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DECISION ON REMAND
HASTINGS, Special Master.
In this case filed under the National V accine Injury Compensation Program,? petitioner contends
that ameades-mumps-rubdla (“MMR”) vaccination administered to him on June 4, 1990, caused mto
uffer acute pancredtitis shortly thereafter, and aso either caused his subsequent chronic pancretitis or

ggnificantly aggravated an aready-existing pancrestitis condition. For the reasons set forth below, |
conclude that petitioner has failed to demongtrate that he is entitled to a Program award.

The applicable statutory provisions definingthe Programare found at 42 U.S.C. 300aa-10 et seq.
(1994). Hereinafter, for ease of citation, al “§” references will be 42 U.S.C. (1994).



I
STATUTORY AND PROCEDURAL BACKGROUND

Under the Nationd Vaccine Injury Compensation Program (hereinafter “the Program”),
compensation awards are made to individuas who have suffered injuries that may have been caused by
certain vaccines. There are two separate means of establishing entitlement to compensation. Fird, if an
injury listed on the “Vaccine Injury Table” found at § 300aa-14(a) occurred within the time period
prescribed in that Table, then the injury may be presumed to qudify for compensation. Second,
compensation may aso be awarded for injuries not listed on the Table, but entitiement in such cases is
dependent upon proof by a preponderance of evidence that the vaccine actually caused the injury.
§ 300aa-13(8)(1); 8§ 300aa-11(c)(1)(C)(ii).

In this case, petitioner’s clam involves his condition of chronic pancrestitis and the MMR
vaccination that he received on June 4, 1990. That vaccination is one of the vaccinations covered by the
statute, but petitioner does not dlege that he suffered any of the injuries listed in the Vaccine Injury Table
for that vaccination, so this case does not involve an dlegation of a“Table Injury.” Instead, the issue here
ispurely one of the “ actud causation” variety. That is, theissue iswhether petitioner has demonstrated that
it is “more probable than not” that his chronic pancrestitis was in fact elther caused by or substantialy
aggravated by his MMR vaccination of June 4, 1990.

Petitioner filed the indant petition on April 30, 1993, and the case was assigned at thet time to
Specia Master ElizabethWright. On June 25, 1993, respondent filed areport in thismatter recommending
that compensationbe denied. Evidentiary hearings were held on June 5, 1995, and December 16, 1996,
and extendve post-hearing briefing took place. On December 17, 1998, Specid Master Wright filed a
Decision concluding that petitioner does not qudify for a Program award.

OnApril 19, 1999, however, Judge Francis M. Allegraremanded the case tothe Office of Special
Mastersfor further consderation. Because Specid Master Wright had by then I eft her position asaspecid
master, the case was assigned to me. After some delay by petitioner in obtaining supplementary expert
reports, another evidentiary hearing was hdd on January 24, 2000. Petitioner requested that post-hearing
briefing be permitted, and post-hearing briefs were filed on June 5, 2000, July 24, 2000, and October 30,
2000.

[
FACTUAL BACKGROUND
A. Undisputed facts

The following facts appear to be undisputed.



Seth Platt was born on June 5, 1974. Seth was seen frequently by his pediatrician, Dr. Sidney
Berezin, during his childhood, and his examinations were generdly unremarkable. (P. Ex. 4.2 Seth
received the usud childhood immunizations, apparently without any notable resctions.

On June 4, 1990, the day before his 16th birthday, Seth received an “MMR” (meades, mumps,
rubella) boogter immunization at the office of Dr. Berezin. (P. Ex. 4 a 10; P. Ex. 14.) Theimmunization
was administered in the late afternoon. (P. Ex. 1 a 1.) That evening, Seth felt ill and went to bed early.
The next morning, he awoke withintense abdomina painand stayed home from school because of the pain.
Id. The fallowing morning, Seth continued to fed intense pain in his abdomen, and his father took him to
the pediatrician Dr. Sidney Berezin, who referred Seth to Dr. Stewart Berezin, a pediatric
gastroenterologist. (P. Ex. 1at 1-2.) Dr. Stewart Berezin diagnosed acute pancrestitis, and admitted Seth
to the hospital at Westchester County Medica Center, where he remained for fifteen days. (P. Ex. 1 at
2.) No causefor this episode of acute pancrestitis was determined.

The medica records of that June 1990 hospitalization at Westchester County Medical Center
contain severd referencesto earlier episodes of amilar dbdomina pain. Specificaly, an emergency room
history reports “dmilar episodes in the past which resolved spontaneoudy.” (P. Ex. 18 at 41.) Other
emergency room notes state that Seth “experienced smilar abdominal pain in past few occas ons--lasted
4-5 days indurationwith spontaneous recovery.” (P. Ex. 18 at 44.) Hospital progressnotesindicate that
“Thereisapast [history of] 3-4 such episodes over the past year, each lasting 3-4 days, consisting of dull
[abdominal] pain, no vomiting or other associated symptoms.” (P. Ex. 18 a 46.) Another hospita note
indicates a prior medica history of “2 episodes of epigastric crampy pain in past 1 year, resolved
spontaneoudly, lasting for 4 days.” (P. Ex. 18 at 48.) The hospita notes dso include an “ Assessment” of
a"“ 16 [year old mae] 3rd episode of epigastric pain presently worse thanusua withradiationto the back.”
(P. Ex. 18 a 49.)

Since recovering from that June 1990 episode of pancredtitis, Seth has suffered many recurrent
attacks of pancrestitis, and has been hospitalized numeroustimes. Because of Seth’s recurring bouts of
pancrestitis, he underwent aendoscopic retrograde cholangiopancrestography study (“ERCP’) in June of
1991, inan atempt to find any anatomic abnormadity that might be the cause of his pancrestitis. The study
reveded that the man pancreatic duct and biliary tree were normal, but the secondary pancrestic ducts
showed changes congstent with chronic pancrestitis. (P. Ex. 5 at 18.) No specific anatomic etiology was
found for Seth’ s chronic pancretitis. (Id.) Two further ERCP studies, in February 1993 and December
1993, asorevealed no specific etiology for Seth’s chronic pancrestitis. (P. Ex. 17 at 37-38; P. Ex. 25 at
27.) Seth ill suffers from chronic pancrestitis. (1-Tr. at 23, 34.)

