In the United States Court of Federal Claims

No. 02-0411V
(Filed With Parties: July 17, 2009)
(Reissued: July 30, 2009)'
TO BE PUBLISHED
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JOHN DOE 21, *
*  Causation-In-Fact;
Petitioner, *  National Vaccine Injury Act,
* 42 U.S.C. § 300 aa-1 et seq.;
V. *  Remand;
*  Treating Physician.
SECRETARY OF HEALTH *
AND HUMAN SERVICES, *
*
Respondent. *
*
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John H. McHugh, New York, New York, Counsel for Petitioner.

Michael P. Milmoe, United States Department of Justice, Washington, D.C., Counsel for
Respondent.

MEMORANDUM OPINION AND FINAL ORDER REGARDING
THE JANUARY 16, 2009 DECISION ON REMAND DENYING ENTITLEMENT.

BRADEN, Judge.

As previously discussed, this proceeding was far from what the court expects from the Office
of the Special Masters. See John Doe 21 v. Sec’y of HHS, 84 Fed. Cl. 19, 20 (2008) (“John Doe
21”). Taking six years before a case initially is brought to the court for review is inexcusable. Id.
Likewise, as previously noted, in the court’s judgment, Petitioner’s counsel did not approach this
case with proper attention to precedent or with the amount of diligence that the court expects. Id.

" An unredacted version of this Memorandum Opinion And Final Order was issued to the
parties on July 17,2009. The parties were given the opportunity to propose redactions. In addition,
the parties were asked if they would waive the fourteen-day waiting period prior to publication.
Neither party offered any approved redactions, and both parties notified the court that they were
willing to waive the fourteen-day requirement.



at49. The court is aware that non-Table vaccine cases are difficult to prove for a variety of reasons.
Most are handled on a contingency basis, limiting the available resources that can be devoted to any
one individual case. The perspective of medical professionals who have treated a petitioner often
differs. Many children do not see the same pediatrician during their first critical months, so that
subtle but important symptoms may be missed. For this reason, the opinion of a physician who has
had a long personal relationship with a patient is afforded more deference than an expert retained
for litigation. In addition, highly specialized physicians who have not examined, much less treated,
a patient understandably are reluctant to second-guess the opinion of a well qualified peer,
particularly where medical records are many years old and were not made with the intent of
satisfying the requisite specificity required to establish causation-in-fact under the Nation Childhood
Vaccine Act of 1986, 42 U.S.C. § 300 aa-1 ef seq. (2006) (the “Vaccine Act”).

The January 16,2009 Decision on Remand Denying Entitlement reflects a substantial amount
of work conducted in an expedited time frame by the third Special Master assigned to this case. See
John Doe 21 v. Sec’y of HHS at *1 (Fed. CI. Spec. Mstr. Jan. 16, 2009) (“Remand Decision™).
Despite this effort, the court has determined that the Remand Decision erroneously concluded that:

A preponderance of the evidence establishes that Child Doe started to show some

signs of developmental delay in January 2000, which was diagnosed in March 2000.

[Petitioner] has failed to establish that Child Doe’s developmental delay was caused

by the vaccination, which he received months earlier. Alternatively, Mr. Doe failed

to establish that any adverse reaction to the July 20, 1999 DTaP vaccine lasted more

than six months. Consequently, he is not entitled to compensation.

See Remand Decision at *1.

To facilitate review of this Memorandum Opinion and Final Order, the court has provided
the following outline:

L. RELEVANT FACTS.
I1. PROCEDURAL HISTORY.
A. The Initial Special Master Proceeding.
B. The Initial United States Court Of Federal Claims Proceeding.
C. The Remand Proceeding Before Special Master I11.
D. Current Proceeding Before The United States Court Of Federal Claims.

III.  DISCUSSION.



A. Jurisdiction And Standard Of Review.
B. Causation In Vaccine Act Cases.
C. Petitioner’s February 17, 2009 Motion For Review.

1. Petitioner’s Argument.
2. The Government’s Response.

3. The Court’s Resolution.
a. Petitioner Established A Medically Plausible Biological Theory.
b. Petitioner Established A Proximate Temporal Relationship.
c. Petitioner Established A Logical Sequence Of Cause And Effect.

