach

of express warranty (Count IV) is DISMISSED WITH LEAVE TO AMEND.

D. CoOMMON LAW FRAUD (COUNT V)

Plaintiff’s fifth claim is for “common law fraud.” Although not identified
explicitly in the Complaint, Plaintiff argues in his Opposition to the Motion to Dismiss
that this claim includes three categories of fraud: fraudulent concealment, negligent
misrepresentation, and intentional misrepresentation. (Opp 'n at 15; Cal. Civ. Code §§
1710(1)-(3)).

Defendants argue that Plaintiff’s fraud claim should be dismissed because it is
barred by the Vaccine Act and because he failed to plead it with sufficient particularity
under Federal Rule of Civil Procedure 9(b). (MTD at 16.) Defendants also argue that
Plaintiff may not add claims for fraudulent concealment and negligent misrepresentation
in his Opposition when they were not explicitly mentioned in his Complaint. (Reply
[Doc. 14] at 7.) But alleging specific legal theories is not required as long as plaintiff
alleges sufficient facts to put defendant on notice of the claim. See Johnson v. City of

Shelby, Miss., 574 U.S. 10, 11-12 (2014) (“[N]o heightened pleading rule requires
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plaintiffs seeking damages for violations of constitutional rights to invoke § 1983

expressly in order to state a claim.”); Kirkpatrick v. Cnty of Washoe, 843 F.3d 784, 790
(9th Cir. 2016) (claim factually asserting constitutional rights violation not inadequate
because it failed to specifically refer to the Fourth Amendment).

“To establish a claim for fraudulent misrepresentation, the plaintiff must prove: (1)
the defendant represented to the plaintiff that an important fact was true; (2) that
representation was false; (3) the defendant knew that the representation was false when
the defendant made it, or the defendant made the representation recklessly and without
regard for its truth; (4) the defendant intended that the plaintiff rely on the representation;
(5) the plaintiff reasonably relied on the representation; (6) the plaintiff was harmed; and
(7) the plaintiff's reliance on the defendant's representation was a substantial factor in
causing that harm to the plaintiff.” Graham v. Bank of America, N.A., 226 Cal. App. 4th
594, 605-606 (2014) (citation and quotations omitted).

“The elements of negligent misrepresentation are: (1) a misrepresentation of a past
or existing material fact, (2) without reasonable grounds for believing it to be true, (3)
with intent to induce another's reliance on the fact misrepresented, (4) ignorance of the
truth and justifiable reliance thereon by the party to whom the misrepresentation was
directed, and (5) damages.” Zetz v. Boston Scientific Corp., 398 F.Supp.3d 700, 712-13
(E.D. Cal. 2019) (quotations and citation omitted).

“The required elements for fraudulent concealment are: (1) concealment or
suppression of a material fact; (2) by a defendant with a duty to disclose the fact to the
plaintiff; (3) the defendant intended to defraud the plaintiff by intentionally concealing or
suppressing the fact; (4) the plaintiff was unaware of the fact and would not have acted as
he or she did if he or she had known of the concealed or suppressed fact; and (5) plaintiff
sustained damage as a result of the concealment or suppression of the fact.” Graham, 226
Cal. App. 4th at 606 (citation omitted).

Because each of these claims sound in fraud, Plaintiff must satisfy the pleading

requirements of Rule 9(b). See Ibarra v. Trimark Funding, Inc., 2010 WL 3076291, at *2
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(S.D. Cal. Aug. 6, 2010) (noting that “claim[s] for fraud and negligent misrepresentation
must meet Rule 9(b)’s particularity requirements.”); see also Zetz, 398 F.Supp.3d at 713,

n.3 (finding same). Under Rule 9(b), a party alleging fraud “must state with particularity
the circumstances constituting fraud or mistake.” Fed. R. Civ. P. 9(b). A complaint
“must identify the who, what, when, where, and how of the misconduct charged, as well
as what is false or misleading about the purportedly fraudulent statement, and why it is

false.” Davidson v. Kimberly-Clark Corp., 889 F.3d 956, 964 (9th Cir. 2018).

