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In the nited States Court of Federal Claims

OFFICE OF SPECIAL MASTERS
Filed: July 19, 2022

R e e i i i i e S e i e S R e e S e S

RONALD STURDEVANT, PUBLISHED
Petitioner, No. 17-172V
V. Special Master Nora Beth Dorsey
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William Cochran, Black McLaren Jones Ryland & Griffee, PC, Memphis TN, for petitioner.
Zoe Wade, U.S. Department of Justice, Washington, DC, for respondent.

RULING ON ENTITLEMENT?

. INTRODUCTION

On February 6, 2017, Ronald Sturdevant (“petitioner”) filed a petition for compensation
under the National VVaccine Injury Compensation Program (“Vaccine Act” or “the Program”), 42
U.S.C. § 300aa-10 et seq. (2012).% Petitioner alleges that he suffered Bell’s palsy as the result of
an influenza (“flu”) vaccination administered on November 3, 2015. Petition at Preamble (ECF
No. 1). Respondent argued against compensation, stating that “this case is not appropriate for

1 Because this Ruling contains a reasoned explanation for the action in this case, the undersigned
is required to post it on the United States Court of Federal Claims’ website in accordance with
the E-Government Act of 2002. 44 U.S.C. § 3501 note (2012) (Federal Management and
Promotion of Electronic Government Services). This means the Ruling will be available to
anyone with access to the Internet. In accordance with VVaccine Rule 18(b), petitioner has 14
days to identify and move to redact medical or other information, the disclosure of which would
constitute an unwarranted invasion of privacy. If, upon review, the undersigned agrees that the
identified material fits within this definition, the undersigned will redact such material from
public access.

2 The National Vaccine Injury Compensation Program is set forth in Part 2 of the National
Childhood Vaccine Injury Act of 1986, Pub. L. No. 99-660, 100 Stat. 3755, codified as amended,
42 U.S.C. 88 300aa-10 to -34 (2012). All citations in this Ruling to individual sections of the
Vaccine Act are to 42 U.S.C. § 300aa.
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compensation under the terms of the Vaccine Act.” Respondent’s Report (“Resp. Rept.”) at 2
(ECF No. 16).

After carefully analyzing and weighing the evidence presented in this case in accordance
with the applicable legal standards, the undersigned finds that petitioner has provided
preponderant evidence that his flu vaccine caused his Bell’s palsy, satisfying petitioner’s burden
of proof under Althen v. Secretary of Health & Human Services, 418 F.3d 1274, 1280 (Fed. Cir.
2005). Accordingly, petitioner is entitled to compensation.

1. ISSUES TO BE DECIDED

Diagnosis is not at issue. Joint Status Rept., filed June 29, 2021, at 1 (ECF No. 68). The
parties stipulated that petitioner received a flu vaccine on November 3, 2015, and that onset of
his right-sided Bell’s palsy was November 4, 2015. Id.

The central issue is whether petitioner has provided preponderant evidence of causation
for all three Althen prongs. Petitioner asserted that he has met his burden under the Althen
prongs. Petitioner’s Post-Hearing Brief (“Pet. Post-Hearing Br.”), filed Oct. 25, 2021, at 6-15
(ECF No. 79); Pet. Post-Hearing Reply Br. (“Pet. Post-Hearing Reply”), filed Feb. 7, 2022, at 1-
6 (ECF No. 85). Respondent disagreed and argued that petitioner failed to submit preponderant
evidence (1) “of a reliable medical theory causally connecting the vaccination and the injury,”
(2) “of a logical sequence of cause and effect connecting the vaccination and the injury,” and (3)
“showing a medically reasonable timeframe from which to infer causation.” Resp. Posthearing
Br. on Entitlement (“Resp. Posthearing Br.”), filed Jan. 24, 2022, at 1-21 (ECF No. 84).
Respondent also contended that petitioner’s Bell’s palsy was more likely than not caused by a
factor unrelated to his vaccination—a herpes viral infection. Id. at 21-23.

The second issue to be resolved relates to respondent’s expert, Dr. Vinay Chaudhry’s
hearing testimony. During the entitlement hearing, and in a subsequent Motion to Strike,
petitioner moved to strike Dr. Chaudhry’s hearing testimony regarding alternative causes of
petitioner’s Bell’s palsy. Pet. Motion to Strike (“Pet. Mot.”), filed Oct. 25, 2021 (ECF No. 80).