IV.  CONCLUSION.

I. RELEVANT FACTS.?

* The relevant facts herein initially were set forth in John Doe 21, 84 Fed. Cl. at 20-34 citing:
October 2, 2002 Defendant’s (“Government” or “Gov’t”) Notice of Filing with 9/1/02 Declaration
of Mr. Doe; 9/19/02 Letter from Dr. Victor Turow, M.D., F.A.A.P., Pediatrician; July 2002
Declaration of Angela Rose Dazzo; Undated Certification of Loretta Costello; Exhibit A —5/11/99
Birth Certificate; Exhibit B — Records of North Shore University Hospital; Exhibit C — Records of
Mark N. Goldstein, M.D., F.A.C.S., F.A.A.P., Pediatric Ophthalmology; Exhibit D — Records of Dr.
Mark J. Kupersmith, M.D., New York Eye and Ear Infirmary, Institute for Neurology and
Neurosurgery Beth Israel Medical Center; Exhibit E — Records of Dr. Michael L. Slavin, M.D.,
Residency Program Director, Chief Neuro-Ophthalmology, Medical Retinal Diseases, Long Island
Jewish Medical Center; Exhibit F — Records of Dr. Robert J. Gould, M.D., Metropolitan Pediatric
Neurology, P.C.; Exhibit G—Records of Dr. R.R. Branccio, M.D., Bayridge Dermatological Assoc.;
Exhibit H — Records of Dr. Robert Hayman, M.D., F.A.A.P., Pediatric Dermatology; Exhibit I —
Letter from Dr. Neil S. Sadick, M.D. Sadick Aesthetic Surgery & Dermatology; Exhibit J — Records
of Dr. R.R. Branccio, M.D., Bayridge Dermatological Assoc.; Exhibit K — Records of Nassau
County System (New York) — Children’s Health Network Early Intervention Program; Exhibit L —
Records of North Shore - Long Island Jewish Health and Manhasset Schools; Exhibit M — Records
of Dr. Mark J. Kupersmith, M.D., New York Eye and Ear Infirmary, Institute for Neurology and
Neurosurgery Beth Israel Medical Center; Exhibit N — Records of Dr. Neil S. Sadick, M.D., Sadick
Aesthetic Surgery & Dermatology; October 10, 2002 Petitioner Notice Of Filing (September 20,
2000 letter from Dr. Steven Pavlakis, M.D.); July 29, 2005 Petitioner Exhibits A (“May 16, 2005
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On May 11, 1999, Petitioner was born after a routine pregnancy. See 10/2/02 Gov’t Ex. B
at2-25. Atbirth, Petitioner weighed six pounds, twelve ounces, and measured nineteen and one-half
inches in length. Id. at 3; see also 7/11/06 Pet. Ex. A at 1. On May 24, 1999, Petitioner had a
“healthy” two week examination and was beginning to hold his head and was responding to sound
and light. See 10/2/02 Gov’t Ex. B at 30. On June 10, 1999, Petitioner had a one month
examination, and he was found to be normal, except for constipation, and otherwise was “alert
comfortable.” 7/11/06 Pet. Ex. A at 5.

On July 20, 1999, Petitioner’s constipation continued, but Dr. Earhardt, from the Department
of Pediatrics of the North Shore University Hospital (New York), noted that Petitioner “roll[ed] side
to side, lifts head very well, coos vocalizes, focuses on face, turns to voice, smiles.” 10/2/02 Gov’t
Ex. B at 34. Petitioner’s assessment was “healthy.” /d. On that date, Petitioner received diphtheria-
tetanus-pertussis (“DTaP”), inactivated poliovirus (“IPV”), and COMVAX™_? Hib, and Hepatitis
B vaccinations. Id. at 32.

On the evening of July 20, 1999 at 9:47 p.m., Petitioner was admitted to the North Shore
University Hospital Emergency Department with a fever of 101°F. Id. at 34B. The primary
complaint “per mother” was “crossed eyes, moaning, acting unusual.” Id. at 34A. The triage nurse