“[A]llegations of fraud must be specific enough to give defendants notice of the
particular misconduct which is alleged to constitute the fraud charged so that they can
defend against the charge and not just deny that they have done anything wrong.” United
States v. United Healthcare Ins. Co., 848 F.3d 1161, 1180 (9th Cir. 2016) (quotations and

citations omitted). But in cases alleging fraudulent concealment, some courts relax the
specificity requirements of Rule 9(b). See UMG Recordings, Inc. v. Global Eagle

Entertainment, Inc., 117 F.Supp.3d 1092, 1107 (C.D. Cal. 2015); In re Apple & AT &
TM Antitrust Litig., 596 F.Supp.2d 1288, 1310 (N.D. Cal. 2008) (“Where the claim is

one of fraud by omission ..., the pleading standard is lowered on account of the reduced
ability in an omission suit to specify the time, place, and specific content relative to a
claim involving affirmative misrepresentations”) (citation and quotation omitted).

As discussed above, Plaintiff alleges that Defendants failed to warn his medical
providers about potential severe side-effects of Gardasil. (Compl. § 463.) Because this
allegation concerns fraudulent concealment, Plaintiff’s failure to specify the time and

place of the omissions will not bar his claim. See In re Apple, 596 F.Supp.2d at 1310.

Plaintiff has plead the content of the omission and the injuries resulting from the
omissions with sufficient particularity under Rule 9(b). Therefore, Defendants’ Motion
to Dismiss Plaintiff’s fraudulent concealment claim is DENIED.

Further, in support of his claims for intentional/fraudulent misrepresentation and
negligent misrepresentation, Plaintiff alleges that Defendants made the following “false

representations”: (1) “Gardasil is effective in preventing cervical and anal cancer”; (2)
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“Gardasil is safe”; and (3) “cervical and anal cancer were far more prevalent than they
really are.” (Compl. § 454; Opp’'n at 16.) Plaintiff alleges that his mother was exposed to
these false representations in Defendants’ “One Less” advertising campaign. (Compl. 9
445; Opp’n at 16.)

Plaintiff also alleges that Defendants committed the following “fraudulent acts” in
order to mislead Plaintiff, the public, and the medical community: (1) failing to test
Gardasil against a true inert placebo and lying to the public that Gardasil was tested
against a placebo; (2) failing to conduct a sufficient number of studies for the targeted
patient population; (3) not using the commercial dosage in one of the key clinical trials,
which was used to obtain licensing for the commercial dosage of Gardasil; (4) using very
restrictive exclusionary criteria in the clinical study patient population but then not
revealing or warning about these exclusionary criteria in the label; and (5) failing to
disclose all of the ingredients in Gardasil. (Compl. § 458; Opp’n at 16-17.)

However, it is not sufficient that Plaintiff’s mother, the public, or the “medical
community” in general were exposed to these alleged false representations. Under the
Vaccine Act and the Learned Intermediary Doctrine, the duty to warn runs to the

physician, not to the patient. See Conte v. Wyeth, Inc., 168 Cal. App. 4th 89, 98-99

(2008) (applying the learned intermediary doctrine to claims of fraud against a drug
manufacturer); see also Saavedra v. Eli Lily and Co., 2013 WL 6345442, at *5 (C.D. Cal.

Feb. 26, 2013). Because Plaintiff fails to allege that his medical providers saw, let alone
relied on Defendants’ affirmative misrepresentations, Plaintiff’s claims for intentional
misrepresentation and negligent misrepresentation are legally deficient. Therefore,
Plaintiff’s claims for intentional misrepresentation and negligent misrepresentation are

DISMISSED WITH LEAVE TO AMEND.

E. UNFAIR COMPETITION UNDER CALIFORNIA LAW (COUNT VI)

Plaintiff alleges that Defendants’ failure to warn about the allegedly dangerous

side-effects of Gardasil constitutes an unlawful, unfair, or fraudulent business practice
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under California’s Unfair Competition Law (“UCL”)—California Business and
Professions Code Section 17200. (Compl. 4 466.) As a result of this unfair practice,
Plaintiff and his mother were allegedly misled into purchasing and consenting to the
Gardasil injections. (/d. §468.) Plaintiff seeks restitution, restitutionary disgorgement of
Defendants’ profits, attorneys’ fees, costs, punitive damages, and an injunction
prohibiting Defendants from “continuing its false advertising and unlawful acts and
practices concerning Gardasil.” (/d. 99 479-481.)

Defendants argue that Plaintiff’s UCL claim fails because it is barred by the
Vaccine Act and Learned Intermediary Doctrine and because he is not entitled to any
damages under the UCL. (MTD at 19-20.)