The evidence in the record consigts primarily of exhibits filed by petitioner (“P. Ex. __"),
respondent’s exhibits (“R. Ex. __ "), and evidence taken at the evidentiary hearings. | will refer to the
transcript of the hearing of June 5, 1995, as “1-Tr.;” to the transcript of the hearing of December 16, 1996,
as“I1-Tr.;” and to the transcript of the hearing of January 24, 2000, as “I11-Tr.”
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B. Petitioner’stestimony

Petitioner testified during the evidentiary proceedings before Specia Master Wright that prior to
the administration of the MMR vaccine on June 4, 1990, he had experienced abdomind pain, but “didn’t
have anything even remotely smilar to this. It wasin acompletdy different area of my abdomen. It was
lower in* * * my gomach, like a ssomach ache. But nothing up in the upper part of my abdomen like
pancredtitis”® (I-Tr. at 8.) Petitioner added that whilein the past he had experienced stomach pains not
associated with nausea or diarrhea, those pains weren't “even remotely” like the pain he experienced on
June 4, 1990. (I-Tr. at 9-10.)

Mr. Frank Platt, Seth’sfather, gave testimony generdly corroborating his son's testimony. He
stated that he never gave a history to medica personnd indicating that Sethhad experienced pains amilar
to those he suffered after hisMMR vaccination. (I-Tr. at 44.)

M1
EXPERT TESTIMONY
A. Proceedings before Special Master Wright
1. Petitioner’s experts

Duringthe proceedings before Special Master Wright, petitioner presented the writtenreportsand
oral testimony of four experts. Drs. Joseph Bdlanti, Mark Geier, Sidney Berezin, and Myron Shoham.
During those proceedings, petitioners experts expressed the opinion that Seth’s pain symptoms on the
morning following hisMMR vaccination on June 4, 1990, condtituted the first symptoms of his chronic
pancredtitis, and that the vaccination was the likely cause of that pancrestitis.

In forming ther opinions, these experts noted the fact that it is medicaly well-accepted thet the
mumps virus, in its naturd “wild’ form, does occasiondly cause episodes of acute pancretitis. They dso
pointed to anumber of reports of individua cases inwhichpersonswho have received the mumpsvaccine,
which contains aweskened (“attenuated”) form of live mumps virus, have experienced pancrestitis after
mumps vaccination. The experts opined that Snce the pancreas seems to be an organ that is particularly
susceptible to damage by the mumpsvirus, it is reasonabl e to believe that the mumpsvirusin its weakened
vaccine form caused the acute pancrestitis which developed in Seth so soon after his MMR vaccination
on June 4, 1990. They further opined that Seth’s acute episode of pancrestitis in June of 1990 likely
damaged his pancress, thereby resulting in the chronic pancrestitis from which he has suffered since.

3Later, Seth tegtified that, at the time he told physicians during his first hospitalization about prior
abdomina pain, he was actudly referring to episodes of ssomach flu or virus. (I-Tr. at 278.)
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Petitioner’ sexperts stated that they found this explanationto be particularly plausible in light of the
fact that no other cause for Seth’s chronic pancrestitis has ever been identified.

In reaching their conclusion, petitioner’s experts acknowledged the fact that the mumps vaccine
could not have caused Seth’s pancredtitis in precisely the same fashion that the “wild” mumps virus is
known to cause acute pancredtitis episodes. That is, the wild mumps virus is known to directly attack
pancreetic tissue, approximately 12 to 25 days after it invadesthe body. In such episodes, the 12-to-25-
day incubation period is necessary for the virusto replicate (reproduce) itself within the body sufficiently
to cause noticegble symptoms. In Seth's case, of course, his symptoms began less than 24 hours after
vaccindion, far less than the normal incubation period described above. Therefore, petitioner’s experts
testified, the mumpsvaccine portionof the MMR inoculaion(or, lesslikdy, therubdlaor meadesportions)
likely caused Seth’s pancredtitisin a somewhat different fashion. They opined that the most likely means
was that the vaccination provoked on autoimmune response from Seth’s immune sysem. In an
autoimmune response, the body’ s immune system, designed to attack foreign invaders such as viruses,
mistakenly attacks the body’s own tissue. The experts testified that Seth’s immune system probably
reacted ether because it was senstized directly to the mumps virus by Seth’s earlier mumps vaccination
whenhewasachild, or through a process of “molecular mimicry,” in which it had been sendtized to some
other invasve agent, and incorrectly recognized the mumps virus present in the vaccine as the other

invasve agent.

Alternatively, the expertstedtified, some toxic substance in the vaccine might have directly injured
Seth’s pancress.

The paragraphsimmediately above condtitute a generd summary of the common threads of the
theories set forth by petitioner’ s experts before Specid Master Wright. In addition, | will add below a
summary of the specific testimony of each expert.

a. Dr. Mark Geier

Petitioner presented the tesimony of Dr. Mark Geier, an obstetrical geneticist.* Dr. Geier
explainedthat informulating hisopinion, he consulted Nelson' s Textbook of Pediatrics, which lisssmeedes,
mumps, and rubella viruses as “known etiologica agents that can cause acute pancrestitis.” (P. Ex. 12 at
5.) Dr. Geer based his opinion on (1) the fact that MMR vaccine contains live mumps virus which is

“Dr. Gedier is board-certified in obstetrical genetics and holds a Ph.D. ingenetics. (P. Ex. 12.) He
islicensad to practice in Maryland and Virginia. (Id.) Whileworking a the Nationa Ingtitutes of Hedlth,
Dr. Geler performed researchinvalving the injection of virusesinto mice and the rates at whichsuchviruses
reached the organs of the mice. (I-Tr. a 51, 54.)



known to cause acute pancrestitis, (2) the tempord relationship between the vaccination and the onset of
Seth's pancrestitis; and (3) the absence of a known dternative etiology.® (Id.; I-Tr. at 53.)