operative note of Dr. Neil A. Feldstein, New York Presbyterian Hospital-Columbia”) and B (“April
28, 2005 Consultation Report, Neurosurgical Associates, New York, Presbyterian Medical Center,
New York™); September 15, 2005 Exhibit 302-93 (records from the Columbus Presbyterian Medical
Center); October 27, 2005 hearing limited to fact testimony (10/27/05 TR 4-147); October 28, 2005,
hearing limited to medical testimony (10/28/05 TR 203-380); October 31, 2005, Petitioner filing
including prescriptive pad note of Dr. Eviatar and two photographs of Petitioner; November 4, 2005,
Government Exhibits C and D; December 29, 2005 Petitioner Filing with Ex. 1 — 12/29/05 Nassau
Radiologic Group, P.C.; Ex. 2 — 6/23/00 Nassau Radiologic Group, P.C.; Ex. 3 — 5/10/05 Long
Island Jewish Medical Center, Department of Radiology; Ex. 4 —6/7/05 Neurological Associates at
New York Presbyterian Medical Center in New York; Ex. 5 — 11/21/05 Dr. Steven Pavlakis letter;
Ex. 6 — 11/21/05 Dr. Eugene B. Spitz, M.D., Diagnostic & Treatment Center for Central Nervous
System Disorders, Inc.; July 11, 2006, Petitioner’s Exhibit A; Exhibit B (records of Dr. Palvakis);
Exhibit C (note from Dr. Marvin Boris); July 24, 2006, Petitioner’s Exhibit A (Report of May 3,
2002 MRA) and Exhibit B (Report of May 2, 2002 MRI); November 13, 2006, Petitioner’s Exhibit
A (Expert Report of Dr. Steven Pavlakis) and Exhibit B (Expert Report of John D. Shane); January
30, 2007, Petitioner’s Filing Of Medical Records (records from Beth Israel Medical Center);
February 15, 2007, Government Supplemental Expert Report of Dr. Wiznitzer.

P “COMVAXT™” is a “trademark for a combination preparation of Haemophilus b conjugate
vaccine and hepatitis B vaccine (recombinant).” DORLAND’S ILLUSTRATED MEDICAL DICTIONARY
403 (27th ed. 1988) (“DORLAND’S”).



noted that Petitioner received a DTaP vaccine on that same date and developed a fever. Id. at 34B.*
The resident physician examination noted a rectal temperature of 101.3°F, an “enlarged thyroid,”
and “adenopathy.” Id. at 34B. The attending physician noted: “fever & a 10 minute episode of eye
crossing, without tonic/clonic activity,® drooling[.]” Id. Subsequent tests, including blood and urine
samples were negative. Id. at 36-44,46-47. A neurological examination showed no “focal deficits”
and a regular flat fontanelle.” Id. at 34C. Petitioner was diagnosed with a fever, advised to take
“Tylenol,” and Ms. Doe was instructed to “follow up with” Petitioner’s pediatrician “in the
morning.” Id. at 34D. Petitioner was released from the Emergency Room around 11:00 p.m. in
“satisfactory” condition. Id.

Petitioner’s fever, however, did not abate. /d. at 45. On July 21, 1999, Petitioner’s mother
reported that her son still had a temperature of 101°F. See 7/11/06 Pet. Ex. A at 8.

On July 28, 1999, Petitioner’s medical records show that both eyes had “no tears” and were
“crusty,” but Petitioner was “alert; awake . . . [and his] neck [was] supple.” 10/2/02 Gov’t Ex. B at
48.

During an August 19, 1999 examination when Petitioner was 3 2 months, he experienced
another fever episode of 101°F, was “cranky,” but “alert” and “active,” with a “neck supple.” Id.

*In 1994, the Institute of Medicine (“IOM”) also reported that:

DPT [has] been known to cause fever, they have been associated with the occurrence
of acute febrile seizures [i.e., “those associated with high fever, occurring in infants
and children.” DORLAND’S at 415]. Febrile seizures alone do not lead to a residual
seizure disorder . . . there are no data directly nearing on the biologic plausibility of
a relationship between diphtheria or tetanus toxins and residual seizure disorder.

1994 TOM REPORT at 79.

> “Adenopathy” is the “swelling or morbid enlargement of the lymph nodes.” STEDMAN’s
MEDICAL DICTIONARY 755 (28th ed. 2006) (“STEDMAN’S”).

% A “generalized tonic-clonic seizure” is a “seizure of grand mal epilepsy, consisting of loss
of consciousness and generalized tonic convulsions followed by clonic convulsions.” DORLAND’S
at 1676. “Grand mal epilepsy” is a “symptomatic form of epilepsy often preceded by an aura;
characterized by loss of consciousness with generalized tonic-clonic seizures.” Id. at 628.

7 A “fontanelle” is “[o]ne of several membranous intervals between the angles and margins
of the cranial bones in the infant.” STEDMAN’S at 755.
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Other tests were unremarkable. Id. Because Petitioner’s older sister was also ill,* the physician
assumed the cause of these symptoms was a “viral syndrome.” See 7/11/06 Pet. Ex. A at 8.