I1l. BACKGROUND
A. Medical Terminology

Bell’s palsy is defined as “unilateral facial paralysis of sudden onset, due to [a] lesion of
the facial nerve[,] [] resulting in characteristic distortion of the face.” Bell Palsy, Dorland’s
Med. Dictionary Online, https://www.dorlandsonline.com/dorland/definition?id=95779 (last
visited June 2, 2022). “[P]atients with Bell’s palsy may experience dryness of the eye or mouth,
taste disturbance or loss, hyperacusis,®! and sagging of the eyelid or corner of the mouth.” Pet.

3 Hyperacusis is “exceptionally acute hearing, the hearing threshold being unusually low. It may
or may not be accompanied by pain.” Hyperacusis, Dorland’s Online Med. Dictionary,
https://www.dorlandsonline.com/dorland/definition?id=23650 (last visited June 2, 2022).
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Ex. 8 at 2.* “Bell’s palsy is a diagnosis of exclusion requiring the careful elimination of other
causes of facial paresis or paralysis.” 1d.

Although Bell’s palsy is a well-known and common disease, its etiology remains unclear.
Pet. Ex. 21 at 1;° Pet. Ex. 36 at 1.% There are several known risk factors for Bell’s palsy,
including obesity, hypertension, diabetes, and more. Pet. Ex. 8 at 2-3; Pet. Ex. 15 at 1;” Resp.
Ex. E at 2;® Resp. Ex. Q at 5.° “[G]enetic, vascular, infective[,] and immunological causes have
all been postulated.” Pet. Ex. 12 at 1.0 It is believed that “herpes simplex virus [(“HSV”)]
activation is the likely cause of Bell’s palsy in most cases.” Resp. Ex. E at 2; see also Resp. Ex.
Q at 7; Pet. Ex. 15 at 8. “Facial paresis or paralysis is thought to result from facial nerve
inflammation and edema. As the facial nerve travels in a narrow canal within the temporal bone,
swelling may lead to nerve compression and result in temporary or permanent nerve damage.”
Pet. Ex. 8 at 2; see also Resp. Ex. Q at 6-7 (noting “[e]dema of the facial nerve within the narrow
fallopian canal has been observed,” and “[t]he cause of the edema may be ischemia in
predisposed patients™).

Reich detailed the anatomy of the facial canal,! in pertinent part, as follows:

The facial nerve travels with the vestibulocochlear nerve in the internal
auditory meatus before entering the facial canal (fallopian canal), a narrow bony
canal within the temporal bone. It is because of its course through this narrow

4 Reginald F. Baugh et al., Clinical Practice Guideline: Bell’s Palsy Executive Summary, 149
Otolaryngology & Neck Surgery 656 (2013).

® Weigong Zhou et al., A Potential Signal of Bell’s Palsy After Parenteral Inactivated Influenza
Vaccines: Reports to the Vaccine Adverse Event Reporting System (VAERS) United States,
1991-2001, 13 Pharmacoepidemiology & Drug Safety 505 (2004).

® Cheng-Hsiu Chou et al., Bell’s Palsy Associated with Influenza Vaccination: Two Case
Reports, 25 Vaccine 2839 (2007).

" Donald H. Gilden, Bell’s Palsy, 351 New Eng. J. Med. 1323 (2004).

8 Michael Ronthal, Bell’s Palsy: Pathogenesis, Clinical Features, and Diagnosis in Adults,
UpToDate, https://www.uptodate.com/contents/bells-palsy-pathogenesis-clinical-features-and-
diagnosis-in-adults (last updated Feb. 10, 2016).

% Stephen G. Reich, Bell’s Palsy, 23 Continuum 447 (2017).

10'S. Rowlands et al., The Epidemiology and Treatment of Bell’s Palsy in the UK, 9 Eur. J.
Neurology 63 (2002).

11 For an illustration of the lymph nodes and glands of the head and neck, see Pet. Ex. 56 at 4, 7
(Hannah M. Chason & Brian W. Downs, Anatomy, Head and Neck, Parotid Gland, StatPearls,
https://www.ncbi.nlm.nih.gov/books/NBK534225/ (last updated June 17, 2021)).
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canal, with little room for expansion, that inflammation of the nerve (due to any
cause) is thought to cause compression resulting in paralysis . . . .

The chorda tympani is the final branch of cranial nerve VII [facial nerve]
before it exits the skull at the stylomastoid foramen. . . . From the stylomastoid
foramen, the facial nerve courses through the parotid gland before dividing into
branches that innervate all of the muscles of facial expression as well as the
buccinator.

Resp. Ex. Q at 4-5.
B. Procedural History

Petitioner filed his petition on February 6, 2017, and filed medical records on February 9,
2017. Petition; Pet. Exhibits (“Exs.”) 1-5. On August 24, 2017, petitioner filed an expert report
from Dr. M. Eric Gershwin. Pet. Ex. 6. On September 7, 2017, petitioner filed additional
medical records and respondent filed his Rule 4(c) Report, in which he recommended against
compensation. Pet. Ex. 26; Resp. Rept. at 2.