Dr. Geier opined that the rdaively short time-frame betweenthe vaccination and the onset Seth’'s
illness (as opposed to the usud 12 to 25-day period for symptoms following natura exposure to mumps
virus) may be atributable to the fact that the MM R vaccine wasinjected and “ may have gottendirectly into
the bloodstream.”® (I-Tr. at 54, 78-79.) With respect to the chronicity of Seth’s condition, Dr. Geler
posited that whatever caused the initid acute onset of Seth’s pancredtitis likdy aso caused the chronic
relapses. (I-Tr. a 62-63, 76.)

b. Dr. Joseph Bellanti

Petitioner’s second expert, Dr. Bdlanti, is a professor of pediatrics and microbiology at
Georgetown University School of Medicine.” Dr. Bdlanti testified that the relatively short time period
between vaccination and the onset of Seth’s acute pancredtitis (as opposed to the usual interval between
contact with awild virus and the onset of the disease) could be explained by the fact that the vaccineis
ddivered intramuscularly and the amount of virus being ddivered is greater than that ddivered by naturd
exposure® (I-Tr. a 93-94.) Dr. Bellanti based his opinion on the tempora relationship between the
adminigtration of Seth’'s MMR vaccination and the onset of his acute illness, the lack of any other known
cause, the literature, and known principles of immunology.

Dr. Bdlanti also explained how Seth’s condition, the firsd manifestation of which was an acute
attack, could become chronic:

°Dr. Geier cautioned, however, that “it is not possible to absolutely rule- out some of the other
etiologies of Seth’s acute pancrestitis” (P. Ex. 12 a 5.)

While the MMR vaccine is administered intramuscularly, Dr. Geier tetified, there is a chance it
got directly into the bloodstream if the needle inadvertently hit asmall blood vessdl. (I-Tr. & 55, 69.)

Dr. Bdlanti dso directsthe International Center for Interdisciplinary Studies of Immunology, the
Divigon of Virus Disease and Immunology in the Department of Laboratory Medicine, and the Divison
of Allergy and Immunology inthe Department of Pediatrics. (P. Ex. 33; I-Tr. at 82-83). He has published
numerous articlesrelated to immunalogy, some dedling specificaly withthe immundlogic responseto ether
naturd infectionor vira vaccines. (I-Tr. at 83.) Heisboard-certified in the fields of pediatricsand alergy
and immunology. (P. Ex. 33))

8While he found Dr. Geier's theory about the vaccine inadvertently hitting a blood vessel upon
being adminigtered “attractive,” Dr. Bellanti did not necessarily subscribe to it. Rather, he indicated that
prior sengitization to the virus could lead to arapid immune response. (I-Tr. at 113-14.)
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The pancresas, unlike other glands, with its high content of enzymes has a propensity to
becoming chronic. That is, while some acute pancredtitis can hed, if the inault is large
enough you get autobreskdown of the gland itsdf * * *. And when it bregks down the
body’ s inflanmatory response comes into play * * * and fibrods begins. And if that
fibrogsis severe enough it leads to aonormd heding * * * which can lead to chronicity.

(I-Tr. at 97.9)

Dr. Bdlanti could not pinpoint the exact mechanismby which Seth’ s acute pancrestitis might have
been caused by the MMR veaccinaion. (I-Tr. at 138-39.) Hetedtified that an autoimmune phenomenon
wasthe most likdy posshility, and that such phenomenon could have been aresult either of theimmune's
system previous sengtizationto one of the MMR viruses, or due to a“molecular mimicry” phenomenonas
described above. When asked which mechanism caused Seth's pancredtitis, Dr. Bellanti responded:
“Wdl, one of these mechanisms I’m sure was involved interms of either molecular mimicry or the genetic
response of Seth to his own vird infection.”® (I-Tr. at 103.) Dr. Bdlanti also indicated that mumpsvirus
cango directly to the pancreasitsdf within hours, bypassing some of the stagesinvolved inatypica immune
system response. (I-Tr. at 349-50.) Heis not awareof any evidence in the medicd literature of such an
occurrence, however. (I-Tr. at 362-63.)

Dr. Belanti testified that his generd theory is supported by two case reports invaving acute
pancrestitis after MMR vaccination. Thefirst involved a 19-year-old woman who was inoculated with
MMR and suffered the onset of acute pancrestitis 11 dayslater. (I-Tr. at 118-19; P. Ex. 26 (J. Adler et
al., Pancreatitis Caused by Mead es, Mumps, and Rubella VVaccine, 6 Pancreas 489 (1991) (heresfter,
“the Adler report”).) Dr. Bdlanti conceded that, inthat article, the authors specificaly pointed to the fact
that the 11-day time period between vaccination and the onset of the disease corresponded to the usual
incubation period of the natural mumpsvirus!! However, he believesthat ashorter incubation period might
occur if the vaccinee was previoudy senstized. (I-Tr. at 119.) In the other case report, a letter to a
medica journa described a 17-year-old male who developed acute pancredtitis 17 days after receipt of
an MMR vaccine. (R. Ex. P (L. Cebria et al., Acute Pancreatitis Caused by Parotiditis Vaccine.
(Letter to the Editor), 9 Pancreas 390 (1994) (hereinafter the “Cebriareport”).)

®Later, Dr. Bdllanti tetified that “the pancreasis a setup for chronicity due to the breakdown * *
* of enzymes which continualy autodigest.” (I-Tr. a 106.) He opined that adamaged pancreas could be
vulnerable to avariety of insults. (I-Tr. at 107.)

10__ater, Dr. Belanti testified that “[w]e could invoke many theories. We can invoke molecular
mimicry. We could invokethe genetics. We can invoke the anamnestic reponse. And dl of that isredly
theoretical. Thefact of the matter * * * isthat it does happen in two days.” (I-Tr. at 129.)

1Dr, Belanti dso conceded that inthe Adler report, the womanwasinocul ated because therewas
an outbreak of wild meades on campus. Meadesis known to cause pancrestitis. (1-Tr. at 122.)
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c. Dr. Sidney Berezin

Petitioner dso presented thetestimony of Dr. Sidney Berezin, Seth’ streating pediatrician, who aso
opined that Seth’'s MMR immunization caused his pancredtitis. He based this opinion on the tempora
relationship between the vaccinationand the onset of Seth’s pancretitis, the plausbility of the notion that
the MMR vaccination is cgpable of producing pancredtitis, and what he termed “ample support in the
literature.” (P. Ex. 28.) However, when asked whét literature he relied on, Dr. Berezin mentioned the
Adler report but could not specificdly cite any other articles. (Tr. at 154-56.)

d. Dr. Myron Shoham

Dr. Myron Shoham, a gastroenterologist,’? aso testified for petitioner. Dr. Shoham opined that
Seth’ sinitid episode of acute pancrestitis was causaly related to his MMR vaccination. (P. Ex. 29.) He
aso opined that Seth's subsequent episodes were “probably related to the initial episode.” (d.)
Dr. Shoham relied on the temporal rdaionship between Seth’'s MMR vaccination and the onset of his
pancrestitis; the fact that Seth had never before experienced such an episode; the absence of another
known cause; and the assumption that “it has been wdl substantiated that MMR vaccination has been
causally related to acute pancredtitis.” (1d.) Dr. Shoham, however, indicated that this latter assumption
as to substantiation in the medicdl literature was based upon only two case reports, one of which wasthe
Adler report, and the other of which he had not read. (I-Tr. at 187-88, 200.)