On September 14, 1999, Dr. Steve Barrone, another member of the Department of Pediatrics
of the North Shore University Hospital, determined that Petitioner was “well,” except for a
“discharge” from the left eye that could possibly be a duct “obstruction,” but noted that Petitioner
“sits’, holds [his] head,” “babbles,” and otherwise was “social.” 10/2/02 Gov’t Ex. B at 51. On this
occasion, DT, IVP, and COMVAX™ vaccinations were administered, but the pertussis'® portion was
not administered, because of the July 20, 1999 “hypotonic-[illegible] episode.”'! Id. at 52; see also
7/11/06 Ex. A. at 1.

From September 23 to October 7, 1999, Petitioner was examined by several physicians from
the Department of Pediatrics of the North Shore University Hospital at least five times for otitis'
and thrush.” See 10/2/99 Gov’t Ex. B at 53-55. On September 23, 1999, Petitioner’s parents
reported that he would not take a bottle, was up all night crying with coughing and congestion, but
had no fever. Id. at 53. The diagnosis was “nasal thrush” and a prescription for Nystatin™'* was
issued for one week. /d. On September 24, 1999, Petitioner’s physician noted that Petitioner was

¥ Petitioner’s sister was born on May 29, 1995. See 10/2/02 Gov’t Ex. B at 32.

? Atthe December 2, 2008 remand hearing, Dr. Turow found this entry vague, stating “I don’t
know what that means.” See 12/2/08 TR at 1085. Dr. Turow was uncertain if the notation referred
to sitting with support or without support. /d.

' Pertussis vaccine is “a suspension of killed Bordetalla pertussis organisms (whole cell
vaccine) or a fraction thereof (acellular) either fluid (pertussis vaccine [USP] or absorbed on
aluminum hydroxide or aluminum phosphate and resuspended (pertussis vaccine absorbed [USP]);
used for routine immunization against pertussis (whooping cough). It is generally used in a mixture
of diphtheria and tetanus toxoids. (DTP or DTaP).” DORLAND’S at 1999.

" “Hypotonia” is “a condition of diminished tone of the skeletal muscles; diminished
resistance of muscles to passive stretching.” DORLAND’s at 900.

12 «Otitis” is an “inflammation of the ear.” STEDMAN’S at 1394,

' “Thrush” is an “[i]nfection of the oral tissues with Candida albicans . . . common in
normal infants who have been treated with antibiotics.” STEDMAN’S at 1986.

' “Nystatin™” is a “polyene antifungal agent . . . used in the treatment of . . . candidal
infections[.]” DORLAND’S at 1296.



“more cranky - fever today.” Id. Augmentin™, ' an antibiotic, was prescribed, and Nystatin™ was
suspended. Id.

On October 4, 1999, Dr. Victor Turow, M.D., F.A.A.P. from the Department of Pediatrics
of the North Shore University Hospital, noted a “I[eft] strabismus™'® or “psuedostrabismus,”!” and
recommended an ophthalmologic consultation. Id. at 54. On October 5, 1999, Petitioner was
reported to be “kvethcy all night,” exhibiting “blurred eyes,” and “reddened ears.” Id.

On November 8, 1999, Petitioner was diagnosed by Dr. Turow with an “u[pper] r[espiratory]
i[llness]” and “nasal congestion.” Id. at 56. Although Dr. Turow observed that Petitioner had not
rolled over and could not “sit up [without] support,” Petitioner was diagnosed as a “well infant,”
because he exhibited “good head control” and was able to grab “onto objects well.” Id. On that date,
a DT vaccine was administered, but without pertussis. Id. at 32, 57; see also 7/11/06 Ex. A at 1."®
Petitioner also was referred to Dr. Strove for a left eye “deviation medially.” 10/2/02 Gov’t Ex. B
at 57.

On November 10, 1999, Dr. Steven E. Rubin, MD, a pediatric ophthalmologist, found
Petitioner to be a “healthy 6 month old baby with a suspected esotropia”'’ and noted “crusting from
the lefteye.” Id. at 59. Dr. Rubin, however, found no evidence of strabismus and suggested that the
esotropia “would probably spontaneously resolve over the next several months.” /d.

On November 15, 1999, Petitioner again was examined by a physician in the Department of
Pediatrics of the North Shore University Hospital for eye crusting, nasal discharge, chest congestion,
and fever of 101°F, but was diagnosed with a viral syndrome and conjunctivitis. /d. at 58. Nasal
suctioning, a humidifier, and eye drops were prescribed. /d. On November 22, 1999, Petitioner was

P “Augmentin™” is a “trademark for combination preparations of amoxicillin and
clavulanate potassium.” DORLAND’S at 179.