On February 16, 2018, respondent filed an expert report from Dr. Chaudhry. Resp. Ex.
A. Petitioner filed a supplemental expert report from Dr. Gershwin on April 4, 2018. Pet. Ex.
27. OnJune 1, 2018, respondent filed a supplemental expert report from Dr. Chaudhry, and
petitioner filed a responsive expert report from Dr. Gershwin on July 26, 2018. Resp. EX. R; Pet.
Ex. 30. On October 29, 2018, respondent filed an expert report from Dr. Neil Romberg. Resp.
Ex. S. In April 2019, petitioner filed a responsive expert report from Dr. Gershwin and medical
records. Pet. Exs. 37-40. On July 21, 2019, respondent filed a supplemental report from Dr.
Romberg. Resp. Ex. LL. An entitlement hearing was set for July 2021. Prehearing Order dated
June 10, 2019 (ECF No. 39).

This case was reassigned to the undersigned on January 21, 2020. Notice of
Reassignment dated Jan. 21, 2020 (ECF No. 46). The undersigned held a Rule 5 Conference on
February 5, 2020. Order dated Feb. 5, 2020 (ECF No. 47). Based on the undersigned’s
preliminary review of the case, she made a preliminary finding that petitioner had provided
preponderant evidence of causation. 1d. at 2. Thereafter, petitioner filed photographs and
updated medical records, and the parties filed supplemental medical literature. Pet. Exs. 41-55;
Resp. Exs. MM-OO. In September 2020, respondent filed a status report stating that he “does
not intend to pursue a ‘factors unrelated’ [to vaccination] theory” at the entitlement hearing.
Resp. Status Rept., filed Sept. 25, 2020 (ECF No. 54).

An entitlement hearing was held on July 13 and July 14, 2021. Order dated July 14, 2021
(ECF No. 72). Dr. Gershwin, Dr. Chaudhry, and Dr. Romberg testified. Transcript (“Tr.”) 3,
187. After the hearing, both parties filed additional evidence. Pet. Exs. 56-57; Resp. Ex. PP.

On October 25, 2021, petitioner filed a post-hearing brief along with a motion to strike
Dr. Chaudhry’s hearing testimony. Pet. Post-Hearing Br.; Pet. Mot. Respondent filed his
response to petitioner’s motion to strike on November 4, 2021 and his post-hearing brief on
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January 24, 2022. Resp. Response to Pet. Mot. (“Resp. Response™), filed Nov. 4, 2021 (ECF No.
81); Resp. Posthearing Br. On February 7, 2022, petitioner filed his reply post-hearing brief and
reply to respondent’s response to petitioner’s motion to strike. Pet. Post-Hearing Reply; Pet.
Reply to Resp. Response (“Pet. Reply”), filed Feb. 7, 2022 (ECF No. 86).

This matter is now ripe for adjudication.
C. Factual History
1. Medical History

Prior to the vaccination at issue, petitioner had a prior medical history significant for
obesity, diabetes mellitus (type 2), hypertension, osteoarthritis, allergic rhinitis, and sleep apnea.
Pet. Ex. 3at 2, 5, 11; Pet. Ex. 5at 1. There is no indication that petitioner had ever had Bell’s
palsy prior to vaccination. There is also no suggestion that petitioner had ever had a herpes virus
infection prior to the vaccination at issue.

On November 3, 2015, at fifty-one years old, petitioner received a flu vaccine in his left
arm. Pet. Ex. 2 at 2; Pet. Ex. 40 at 1-2.

Two days later, on November 5, 2015, petitioner presented to his primary care physician,
Dr. Christopher R. Depner for right-sided facial numbness that “started yesterday afternoon.”
Pet. Ex. 3 at 18. Petitioner also reported he received a flu vaccine on Tuesday.'? Id. Bell’s
palsy was added to petitioner’s problem list. 1d. Dr. Depner’s physical examination revealed
normal neck with no masses, normal thyroid, “[n]o visible regional lymphadenopathy,” and
paresis of petitioner’s right seventh cranial nerve.™® 1d. at 19-20. Assessment was Bell’s palsy.
Id. at 20. Dr. Depner commented, “[p]atient with fairly classic Bell’s palsy with paresis in the
distribution of the right [seventh] nerve and also involving the forehead to some degree. He’s
unable to close his left!4l eyelid fully.”*> 1d. Dr. Depner planned to patch petitioner’s eye, start

12 Tyesday was November 3, 2015.

13 The seventh cranial nerve is another name for the facial nerve. Pet. Ex. 15 at 5 fig.4; Nervus
Facialis, Dorland’s Med. Dictionary Online, https://www.dorlandsonline.com/dorland/

definition?i1d=92293 (last visited June 2, 2022).