First, Plaintiff alleges that Defendants failed to warn his medical providers.
(Compl. 9 404.) Although this allegation is not pled explicitly in the UCL section in
Plaintiff’s Complaint, he incorporates all previous Complaint allegations into his UCL
claim. (/d. 4465.) Therefore, because Plaintiff alleges that Defendants failed to warn his
medical providers, the Vaccine Act and the Learned Intermediary Doctrine do not bar
Plaintiff’s UCL claim.

Second, Plaintiff alleges that he is entitled to restitution under the UCL because he
and his mother “were misled into purchasing and consenting to the Gardasil injections,”
which on information and belief cost more than $100 per vile. (/d. 9 468, 479-480.)
“The object of restitution is to restore the status quo by returning to the plaintiff funds in
which he or she has an ownership interest.” Korea Supply Co. v. Lockheed Martin Corp.,
29 Cal. 4th 1134, 1149 (2003). “[R]estitution, amounting to a full refund would be an

appropriate remedy under the law.” Krueger v. Wyeth, Inc., 396 F.Supp.3d 931, 953-54
(S.D. Cal. 2019). Accordingly, if Plaintiff’s UCL claim has merit, he would potentially

be entitled to restitution under the UCL. See id.
Therefore, Defendants’ Motion to Dismiss Plaintiff’s California unfair competition

claim (Count VI) is DENIED.
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IV. CONCLUSION AND ORDER
For the foregoing reasons, the Court GRANTS IN PART AND DENIES IN
PART Defendants’ Motion to Dismiss. [Doc. 6]. Specifically, Defendants’ Motion to

Dismiss as to Counts I, II, and VI is DENIED. Defendants’ Motion to Dismiss as to
Counts III and IV is GRANTED WITH LEAVE TO AMEND. Regarding Plaintiff’s
claims for “common law fraud”—Count V—Defendants’ Motion to Dismiss Plaintiff’s
claims for intentional misrepresentation and negligent misrepresentation is GRANTED
WITH LEAVE TO AMEND, and Defendant’s Motion to Dismiss Plaintiff’s claim for
fraudulent concealment is DENIED. Plaintiff has until April 19, 2022, to file a first

amended complaint addressing the deficiencies noted above. See Civ. L.R. 15.1.

IT IS SO ORDERED.

Dated: March 29, 2022

H: lfl T ;)mas J. Whel;:m
Unxted States District Judge
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UNITED STATES DISTRICT COURT
DISTRICT OF NEVADA
SAVANNAH FLORES, Case No. 3:21-cv-00166-MMD-CLB
Plaintiff, ORDER
V.

MERCK & CO., INC., et al.,

Defendants.

l. SUMMARY

Plaintiff Savannah Flores sued Defendants Merck & Company, Inc. and Merck
Sharp & Dohme, Corporation (collectively “Merck”) for injuries she allegedly suffered
after receiving Merck’s Gardasil vaccine. (ECF No. 1 at 5.) Before the Court is Merck’s
motion to dismiss (ECF No. 23 (“Motion”))! under Federal Rule of Civil Procedure
12(b)(6).2 Because Flores failed to plead facially plausible claims and because some of
her claims are preempted by the National Childhood Vaccine Injury Act (“Vaccine Act”),
and as further explained below, the Court will grant the Motion and will grant Flores
leave to amend some of her claims.
. BACKGROUND

The following allegations are adapted from the Complaint unless noted

otherwise. (ECF No. 1.)

Flores filed an opposition to the Motion (ECF No. 27), and Merck filed a reply
(ECF No. 29). Flores requested an oral argument but fails to elaborate or provide any
reasoning as to why such a hearing is warranted. (ECF Nos. 27, 28.) After reviewing the
briefs, the Court finds that an oral argument is unnecessary and declines Flores’
request.

°The Court declines to take judicial notice of Merck’s exhibits in support of its
Motion because the Court does not rely on the exhibits, and consideration of the
documents is not appropriate at the motion to dismiss stage without converting the
Motion to one for summary judgment under Rule 12(d). (ECF No. 24.)