Dr. Shoham aso pogited that after Seth’sinitid bout of acute pancrestitis, “in the hedling process
there was scarring in such a way that the pancreatic ducts and especially the secondary ducts were
distorted. And the heding process was not in a normd fashion but in an abnorma fashion which then
predisposes to future episodes of acute pancrestitis.” (I-Tr. at 190.)

2. Respondent’s experts

Respondent presented three expert witnesses before Special Master Wright:  Drs. John Bacon,
Martin Maksimak, and John Sever. These experts opined that neither Seth’ s acute episode of pancredtitis
in June of 1990, nor his chronic course of pancredtitis since then, was likely caused by his MMR
vaccinaion. They believeit was purely coincidenta that the onset of Seth’s June 1990 pancrestitis episode
30 closdy followed hisMMR veccination. A synopsis of the testimony of each follows.

a. Dr. John Bacon

12Dr, Shohamisin private practice in gastroenterology and is director of the gastroenterology lab
at Far Oaks Hospitd in Fairfax, Virginia Heisboard-certified ininterna medicine and gastroenterol ogy.
(P. Ex. 32)



Tedifying firgt for respondent was Dr. John Bacon.®® Dr. Bacon testified that the temporal
relationship between Seth’s MMR vaccinationand the onset of his symptoms--lessthan 24 hours elapsed
between the two events--argues strongly against, rather than for, a causd reaionship between the two
events. (R. Ex. N a 1.) He stated that “[t]he normd incubation period for pancrestitis is 16 to 18 days
but cases may occur from 12 to 25 days after exposure.” (1d. at 1-2.) Dr. Bacon acknowledged that the
Adler report suggested a possible causal rdationship between an MMR vaccination and the onset of
symptomsin that individud 11 dayslater. (Id. a 2.) However, he stated that there is no evidence in any
medica or scientific literaturesupporting sucha causal reaionship withonset of symptoms within24 hours
of immunization. (Id.) He added that “[t]hereisno literaturethat is consstent with Seth Platt’s claim that
MMR will lead to the development of chronic pancredtitis.” (ld., emphasis added.)

Asto the autoimmune theory uponwhich petitioner’ sexpertschiefly relied, Dr. Bacontestified that
the onset of symptoms within 24 hours of adminigtration of MMR vaccine would not fit any of the known
autoimmune reactions. (I-Tr. at 163-66.) He discussed the four types of known autoimmune reactions,
and opined that Seth’ ssymptomsdid not fit any of the known patterns. Heexplained that Seth’ s symptoms
were not compatible with a “Type I” autoimmune reaction, which would include episodes of hives,
wheezing, shock, or angphylaxis. (I-Tr. at 163-64.) He stated that Type Il reactions require the
production of antibodies, whichwould taketwo to three days at the least. (I-Tr. at 164.) Heruled out a
Type Il reaction, which would have involved swollenjoints, fever and hives. (I-Tr. a 174-75.) Findly,
he noted that a cell-mediated Type IV reaction (Smilar to that which the body producesin responseto a
tuberculosis skin test) takes aleast two daysto occur. (I-Tr. at 175.) Based on the above, Dr. Bacon
rejected the notionthat Seth’ sinitid bout of acute pancrestitis, which had its onset less than 24 hoursafter
immunization, could have been rdaed to his MMR inoculation.

b. Dr. Martin Maksimak

Also tedtifying for respondent was Dr. Martin Maksimak, a pediatric gastroenterologist.*
Dr. Maksmak based his opinion, that Seth’ s acute pancrestitis was not caused by the MMR immunization
herecelved onJune 4, 1990, onseverd factors. First, Dr. Maksimak opined that Seth displayed the onset
of symptoms of pancrestitis prior to his June 1990 MMR vaccination. (R. Ex. A a 4; I-Tr. at 228.) He
based this view chigfly upon the severd histories of Seth's prior abdominal symptoms that were recorded

1¥Dr. Bacon is board-certified in pediatrics and in dlergy and immunology. He is an associate
professor of pediatricsat the University of Maryland Hospital and hasaprivate practiceindlergy. (R. Ex.
0)

1Dr. Maksimak is currently a clinica assistant professor in the Department of Pediatrics a
JeffersonMedical College, and the Director of the Department of Pediatric Gastroenterology and Nutrition
at the Gasnger Clinic. He is board-certified in pediatrics and pediatric gastroenterology. (R. Ex. B.)
Dr. Maksmak has had much experience caring for pediatric patientswith chronic pancredtitis. (R. Ex. A
a 1) Heiscredited with anumber of publicationsin hisfidd. (R. Ex. B.)
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during Seth’s hospital admisson in June of 1990. (Seep. 3above.) Dr. Maksmak explained that about
75% of pediatric patientswithchronic pancrestitis suffer recurrent episodes of abdomina pain prior to their
firs hospitd admission,’® and he beieves that Seth’s symptomsfit this pattern. (I-Tr. at 231.) Hefound
it especialy important that in some instances Seth's prior symptoms had lasted for three or four days at a
time, typical of pancrestitis, and incontragt to the typicd “common bellyache’ one would seein achild or
teenager, which would usudly last no morethan aday or so. (I-Tr. at 232))

Second, Dr. Maksmak opined that the brief period of time between immunization and the onset
of Seth’'s symptoms would preclude the MMR vaccination as a causative factor. (I-Tr. a 228.) Noting
that the usua incubation time for amumps infection is approximately 14 days, he testified that the onset of
Seth’ ssymptoms only hoursafter hisimmunizationrendersit extremely unlikely that Seth’ s pancrestitis was
in any way related to hisimmunization. (R. Ex. Aat4-5.) Findly, he opined that the recurring nature of
Seth's pancredtitis creates a medicd picture that has never been documented following MMR
immunization. (I-Tr. at 228-29; R. Ex. A at 3-4.)