141t appears Dr. Depner inadvertently referred to petitioner’s left eyelid, instead of his right.

15 Dr. Depner added petitioner was “able to close his right eye adequately, so [it was] no longer
drying out and bothering him. He still ha[d] rather dense right facial nerve paresis.” Pet. EX. 3
at 20. It is not clear whether this is from a follow up visit, and if so, which visit.
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petitioner on prednisone® and Famvir,!” and have him follow up in one week. 1d. Dr. Depner
did not document the presence of any rash or vesicles, or otherwise suggest or diagnose
petitioner with a herpes virus.

Petitioner followed up with Dr. Depner on November 10, 2015. Pet. Ex. 3 at 21.
Petitioner continued to have paresis of his right seventh cranial nerve. Id. at 23.

At a follow up examination on November 23, 2015, petitioner reported he was doing well
but had some eye tearing and fuzzy distance vision. Pet. Ex. 3 at 24. Dr. Depner’s physical
examination revealed paresis of right seventh nerve, paralyzed right facial muscles, unable to
raise right eyebrow, and weakness closing right eyelid. 1d. at 25-26. Assessment remained
Bell’s palsy. Id. at 26. Dr. Depner found petitioner had not “made much improvement with his
facial paralysis,” and ordered him to attend physical therapy. 1d. Again, Dr. Depner did not note
any rash or vesicles or diagnose a herpes virus.

Petitioner had his initial physical therapy evaluation on December 9, 2015 with Shanna
Winters. Pet. Ex. 4 at 44. Petitioner presented for right-sided Bell’s palsy. Id. He “report[ed]
that he had a flu shot on 11/4,1*1 and Bell’s palsy symptoms began on 11/5. Symptoms came on
quickly and have improved since. Went to Dr. Depner and began steroids. [Petitioner]
report[ed] that pain lasted for a month but has resolved.” Id. He reported “trouble with hand eye
coordination, blurry vision, drinking from a cup or straw,” and “increased light sensitivity
secondary to not being able to close his eye.” 1d. Ms. Winters’ physical examination revealed
petitioner had a drooped eyebrow. Id. at 45. Petitioner was unable to show his teeth, close his
eyes, blink, squint, or inflate cheeks. Id. He was able to drink from a straw with difficulty and
was unable to drink from a cup. Id.

On December 14, 2015, petitioner returned to Dr. Depner for follow up. Pet. Ex. 3 at 27.
Physical examination was unchanged. Id. at 28-29. Assessment remained Bell’s palsy. 1d. at
31. Dr. Depner wrote “[petitioner] still ha[d] a rather dense paralysis in the right face . ... He
[was] able to close his eye to within about 90% of full closure.” 1d. Dr. Depner ordered
bloodwork, including a Lyme disease titer. Id. Petitioner’s blood work showed low
lymphocytes, but was otherwise normal. Id. at 29-30. He tested negative for Lyme disease. 1d.
at 30.

16 pPrednisone is “a synthetic glucocorticoid derived from cortisone, administered orally as an
antiinflammatory and immunosuppressant in a wide variety of disorders.” Prednisone, Dorland’s
Med. Dictionary Online, https://www.dorlandsonline.com/dorland/definition?id=40742 (last
visited June 2, 2022).

1 Famvir, or famciclovir, is “used in the treatment of herpes zoster and . . . of mucocutaneous
herpes simplex in immunocompromised patients.” Famciclovir, Dorland’s Med. Dictionary
Online, https://www.dorlandsonline.com/dorland/definition?id=18166 (last visited June 2, 2022).

18 Petitioner’s correct date of vaccination is November 3, 2015. Pet. Ex. 2 at 2.
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Petitioner returned to Dr. Depner next on May 25, 2016. Pet. Ex. 3 at 32. Petitioner’s
Bell’s palsy had not resolved completely. Id. Dr. Depner noted petitioner “still ha[d] right facial
weakness, but it ha[d] improved. He [was] able to blink and he [was] able to drink liquids and
drink with a straw.” Id. at 34. Petitioner reported he was six months out of physical therapy. Id.
Dr. Depner found petitioner was “near the point of maximum medical improvement.” Id.
Assessment remained Bell’s palsy. Id.

On July 4, 2016, petitioner presented to the Jones Memorial Hospital Emergency
Department for a laceration on the left side of his face from an air tool. Pet. Ex. 4 at 5.
Petitioner’s past medical history included Bell’s palsy. Id. at 12. On examination, no mention of
facial muscle weakness was noted. Id. at 13.