' “Strabismus” is “[a] manifest lack of parallelism of the visual axes of the eyes.”
STEDMAN’S at 1841.

"7 “Pguedostrabismus” is “[t]he appearance of strabismus caused by epicanthus, abnormality
in interorbital distance, or corneal light reflex not corresponding to the center of the pupil.”
STEDMAN’S at 1593.

'8 Petitioner’s November 8, 1999 medical records indicated that pertussis should not be
administered, because of Petitioner’s adverse reaction on July 20, 1999. See 10/2/02 Gov’t Ex. B
at 57.

1% “Estropia” is a form of strabismus involving “manifest deviation of the visual axis of an
eye toward that of the other eye.” DORLAND’S at 583.
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examined for nasal congestion, a continuing cough, and vomiting twice on November 21, 1999. Id.
Petitioner was diagnosed with otitis media and prescribed Augmentin™. /d.

On December 4, 1999, Petitioner cried all night with aches and fever. /d. at 61. Petitioner’s
records indicated teething, but Petitioner also was experiencing thrush. /d. Significantly, however,
plagiocephaly® was observed. Id. at61. Anappointment was recommended to examine Petitioner’s
head circumference and “development.” Id.

On December 10, 1999, Petitioner was “cranky and up all night; the examination confirmed
the right ear had a yellow bulging effusion.” Id. Cefzil™,*' a different antibiotic, was prescribed.
Id. On December 22, 1999, Petitioner’s ear was checked by Dr. Turow and still found to be
“mucusy,” despite having taken Cefzil™. Id. at 62. In addition, Petitioner had “mucusy eyes” with
redness and haziness, but no pus. Id. On December 24, 1999, Dr. Turow ordered a Ceftriaxone®
injection #2 (400 mg) and issued a prescription for Gantrisin™.* Id. On December 27, 1999,
Petitioner was examined and received a third shot of Ceftriaxone. /d. at 63.

On January 3, 2000, Dr. Turow noted that: “Petitioner was crying all day [January 2, 2000];
experienced a fever of 101-102°F; was sneezing and coughing; with congestion evident.” Id. On
January 8, 2000, Petitioner again was crying non-stop, with a low-grade temperature, despite being
on Gantrisin™. [d. The antibiotic was changed to a combination of Amoxicillin®* and
Augmentin™. Id. On January 14, 2000, Petitioner was re-checked to ascertain his reaction to the
new antibiotics. /d. at 64. On January 19, 2000, Petitioner’s physician observed that Petitioner’s
infection was improved, and the physician re-instated Gantrisin™. Id.

20 “plagiocephaly” is an “unsymmetrical and twisted condition of the head, resulting from
irregular closure of the cranial sutures.” DORLAND’S at 1301.

2 “Cefzil™ is a “trademark for cefprozil” a “synthetic broad-spectrum, second-generation
cephalosporin effective against a wide range of gram-negative and gram-positive organisms, used
in the treatment of otitis media and infections of the respiratory and oropharyngeal tracts, skin, and
soft tissues; administered orally.” DORLAND’S at 315; see also Id. at 314.

22 “Ceftriaxone” is a “semi-synthetic, broad-spectrum, third generational cephalosporin
antibiotic, which acts by inhibiting enzymes responsible for cell-wall synthesis; effective against
gram-positive and gram-negative bacteria; administered intravenously and intramuscularly.”
DORLAND’S at 314-15.

» “Gantrisin™” is a “trademark for preparations of sulfisoxazole.” DORLAND’S at 755.
“Sulfisoxazole” is a “short-acting sulfonamide used as a antibacterial in the treatment of a wide
variety of infections, particularly in the urinary tract[.]” /d. at 1791.

# «“Amoxicillin” is a “semisynthetic derivative of ampicillin . . . used . . . in the treatment of
infections[.]” DORLAND’S at 64.



On January 31, 2000, Petitioner received a Hepatitis B immunization. /d. at 65. On January
31, 2000, Petitioner’s physician observed that Petitioner could: sit without support; use a “pincer
grasp;” speak; wave; and play “peek-a-boo.” Id. Petitioner was diagnosed as “well,” despite the fact
he could not pull “to stand” or “cruise.” Id.