Dr. Maksmak reviewed and discussed the scientific literature relaing to pancrestitis following
infection with the “wild” meades, mumps, and rubdla viruses. Although pancrestitis associated with
mead esand rubdla hasbeenreported, it isextremdy uncommon. (R. Ex. A a 2.) Heacknowledged the
numerous case reports of pancredtitis being associated with the wild mumps virus, but noted that the
incubation period inthese casesis 14-24 days (usudly about 17-18 days), afar cry from Seth's case. (1d.
a 2-3.) Further, Dr. Maksmak explained that while the wild mumps virus is known to cause acute
pancredtitis, there is no well-documented evidence that the virus has ever been associated with chronic
recurrent pancredtitis.® (Id. at 4.)

BIn cases of acute pancreditis that do not become chronic or relapsing, “probably zero” percent
of patients have a prior history of smilar abdomina pain, according to Dr. Maksimak. (I-Tr. at 252.)

18Dr. Maksimak noted two cases inwhichabdomina painwas reported to have recurred following
mumpsvirus. Inone case, a4 %2-year-old boy devel oped mumps, with symptomsincluding abdomina and
testicular pain. Withinafew months, the child began to experience recurring episodes of abdomind pain.
(I-Tr. at 242-244; R. Ex. A a& 3; R. Ex. H (C. B. Wood et al., Chronic Pancreatitis in Childhood
Associated with Mumps Virus Infection, 28 British Journd Of Clinica Practice 67 (1974).) At age 15,
he was diagnosed as having pancrestitis, but was then found to have an anatomical anomaly which, in
Dr. Makismak’ s view, was the probable cause for his recurring pancredtitis. (R. Ex. A a 3.) Intheother
ingtance, aletter toamedica journd in 1980 outlined the history of aman who had experienced amumps
infection a age 34, dong with symptoms including severe abdomind pain laging for about one week. At
age 58 he beganto suffer episodes of severe epigadtric pan, and he was diagnosed with pancredtitis at age
60. (Tr.at 245-46; R. Ex. A a 3; R. Ex. | (J. Graham, Mumps Causing Chronic Calcific Pancreatitis,
2 Medicd Journd Of Audrdia454 (1980)).) Dr. Maksimak opined that that letter provides no evidence
of alinkage betweenthe initid mumpsinfectionand the patient’ s pancrestitis occurring some 24 years|ater.
(R.Ex. A a 3-4)
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Dr. Maksmak thenargued that in contrast to the wild mumps virus, the scientific literature Smply
does not support the view that the mumpsvaccine can cause either acute pancrestitis or chronic recurrent
pancredtitis. (R. Ex. A at 4.) Dr. Maksamak cited alarge study involving the administration of over Sx
thousand doses of mumps vaccine to children and 163 doses to adults. Careful monitoring of Sde effects
showed no detectableiliness. (1d.; R. Ex. J(J. Hilleman, et al., Live, Attenuated Mumps-virus Vaccine,
278 New England Journa of Medicine 227 (1968)).) Asto the Adler report, Dr. Maksimak explained
that no definite association can be drawn between that patient's MMR vaccination and her onset of
pancregtitis 11 days later, because the vaccination came at a time when there was an outbreak of the
mead es disease onthe patient’ s college campus, so that the patient’ sacute pancrestitis could just as easlly
have been caused by the wild meadesvirus. Dr. Maksmak aso stressed that neither the patient in the
Adler report, nor the 17-year old boy in the Cebria report noted above, who developed abdominal pain
17 days after recelvingan MM R vaccination, went onto devel op chronic pancredtitis. (I-Tr. at 234, 240-
41, R.EX. A a 4; R. Ex. P)

Dr. Maksmak aso took issue withthe theory of petitioner’ sexpertsthat a severe episode of acute
pancrestitis would predigpose a patient to chronic pancreetitis. He disagrees that there exists sufficient
evidence uponwhichto base such aproposition. (I-Tr. a 238.) To the contrary, he explained that when
a cause for an acute case of pancredtitis in a child is identified, recovery is usudly complete with no
recurrences. (I-Tr. at 230.) He adso pointed out that it is not unusua for someone to have chronic
pancreatitis and to have no cause identified, asis the case with Seth; he explained that in about haf of al
cases of chronic pediatric pancrestitis, no cause is ever identified. (1d.)

c. Dr. John Sever

Also tedtifying for respondent was Dr. John Sever, an expert in pediatrics, virology and
immunology.”  Citing the lack of any dlinical, laboratory, or celular evidence that Seth had any
hypersengtivity, dlergy, or immune reaction to his MMR inoculation, in addition to the lack of any
epidemiologic datainthe literature supporting such an association, Dr. Sever rgjected the notionthe MMR
vaccination caused Seth’'s pancrestitis. (11-Tr. at 290.) Dr. Sever testified that while about eight million
doses of MMR vaccine are administered annudly (11-Tr. at 3418), to hisknowledge, there has never been
acase report of any individua experiencing autoimmune hypersenstivity response toMMR vaccine. (I1-
Tr. at 336.)

YDr. Sever is a professor of pediatrics, obstetrics and gynecology, and microbiology and
immunology at George Washington University School of Medicine. He holds a Ph.D. degree in
microbiology in addition to hismedica degree. (II-Tr. a 287; R. EX. R.) Dr. Sever is board certified in
pediatrics. He is credited with numerous publications. His primary research has been in the area of
infectious diseases. (I1-Tr. a 287.) Dr. Sever has studied and published articles on a number of vird
vaccines, including meades, rubella, and mumps. (11-Tr. at 287-89.)

18Around four million of those are second doses of MMR vaccine. (I1-Tr. at 335-36.)