In 2017, petitioner presented to Dr. Depner on numerous occasions for unrelated issues.
Pet. Ex. 26 at 1-20. In each of the physical examinations from January to April 2017,
petitioner’s cranial nerves were grossly intact. Id. at 2, 6, 12, 15. On July 11, 2017, Dr.
Depner’s physical examination revealed right facial paralysis. 1d. at 19. Dr. Depner noted
“[petitioner’s] Bell’s palsy ha[d] improved quite slowly, but [was] still quite marked. He [was]
able to blink. He [could] close his right eye, but not tightly. His cornea [was] not drying out.”
1d. Dr. Depner told petitioner he likely will not improve further. Id. Dr. Depner added
petitioner “developed this about a week after he received the flu vaccine. It is conceivable that
the flu vaccine precipitated this. [Petitioner] has a [lawsuit] and []is hoping to get recompense[d]
through the vaccine compensation program.” 1d.

Petitioner visited Dr. Depner various times from 2018 to 2020 for annual examinations or
unrelated issues. Pet. Ex. 49 at 3-49. No complaints or comments regarding his Bell’s palsy
were documented at these visits. See id. At no time did Dr. Depner’s diagnose petitioner with a
herpes rash or with herpes, or document that herpes was the etiology of petitioner’s Bell’s palsy.

2. Petitioner’s Affidavit

Petitioner averred that prior to his flu vaccination on November 3, 2015, he had never
suffered from Bell’s palsy. Pet. Ex. 1 at ] 3-4. The day after vaccination, “[he] began to have
pain, weakness[,] and paralysis in the right side of [his] face. Id. at 1 5. He “was unable to close
his right eye,” his “eyesight became blurry,” and he “was unable to drink from a cup.” Id.

He sought treatment. Pet. Ex. 1 at 6. He also underwent physical therapy and was
given at-home exercises. 1d. As of the date of his affidavit, January 30, 2017, he “continue[d] to
have right-sided numbness and loss of sensation, particularly around the right side of [his]
mouth.” Id. at § 7. Additionally, “[his] right eye water[ed] more . . ., [he] continue[d] to blink
abnormally, and [was] unable to raise [his] right eyebrow.” 1d.
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D. Expert Reports
1. Petitioner’s Expert, Dr. M. Eric Gershwin
a. Background and Qualifications

Dr. M. Eric Gershwin is board certified in internal medicine, rheumatology, and allergy
and clinical immunology. Pet. Ex. 7 at 2. He received his M.D. from Stanford University in
1971. Id. at 1. Thereafter, he completed an internship and residency at Tufts-New England
Medical Center in Boston, Massachusetts and worked as a clinical associate in immunology at
National Institutes of Health in Bethesda, Maryland. Id. at 2. Dr. Gershwin has been a professor
at University of California School of Medicine in Davis, California since 1975 and the Chief of
the Division of Rheumatology/Allergy and Clinical Immunology at University of California
School of Medicine in Davis, California since 1982. 1d. at 1-2. He has served as an editor and
reviewer on various editorial boards. Id. at 5-7. Dr. Gershwin has also authored or co-authored
over 1,000 publications during his career. Id. at 8-125.

b. Opinion
I Althen Prong One

Dr. Gershwin opined the flu vaccine can cause Bell’s palsy through an innate immune
response. Pet. EX. 6 at 2-3; Pet. Ex. 27 at 1; Tr. 14. He explained that the immune system is
divided into innate immunity, or “first responder cells,” and adaptive immunity, or “delayed
responder cells.” Tr. 16. Innate immunity “begins almost immediately following vaccination,
and adaptive immunity takes days to weeks.” 1d. Further, “every adaptive response requires
innate immune recognition.” Pet. Ex. 30 at 1, see Pet. Ex. 31 at 5 (explaining how “the innate
and adaptive immune responses [are] integrated . . . as a single immune system, with the innate
response preceding, and being necessary for, the adaptive immune response”).®

For a vaccine to be successful, cytokines are elicited and produce inflammation through
signaling and activating cells. Tr. 18-19. Lymphocytes, or mononuclear cells, can be found in
lymph nodes. Tr. 17-18. Once activated, they travel within regional lymph nodes. Tr. 14.
Macrophages are another component of innate immunity that are active within lymph nodes and
migrate within tissues. Tr. 19; see also Pet. Ex. 37 at 1. Dr. Gershwin explained that following
vaccination, the vaccine is “processed [] by regional cells, [] macrophages, [] dendritic cells,
[and] other mononuclear cells that [are] rapidly transported to regional lymph nodes.” Tr. 20.
Cytokines are also released and travel through the blood and through the lymphatic system to
distant organs and other lymph nodes. 1d. Cytokine production is systemic, going all over the
body. Tr. 26.