'
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Merck is the “designer, manufacturer, labeler, and promoter” of the Gardasil
vaccine. (Id. at 6.) Merck represents that the Gardasil vaccine, first approved by the
United States Food and Drug Administration (“*FDA”) in 2006, helps protect against
certain strains of the Human Papillomavirus (“HPV”) that cause HPV-related cancers,
including cervical, vulvar, vaginal, and anal cancer, and also genital warts. (ECF Nos. 1
at12-13, 23 at 3-4.)

Flores allegedly received her first shot of Gardasil at the age of 14 and her
second shot at the age of 15. (ECF No. 1 at 51.) Her mother allegedly consented to
Flores receiving the vaccine because Flores’ pediatrician, Dr. Stewart Tatum, told them
Gardasil was “a safe and effective vaccine for preventing cervical cancer.” (Id. at 52.)
Flores’ mother also saw marketing and advertising by Merck that the vaccine was safe.
(Id. at 51-52.) After receiving the vaccine, Flores began experiencing symptoms, such
as fatigue, dizziness, nausea, and increased hair growth on her body. (Id. at 52.) Flores
has subsequently been diagnosed with “postural orthostatic tachycardia syndrome
("“POTS”); orthostatic intolerance (“OlI”); autonomic dysfunction; hypoaldosteronism;
hirsutism; and chronic migraines,” which she attributes to the vaccine. (Id. at 53.)

Flores allegedly filed a petition with the United States Court of Federal Claims to
receive compensation for her vaccine-related injuries, as required by the National
Vaccine Injury Compensation Program. (Id. at 54.) See 42 U.S.C. § 300aa—11(a)(2)(A).
After judgment was rendered around April 10, 2019, Flores filed this lawsuit against
Merck. (1d.)

In her Complaint, Flores asserts the following claims against Merck: (1)
negligence, (2) strict liability failure to warn, (3) strict liability manufacturing defect, (4)
breach of express warranty, and (5) common law fraud. (Id. at 55-72.) Merck now seeks
dismissal of the claims. (ECF No. 23.)

1
1
1

2

tase 3:22-md-03036-RJC-DCK Document 13 Filed 09/20/22 Page 42 of 129




© 00 N oo o A~ w NP

N N N N N DN DN NN R R R R R R R R R R
oo N o o M WwN BB O O 0o N o o D W DN - O

'

Case 3:21-cv-00166-MMD-CLB Document 51 Filed 03/16/22 Page 3 of 15

1. LEGAL STANDARD

A court may dismiss a plaintiff’s complaint for “failure to state a claim upon which
relief can be granted.” Fed. R. Civ. P. 12(b)(6). A properly pleaded complaint must
provide “a short and plain statement of the claim showing that the pleader is entitled to
relief.” Fed. R. Civ. P. 8(a)(2); Bell Atl. Corp. v. Twombly, 550 U.S. 544, 555 (2007).
While Rule 8 does not require detailed factual allegations, it demands more than “labels
and conclusions” or a “formulaic recitation of the elements of a cause of action.”
Ashcroft v. Igbal, 556 U.S. 662, 678 (2009) (citing Twombly, 550 U.S. at 555). “Factual
allegations must be enough to rise above the speculative level.” Twombly, 550 U.S. at
555. Thus, to survive a motion to dismiss, a complaint must contain sufficient factual
matter to “state a claim to relief that is plausible on its face.” Igbal, 556 U.S. at 678
(quoting Twombly, 550 U.S. at 570).

In Igbal, the Supreme Court of the United States clarified the two-step approach
district courts are to apply when considering motions to dismiss. First, a district court
must accept as true all well-pleaded factual allegations in the complaint; however, legal
conclusions are not entitled to the assumption of truth. See Igbal, 556 U.S. at 678. Mere
recitals of the elements of a cause of action, supported only by conclusory statements,
do not suffice. See id. Second, a district court must consider whether the factual
allegations in the complaint allege a plausible claim for relief. See id. at 679. A claim is
facially plausible when the plaintiff's complaint alleges facts that allow a court to draw a
reasonable inference that the defendant is liable for the alleged misconduct. See id. at
678.

Where the complaint does not permit the Court to infer more than the mere
possibility of misconduct, the complaint has “alleged—but it has not show[n]—that the
pleader is entitled to relief.” Id. at 679 (alteration in original) (quotation marks and
citation omitted). That is insufficient. When the claims in a complaint have not crossed
the line from conceivable to plausible, the complaint must be dismissed. See Twombly,

550 U.S. at 570. Dismissal of a complaint without leave to amend is only proper when it

3
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