11



Asto the Adler report, Dr. Sever noted that the primary association made by the author was a
tempora one -- that is, the patient developed pancrestitis 11 days following immunization with MMR,
consstent with the incubation period of the natura disease. Likewise, the boy in the Cebria report was
noted to develop the onset of symptoms of pancrestitis 17 days after immunization with MM R--a time
frame dso congstent withthe incubation period of the natural mumpsvirus. (R. Ex. P.) Because of these
two published reports, Dr. Sever would be willing to concede the possibility of a causal rdaionship
betweenan MM R vaccinationand an episode of acute pancredtitisiif the interva betweeninoculationand
onset of symptoms coincided with the expected incubation period of the naturd mumps virus. (I1-Tr. at
309-310.) But that was not the case with respect to Seth, he stressed.

B. Special Master Wright'sruling

Inher Decisonfiled on December 17, 1998, Specid Master Wright denied petitioner’ sdam. She
concluded that the testimony of respondent’ s expertswasmorepersuasive thanthat of petitioner’ sexperts.
Specid Master Wright noted that she did find it to be at least plausble that an MMR vaccination might
trigger a case of acute pancredtitis, inastuation where the onset of symptoms after vaccination coincided
with the ordinary incubation period for mumps virus (i.e., about 12-25 days after exposure). However,
in the very different circumstances of Seth's case, she found it unlikdly that either his acute pancreetitis
episode or his chronic pancrestitis was vaccine-caused, for at least three reasons.

Firgt, Special Master Wright amply found the basic causation theory of petitioner’s experts,
involving an autoimmune response, to be “ purely theoretical” (Decisionat 18), without substantial support
inmedical literature (id. at 16-17). Second, shefound acompletelack of evidencethat avaccination could
cause a case of chronic pancredtitis. (Id. at 17.) Findly, shefoundit likely that Seth’ schronic pancrestitis
condition actualy predated his MMR immunization in question, and thus could not have been caused by
it. (Id. at 17-18.)

C. Expert testimony after remand

On remand, petitioner presented additiona testimony from Drs. Bellanti and Geier. In presenting
ther testimony onremand, the petitioner’ sexperts accepted Specia Master Wright' sconclusonthat Seth
had experienced episodes of pancretitis prior to his MMR immunization on June 4, 1990. They tedtified
that, making that assumption, Seth’s preexisting pancreetitis was likely significantly aggravated by his
MMR vaccination.

As to the purported mechanism of the aggravation, the testimony of petitioner’s experts did not
sonificantly differ from ther testimony before Special Master Wright. They continued to opine that the
vaccination probably triggered some type of autoimmune reaction in Seth, dthough they think that an
dternative possibility is that some toxic substance in the vaccine might have directly injured Seth's
pancress. (See, e.g., Ex. 44 (filed 12-15-99), p. 2; Ex.45 (filed 12-17-99), p. 1; I1I-Tr. at 7-8, 55-60,
102-107, 109.) Thetwo experts added that they found their theories to be even more plausible based on
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the assumptionthat Seth had dready suffered from some earlier undiagnosed episodes of pancredtitis. In
that case, the experts explained, his pancreas would have been weakened and even more susceptible to
damage by reaction to the vaccination.

Respondent aso provided additional testimony onremand, by Drs. Maksimak and Sever. Agan,
the testimony did not differ subgtantialy from the tesimony before Special Master Wright. Generdly, the
two experts contended that there exists no substantial evidence for the general proposition that any
component of the MMR vaccine islikdy to prompt any sort of a damaging autoimmune reaction, muchless
for the specific propostion that the MMR vaccine can, through triggering an autoimmune response,
exacerbate an underlying pancreatitis condition. Respondent’s experts find it far more likely that
whatever factor caused Seth's preexisting pancrestitis Smply continued its natural course, causing the
pancredtitis episode in June of 1990 and then further episodes over the following years.

v
DISCUSSION

| have thoroughly studied the entire record in this case, including the proceedings before Specid
Master Wright. Based upon that study, | find that petitioner has failed to establish'® his entittement to a
Program award. A full explanation for my conclusion follows.

A. Thelegal standard

Over the years of the existence of the Program, a number of cases have discussed the burden of
proof on the petitioner in acase dleging “actud causation” (also known as “causation-in-fact”) under the
Program. See, e.g., Hinesv. Secretary of HHS, 940 F. 2d 1518, 1525 (Fed. Cir. 1991); Carter v.
Secretary of HHS, 21 Cl. Ct. 651, 654 (1990); Strother v. Secretary of HHS, 21 Cl. Ct. 365, 369-70
(1990), aff'd, 950 F. 2d 731 (Fed. Cir. 1991); Shaw v. Secretary of HHS, 18 Cl. Ct. 646, 650-51
(1989). The petitioner must demonstrate a“medicd theory causdly connecting the vaccination and the
injury. Causation infact requires proof of alogica sequence of cause and effect showing that the vaccine
was the reason for the injury.” Grant v. Secretary of HHS, 956 F.2d 1144, 1148 (Fed. Cir. 1992).
However, as indicated in the Order of Judge Allegra in this case dated April 19, 1999, additional
controlling case law daifying that burdenwasissued in Shyfacev. Secretary of HHS, 165 Fed. 3d 1344
(Fed. Cir.1999). TheShyface decisondarified that whena petitioner aleges* actua causation”--i.e., that
the vaccination in fact caused an injury or in fact aggravated a preexisting condition--the petitioner need
not demondtrate that the vaccination was the sole cause, or even the primary cause, of the injury or

Ppetitioner has the burden of demonstrating the facts necessary for entitlement to an award by a
“preponderance of the evidence.” 8 300aa-13(8)(1)(A). Under that standard, the existence of afact must
be shown to be “more probable than not.” In re Winship, 397 U.S. 358, 371 (1970) (Harland, J.,
concurring).
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aggravation. Instead, the petitioner need only show that the vaccination wasasubstantial factor incausng
the injury or aggravation, and that but for the vaccination the injury or the aggravation would not have
occurred, or would have been less severe.

| note that when Specia Master Wright issued her Decision in this case on December 17, 1998,
the Shyface decison had not yet beenissued. Thus, it appears to me that it may be appropriate that |
evaduate not only petitioner’ saggravation causation theory presented on remand, but adso petitioner’s
original theory of causation (i.e., the theory that Seth’s pancredtitis had itsinitial onset in June of 1990
and that onset was caused by the vaccination) under the Shyface standard. Accordingly, | have divided
my discussion into two parts below. In Part B, | evaluate petitioner’ soriginal theory under the Shyface
standard. In Part C, | evaluate petitioner’ saggravation theory, advanced onremand, under the Shyface
standard.