19 Ruslan Medzhitov & Charles A. Janeway, Innate Immunity: Impact on the Adaptive Immune
Response, 9 Current Op. Immunology 4 (1997).
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Dr. Gershwin cited Hervé et al.?° and Chatziandreou et al.? for support of this process.
Pet. Ex. 27 at 1 (citing Pet. Ex. 28); Tr. 22-28 (citing Pet. Exs. 28, 55). Hervé et al. explained
that vaccination “leads to the stimulation of local cells, followed by the recruitment of blood
immune cells to the local site and the production of different soluble factors including
vasodilators and cytokines, which may trigger the development of signs and symptoms of local
inflammation.” Pet. Ex. 55 at 3 fig.1. Those factors, like cytokines, travel into the bloodstream
and “may contribute to the development of general symptoms (fever, myalgia, headache etc) in
the vaccinee.” 1d. “Resident immune cells, mast cells, monocytes[,] and macrophages are
activated within minutes of injection and release soluble factors” such as proinflammatory
cytokines. Id. at 4 fig.2. “These newly recruited immune cells, mainly composed of blood-born
neutrophils, monocytes[,] and T lymphocytes, also contribute to pain sensation by releasing
soluble factors, such as cytokines, . . . that can directly interact with local sensory receptors.” Id.
Once cytokines are produced, they “act both locally . . . and may act systemically at distant
organs.” Id. Additionally, Hervé et al. noted cytokines in mouse muscle were detected as early
as three hours after injection with an adjuvant-containing-vaccine. Id. at 2. And although the
vaccine at issue here did not contain an adjuvant, Dr. Gershwin explained that “an adjuvanted
vaccine would [] slow things down,” and thus, “[a] soluble vaccination would be at least as fast
if not faster.” Tr. 27.

Dr. Gershwin cited Chatziandreou et al. to demonstrate how within hours of vaccination,
there is “immediate activation of macrophages and other cells” in the “regional lymph nodes of
the shoulder.” Tr. 53. Chatziandreou et al. “examine[d] the role of lymph node macrophages
(LNMs) in the induction of the cytokine storm triggered by inactivated [flu] virus vaccine.” Pet.
Ex. 28 at 2. The authors “demonstrate[d] that it is the lymph node macrophages that rapidly
initiate an inflammatory response and they detected a rapid and significant secretion of the
inflammatory mediators, IL1-a and IFN, within 90 minutes.” Pet. Ex. 27 at 1.

Dr. Gershwin opined the mechanisms involved in Bell’s palsy include a “highly focal
inflammatory response.” Pet. Ex. 6 at 2. “[T]here is [] an inflammatory response and . . . Bell’s
[p]alsy most often occurs in the absence of significant systemic features.” 1d. With Bell’s palsy,
there is “inflammation of the facial nerve with subsequent compression and permanent damage
to the nerve.” 1d.; see also Pet. Ex. 37 at 1. “[T]he nerve is surrounded by small, round
inflammatory cells from the internal acoustic meatus to the stylomastoid foramen. ... There is
an increased space between the neurons, which is consistent with edema.” Pet. Ex. 37 at 1.

To summarize his theory, Dr. Gershwin testified that “[f]Jollowing vaccination, there
would have been the expected innate immune response which would [] occur[] within hours. It
would involve activation and trafficking of mononuclear cells,” that “would traffic throughout
the body.” Tr. 42. The trafficking cells would move to the lymph nodes in the facial area,

20 Caroline Hervé et al., The How’s and What’s of Vaccine Reactogenicity, 9 NPJ Vaccines 1
(2019).

21 Nikolaos Chatziandreou et al., Macrophage Death Following Influenza Vaccination Initiates
the Inflammatory Response that Promotes Dendritic Cell Function in the Draining Lymph
Nodes, 18 Cell Reps. 2427 (2017).




Case 1:17-vv-00172-CFL  Document 91  Filed 08/15/22 Page 10 of 40

particularly in the parotid gland?? and adjacent regions, where the facial nerve is located. Tr. 42,
249. “Those trafficking cells within the tissue surrounding the nerve[] . . . would produce further
obstruction in someone that likely already had a degree of obstruction producing ischemia and . .
. paralysis of the facial nerve.” Tr. 42-43.