B. Petitioner’soriginal theory

Petitioner’ sorigina theory, as explainedabove, wasthat Seth’ s symptoms in June of 1990 marked
theonset of hischronic pancrestitis condition, and that such conditionwas caused by hisMMR inocultion.
Under Shyface, the correct standard for evauating that theory is whether, based upon the record, it
appears“more probable than not” that the MMR vaccination was a“substantia factor” ininitialy causng
Seth’' s pancredtitis. After considering the entire record, | must answer that question in the negative.

On thispoint, I will provide only abrief andys's, because | agree completely with the discusson
already set forthby Specia Master Wright inher decisondated December 17, 1998. Like Specid Magter
Wright, | found the testimony of the respondent’ s expertsto be far more persuasive thanthat of petitioner’s
experts. Firg of dl, | agree completely with Specid Master Wright that it appears very likdy, with the
benefit of hindsght, that the abdomina pain symptoms that Seth experienced on several occasions prior
to June of 1990, were, infact, symptoms of anaready-existing pancrestitis condition. (See Special Master
Wright's discussion of this point at pp. 17-18 of her Decision, which | endorse)) This means, quite
obvioudy, that the vaccinationcould not have been even a“substantia factor” in initially causing Seth's
pancrestitis condition. Further, | agreewith Specia Master Wright’ sadditional stated reasonsfor rgecting
petitioner’ s origind theory.

Accordingly, even gpplying the Shyface standard, | conclude that petitioner’s origind theory
regarding causation of Seth’s pancreatitis must be rejected.?

2| note that in addition to the expert opinions discussed at pp. 4-8 above, petitioner dso filed an
extremdy brief writtenopinion of Dr. Leonard J. Newman. (Pet. Ex. 41.) | have considered that opinion,
but find that it isfar outweighed by the other evidence of record.
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C. Petitioner’s aggravation theory

On remand, as noted above, petitioner has advanced a somewhat different theory, arguing thet
assuming that Seth did have prior episodes of pancrestitis, s MMR vaccinaion of June 4, 1990,
significantly aggravated his preexisting pancrestitis condition. But after full congderation, | find that
petitioner has failed to demondtrate that it is* more probabl e than not” that the MM R vaccinationwas even
a“subgtantia factor” in causing the worsening of Seth’s pancrestitis condition.

Initidly, | acknowledge that plainly, Seth’ s pancrestitis conditiondid worsen soon after hisMMR
vaccination on June 4, 1990, in the sense that he obvioudy experienced pain that was worse than during
his prior attacks, pain so severe that he was hospitdized for thefirgt time. And his condition obvioudy
continued to worsen thereafter. But the record before me does not offer significant support for the
proposition that Seth’s MMR vaccination had any role, much less a subgstantid role, in causing that
worsening.

| notethat, asindicated above, the theories of petitioner’ stwo expertsas to how the vaccine might
have aggravated Seth’ s pancrestitis conditionwere not sgnificantly different from ther theoriesasto how
the vaccine might have been theinitial cause of Seth’ spancrestitis. Thet is, the two expertstheorize that
the vaccination probably triggered an autoi mmune reactionin Seth, athough they dso think it possble that
some toxic substance in the vaccine might have directly injured Seth’s pancress. (See, e.g., I11-Tr. 7-8,
55-60, 102-107, 107-108, 109.) However, like Specia Master Wright, | found these theories to be
amogt purdy theoretica, devoid of any substantial support inmedica literature. | found these theoriesto
be no more persuasive as an explanationfor anaggravation of Seth’ spancrestitis conditionthanthey were
as a purported explanation for theinitial cause of his pancrestitis condition.?

Inthis regard, | am persuaded by respondent’ s expertsthat the available medical literature Smply
provides no substantia support for the basic autoimmune response theory upon which petitioner’ s experts
placedmod dl their reliance. To besure, thistheory has at |east some theor etical apped, snceweknow
that on occasion human immune systems do mdfunction, resulting in destructive autoimmune responses
prompted by a particular antigen’ sinvasion of the body. However, as respondent’ s experts pointed out,
there is a dearth of actud evidence indicating that MMR vaccinations have resulted in any type of
destructive autoimmune responsesat dl, despite the fact that gpproximately eight millionMMR vaccingions
(four millionof whichare booster vaccinaions) are administered every year in this country done. And, of
course, there is no substantial evidence that MMR vaccinaions have ever caused, or aggravated, the
specific type of autoimmune response alleged here--i.e., an attack of pancreatitis.??

2nfact, | find these theories to be even more unlikely in the aggravation context.

22See my discussion of certain case reports of pancrestitis after MMR vaccination at pp. 16-17,
below.
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And as to the gpparent alternative theory of petitioner’s experts, that some type of toxin in the
vaccine might have directly attacked Seth’s pancress (see, e.g., I11-Tr. a 107-108), such theory was
amog totaly unexplained, and certainly no significant evidence was offered insupport thereof. | find this
theory to be of no persuasive vaue a al.

In contrast to the purely theoretical and amogt totally unsubstantiated theories advanced by
petitioner, the theory of respondent’s experts concerning Seth’s case seemslogical and straightforward.
Thatis, under respondent’ stheory, Sethaready had experienced severa episodesof pancrestitis, dthough
that conditionwas as yet undiagnosed. Whatever wasthe cause of that earlier pancrestitis, the pancrestitis
condition smply followed its natural course, erupting into serious inflammeation and pain on or about the
morning of June 5, 1990, purdy coincidentdly to the MMR vaccinaion on June 4. Thisexplanation is
supported very convindngly by the tesimony of Dr. Maksmak, the only pediatric gastroenterologist to
tedtify and the expert withthe best credentids to opine concerning pancrestitis inteenagers. Dr. Maksimak
explained that the course of chronic pancretitis experienced by Seth, beginning with severa undiagnosed
episodes of abdomina pain followed by a series of more severe attacks resulting in hospitdizations, isquite
common. In about haf of such cases, as with Seth, no causeis ever definitively established.

In my view, it seems far more likdly that Seth’s case fdls into this common pattern suggested by
respondent’ s experts, rather than condituting the theoretically possible but unprecedented and unique
phenomenon theorized by petitioner’ s experts.