During the hearing, Dr. Gershwin referenced Ronthal, an exhibit cited by respondent, to
further support his opinion that an inflammatory response is the causal mechanism implicated
with Bell’s palsy. Tr. 30-32. Ronthal explained “the facial nerve has a thickened, edematous
perineurium with a diffuse infiltrate of small, round, inflammatory cells between nerve bundles
and around intraneural blood vessels.” Resp. Ex. E at 2. According to Dr. Gershwin, “those
inflammatory cells came from local regional lymph nodes.” Tr. 32. “[T]he lymphatic system is
not a stationary system. It is mobile, much like the blood.” Pet. Ex. 30 at 1. Thus, vaccination
can cause lymph node swelling in remote locations. Tr. 24-25 (citing Pet. Ex. 51 at 8 (listing the
side effect of “swollen, painful, or tender lymph glands in the neck, armpit, or groin” for the
diphtheria, tetanus, and acellular pertussis booster vaccination));?® see also Pet. Ex. 30 at 1.

Dr. Gershwin acknowledged that viral infections have been suspected to be involved in
the development of Bell’s palsy. Pet. Ex. 6 at 2; see, e.g., Pet. Ex. 8 at 2 (“While a viral etiology
is suspected, the exact mechanism of Bell’s palsy is currently unknown.”); Pet. EX. 12 at 1 (“The
aetiology of Bell’s palsy remains unclear although genetic, vascular, infective[,] and
immunological causes have all been postulated.”); Pet. Ex. 15 at 8 (“HSV type 1 (HSV-1) is
probably the cause of most cases of Bell’s palsy.”). But see Pet. Ex. 12 at 4 (examining 2,473
cases of Bell’s palsy from 1992 to 1996 in the United Kingdom and finding “no suggestion that
[Bell’s palsy] is triggered [] by episodes of herpes simplex infection™).?* He opined, however,
that the mechanism thought to be at play here is similar to what is thought to occur in cases of
Bell’s palsy that are caused by a viral infection such as herpes. Pet. Ex. 6 at 2; Tr. 14.

22 Dr. Gershwin explained the parotid glands are salivary glands located “below the neck, . . . and
can extend up the lymphatics, almost below the ears. And lymphatics around them will drain
throughout the facial area.” Tr. 46-47. “[T]he parotid gland has two sets of lymph nodes. They
drain both into the superficial but also the deep cervical lymph node chain, and they’re intimately
involved in the drainage from the ear, from the eyelid, and from other parts of the face as well.”
Tr. 249.

23 Diphtheria, Tetanus, and Acellular Pertussis Booster Vaccine (Intramuscular), Drugs.com,
https://www.drugs.com/cons/diphtheria-tetanus-and-acellular-pertussis-booster-vaccine-
intramuscular.html (last updated Dec. 19, 2020).

24 The authors found only 19 of the 2,473 cases had herpes labialis (cold sores) in the 90 days
prior to onset of Bell’s palsy, and 17 cases in the 90 days following onset. Pet. Ex. 12 at 3.
Three of the 2,473 cases recorded herpes labialis both before and after onset of Bell’s palsy. Id.

They concluded there was “no evidence of any tendency for herpes simplex infections to precede
Bell’s palsy.” 1d. at 1.
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Dr. Gershwin also cited articles that discussed vaccinations, including the flu vaccine, as
an etiology of Bell’s palsy. Pet. Ex. 6 at 2; see, e.q., Pet. Ex. 18 at 2-3;% Pet. Ex. 19 at 1;% Pet.
Ex. 20 at 1;%" Pet. Ex. 21 at 1.

Four of the studies cited by Dr. Gershwin acknowledged finding a signal or increased risk
of Bell’s palsy after administration of the flu vaccination. First, the authors in Zhou et al.
reviewed and analyzed reports in the Vaccine Adverse Event Reporting System (“VAERS”)?®
between 1991 and 2001 to determine whether there was an association between Bell’s palsy and
the flu vaccine.?® Pet. Ex. 21 at 1-2. The authors identified 197 possible cases of Bell’s palsy
after receipt of a flu vaccine. 1d. Ofthe 197 reports, Bell’s palsy diagnosis was verified in 154,
and among those, 145 cases received the flu vaccine alone. 1d. The authors concluded there
“may be a signal of possible association between [flu] vaccines and an increased risk of Bell’s
palsy.” Id. at 5. They noted the etiology and pathogenesis of Bell’s palsy is not clear, but that

% Barbara Roth et al., “All That Palsies Is Not Bell’s”—The Need to Define Bell’s Palsy As an
Adverse Event Following Immunization, 26 Vaccine 1 (2007).