A couple of other pointsmerit additiona discussion. Petitioner haspointed (see Ex. 43 (filed 9-17-
99), pp. 2-3 ad atachments) to a series of case reports taken from a database kept by the federal
government’s Vaccine Adverse Event Reporting System (“VAERS'). TheVAERS isareporting system
under which physcdans or others may report the occurrence of an adverse event suffered by avaccine
recipient after a vaccination. It is intended as atool to aert medica researchers if an unusudly large
number of adverse events of a amilar type are happening after a certain type of vaccination. Petitioner
notes that a recent VAERS search turned up 17 reports involving stuations in which individuals
experienced pancreetitis within 544 days after MMR vaccinations. Although they did not discussthispoint
in much detall, petitioner’s two experts on remand seem to suggest that the existence of these reports
supports petitioner’ s causation theory in this case.

After careful examination of the 17 VAERS reports, which gppear a& R. Ex. Y, 2 | conclude that
they offer no Sgnificant support to petitioner’sclam. First, | notethat two of the 17 reportsrefer to Seth's
own case. (IlI-Tr. a 20, 76.) There are ds0 two other sets of duplicate reports (numbers 94488 and
96436--see 111-Tr. at 133-35; and numbers 127880 and 128057--see 111-Tr. at 137), meaning thet the
total number of reported cases other than Seth’s own case totaled 13, rather than17. Further, only three

ZAt Ex. 43, Dr. Greier supplied only small excerpts from the VAERS reports in question.
Respondent later filed the entire reportsas EX. Y.
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of those 13 involved the onset of pancretitis very soon after vaccingion, in atime frame smilar to that of
Seth’sonset. (See casereport numbers 96745, 92500, and 96436, discussed at 111-Tr. at 80-82, 91-92,
93; EX. Y, pp. 3-4, 7-8.) And, asDr. Sever explained (e.g., I11-Tr. at 122-123) isolated case reports of
thistype are of very little help in resolving medica causation questions, especidly when, asin the case of
VAERS reports, the full files of the cases have not been closdy examined by medica personnd to look
for other potentia causes of the adverse events or to verify the reported information. Such reports are
usudly useful only asameans of identifying possible correations, to prompt more systematic studies of
apotentiad causa relationship.

Inthe caseof these particular VAERS reports, and the propositionfor which petitioner offersthem,
the obvious problem is that there is no good way to tel whether the tempora relationship between the
MMR vaccination and the onsat of symptoms was anything more than pure coincidence.  After dl, with
more than aght million MMR vaccingions administered in this country aone (the VAERS reports
submitted included reports from other countries), it would not be surprising that a number of onsets of
pancreetitis would occur shortly after MMR inoculations simply by pure chance. Petitioner’ sexpertsin
this case have offered no andyss indicating that that is not the case with the VAERS reports cited here.

Moreover, none of the VAERS reports seemto involve persons with pre-existing pancrestitis, as
Seth had, nor do they seemto involve chronic pancredtitis, fromwhich Seth suffers. In short, the VAERS
reports, while interesting, smply cannot be viewed as offering Sgnificant support to the theories of
petitioner’ s experts here.*

Fndly, | note onemorereasonto questionthe theories of petitioner’ sexpertsonremand here--the
fact the testimony now offered is contradicted to a consderable extent by the very testimony of
petitioner’ sown exper tsduring the proceedings before Specid Master Wright. During the proceedings
before Specid Master Wright, Drs. Geier, Belanti, and Shohamdl explained that amgjor reason for their
concluson that Seth’s chronic pancrestitis was vaccine-caused was their view that whatever caused the
first episode of aperson’ s pancrestitis was probably the cause of any ensuing chronic pancredtitis. (See,
eg. |-Tr.a62-73, 76, 106-108, 188-91, 212.) Dr. Geler evenindicated that if Sethin fact suffered from
preexisting pancredtitis, hisopinion would be different. (I-Tr. at 69-70.) Y et on remand, Drs. Bellanti
and Geler have abandoned, without explanation, their previoudy-sated view that the cause of aperson’s
firg episode of pancrestitis islikdy the cause for any ensuing chronic pancrestitis. Instead, they now assert
that it was the vaccination, not the cause of Seth’ sfirst pancredtitis episodes, that resulted in the chronic

APetitioner arguesin hisreply brief that the “Respondent seemsto fed that the medicd literature
must contain a case exactly like Seth’s in order to be meaningful.” (Reply Brief a 8.) | agree with
petitioner that medical literature could, in theory, offer substantial support for a causation theory in a
particular Program case even if it did not contain *a case exactly like [the petitioner’s].” Here, however,
| have carefully evaluated all of the medicd literature discussed by petitioner’ sexperts and smply find that,
for the reasons discussed by Special Master Wright and discussed above in this Decison, it Smply does
not offer substantia support for the theories of petitioner’s experts.

17



pancredtitis. This abrupt change of directionwas not only unconvinaing, but, to be frank, makes me doubt
very muchthat either expert was actudly offering a candid opinion of the case inthe testimony before me.

Inshort, for dl of the reasons stated above, | conclude that petitioner hasfailed to demonstrate that
it is “more probable than not” that Seth's MMR vaccination played a substantid role in aggravating his
pancrestitis condition.

Vv
CONCLUSION

Obvioudy, it is very unfortunate that Seth Plait suffers from chronic pancrestitis, and one cannot
help but fed sympathy for him. However, for the reasons stated above, | find that petitioner hasfaled to
carry his burden of demondrating that his MMR vaccination was a substantia factor in ether initiating or
aggraveting his pancredtitis. Therefore, | find that heis not eigible for Program compensation.

Itisnot clear under elther the statute or the currently-gpplicable Rules of this court whether the filing
of this “Decison on Remand” automaticaly triggers a new 30-day period for seeking review under
Appendix J, Rules of the United States Court of Federal Clams, Rule 23. It is arguable that in the
absence of a motion for review filed within 30 days of the date of this Decison, the Clerk of this court
should autometically enter judgment inaccordance herewith. But that isnot completely clear. The parties
and/or the Clerk may wish to seek guidance from the chambers of Judge Allegra asto the appropriate
procedure & thistime.

George L. Hadtings, Jr.
Specid Master
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