26 Ali Rowhani-Rahbar et al., Immunization and Bell’s Palsy in Children: A Case-Centered
Analysis, 175 Am. J. Epidemiology 878 (2012). This article examined the association between
Bell’s palsy and vaccines in children, not adults. Pet. Ex. 19 at 1-2. Of the 822 children in the
study, 233 received at least one vaccine in the 12 months prior to onset. 1d. at 4. The authors
found no association between vaccination (flu, hepatitis B, or any vaccine) and Bell’s palsy
during their risk intervals of 1-14 days, 1-28 days, and 29-56 days. Id.

27 Margot Mutsch et al., Use of the Inactivated Intranasal Influenza Vaccine and the Risk of
Bell’s Palsy in Switzerland, 350 New Eng. J. Med. 896 (2004). This article reported an
increased risk of Bell’s palsy associated with the inactivated intranasal flu vaccine administered
in Switzerland from October 2000 to April 2001 after 46 sentinel cases were reported. Pet. EX.
20 at 1-2. Ofthe 412 patients, the authors identified 91 patients who developed Bell’s palsy
following the intranasal flu vaccine and found “[t]he risk was highest during the second month
after intranasal vaccination.” 1d. at 5-6. The authors concluded “the intranasal [flu] vaccine used
in Switzerland during the 2000-2001 [flu] season greatly increased the risk of Bell’s palsy
among vaccinees,” and they described the association as “strong, temporal, and specific.” 1d.
Forty of the 412 patients received a parenteral flu vaccine. 1d. at 6 tbl.3. They found “61.5
percent of parenterally vaccinated case patients had an onset interval of more than 91 days.” Id.
at 5-6. They concluded there was “no significant risk of Bell’s palsy . . . associated with the
parenteral [flu] vaccines.” 1d.

28 Zhou et al. also acknowledged the issues and limitations with VAERS, stating, in relevant part,
“[d]ata from VAERS should be interpreted with caution because they represent adverse events
that occurred after vaccination, not all of which may have been caused by vaccination. Temporal
association alone does not mean that the vaccine caused the illness or symptoms.” Pet. Ex. 21 at
5. Dr. Gershwin agreed that there are “multiple limitations to VAERS” and that VAERS reports
“have to be placed in the context of their limitations.” Tr. 67, 75-77.

29 This flu vaccine was similar, but not identical to petitioner’s flu vaccine. Tr. 36.
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there is “concern that latent [HSV-1] infections of the geniculate ganglia of facial nerves may be
one of the causes of Bell’s palsy” and that “[i)mmune response mechanisms have also been
considered.” 1d.

Second, Dr. Gershwin cited a recent 2020 study authored by Kamath et al.3® who
“analyzed [VAERS] data to determine whether the facial paralysis reporting rate is higher in
those who received the [flu] vaccination compared with those who received other vaccines.” Pet.
Ex. 47 at 1. The authors evaluated VAERS reports from January 2015 to October 2019, and they
identified 250 reports of facial paralysis in patients who received flu vaccines and 346 reports of
facial paralysis for all other vaccines. 1d. at 3. “[Their] study show[ed] that the likelihood of
reporting facial paralysis following [flu] vaccination [was] higher compared with other
vaccines.” Id. at 4. The authors found an onset median of 3 (range of 1-10) days, but noted “the
number of patients for whom the time of onset data were recorded was limited.” 1d. at 5. Most
of the cases of facial paralysis occurred within the first 2 weeks following vaccination with the
seasonal trivalent or quadrivalent intramuscular flu vaccine. Id. at 6. They noted “[t]he
appearance of Bell’s palsy after the vaccination supports the immunological hypothesis.” Id. at
4.

Dr. Gershwin next cited Bardage et al.,* a population-based study in Sweden with HIN1
vaccine (Pandemrix) from October 2009 and March 2010 who found an increased risk of Bell’s
palsy. Pet. Ex. 35 at 2, 4. The authors found “a significantly increased risk for Bell’s palsy” in
“those vaccinated in the early phase of the vaccination campaign (< 45 days), when high risk
groups predominated.” Id. at 4. “In contrast, among people vaccinated after the first 45 days of
the campaign, representing more closely the general population, [they] found no statistically
significant associations between vaccination and autoimmune or neurological diseases.” Id. The
authors concluded that they “[could not] explain the small increase in risk for Bell’s palsy seen in
this study.” Id. at 5.

Lastly, Dr. Gershwin cited Huang et al.,®? who used a “capture-recapture method to (1)
assess the reporting completeness of Taiwan’s passive safety surveillance system for selected
adverse events after 2009 H1N1 vaccines; and (2) evaluate the risks of these events for the
biologically plausible postvaccination risk intervals.” Pet. Ex. 54 at 2. The authors identified

30 Ashwin Kamath et al., Facial Paralysis Following Influenza Vaccination: A Disproporti