On February 7, 2000, Petitioner was examined for a possible ear infection, being irritable all
day and night, mild nasal congestion, and decreased appetite. Id. at 66. On February 17, 2000,
Petitioner experienced vomiting, intermediate diarrhea, a “wet cough,” and fever. Id. at 67. By
February 19, 2000, Petitioner still was not keeping food down, was “very cranky,” had a bad cough,
and was very congested. Id.

On March 8, 2000, when Petitioner’s ear was re-checked, Dr. Turow also noted potential
increased “tone” ** in Petitioner’s extremities and noted concern about Petitioner’s “developmental
progression.” Id. at 68. On March 16, 2000, Petitioner was examined for chronic coughing,

congestion, and crying and was referred to an Ear Nose and Throat (“ENT”) specialist. Id. at 69.

On March 17, 2000, Petitioner also had a “head ultrasound” for “enlarged head size.” Id. at
70. The ultrasound revealed “[p]rominent extra-axial spaces” consistent with “benign external
hydrocephalus.”™ Id.

On March 27, 2000, Petitioner was examined for crying, cough, running nose, and recurrent
otitis. /d. at 69. On March 29, 2000, Petitioner was examined by an ophthalmologist and ENT, and
for the first time “vertical nystagmus™’ was noted. Id. Petitioner also was examined by Dr. James
Fagin, M.D., from the Nassau County Early Developmental Intervention Program, who concluded
Petitioner had “developmental delay.” 10/2/02 Gov’t Ex. L at 240.

On March 29, 2000, Petitioner was examined by the Louise Oberkotter Early Childhood
Center, where he was evaluated in “eight areas of development: Gross Motor; Fine Motor;
Relationship to Inanimate Objects; Language/Communications; Self-Help; Relationship to Persons;
Emotions and Feeling States; and Coping Behavior.” Id. at 219-23. Petitioner’s scores in the
categories of Gross Motor, Fine Motor, Language/Communication, and Emotions and Feeling States
were “Of Concern.” Id. at 223. “Physical Therapy services to address delay in gross motor skill

» “Tone” is the normal degree of vigor and tension, in muscle, the resistance to passive
elongation or stretch.” DORLAND’S at 1919.

%6 “Hydrocephalus” is a “condition marked by an excessive accumulation of cerebrospinal
fluid resulting in dilation of the cerebral ventricles and raised intracranial pressure; it may also result
in enlargement of the cranium and atrophy of the brain.” STEDMAN’S at 910.

*7 “Nystagmus” is the “[i]nvoluntary rhythmic oscillation of the eyeballs, either pendular or
with a slow and fast component.” STEDMAN’S at 1350.
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acquisition” was recommended. /d. In addition, monitoring Petitioner’s “fine motor function” and
“Speech and Language development” was recommended. 1d.

On March 30, 2000, Petitioner’s physician noted that Petitioner’s mother observed
Petitioner‘s “vertical nystagmus, seems to be getting worse.” 10/2/02 Gov’t Ex. B at 71.
Subsequently, Dr. Robert J. Gould, M.D., a pediatric neurologist, ran a series of tests, but was unable
to observe any “vertical nystagmus.” Id.; see also 10/2/02 Gov’t Ex. F at 179. Dr. Rubin’s re-
examination on April 5, 2000 also did not evidence nystagmus. See 10/2/02 Gov’t Ex. B at 72.

On April 24, 2000, Dr. Mark N. Goldstein, M.D., a pediatric otolaryngologist (“Dr.
Goldstein”), scheduled Petitioner for a bilateral myringotomy*® and placement of tubes due to
“effusions™’ in Petitioner’s ears. Id. at 75. On April 24, 2000, Dr. Goldstein and Dr. Rubin’s
recommendations were reviewed by Dr. Turow. /d. Although Dr. Turow agreed that a myringotomy
procedure was indicated, he also recommended a neurological evaluation. Id. Subsequently,

Petitioner entered an early intervention physical therapy program to address his developmental delay.
See 10/2/02 Gov’t Ex. L at 236.

On April 28, 2000, Dr. Steven G. Pavlakis, M.D., Director, Division of Pediatric Neurology
and Developmental Medicine and Professor of Pediatrics, Mount Sinai School of Medicine (“Dr.
Pavlakis”), examined Petitioner for occasional “up and down eye fluttering” and “upper eyelid
fluttering,” without “alteration of consciousness.” 10/2/02 Gov’t Ex. B at 78-79. Dr. Pavlakis noted
that Petitioner regularly was alert, active, and interactive for someone his age, but also was delayed
“in regard to motor milestones.” Id. Dr. Pavlakis concluded that Petitioner had mild hypotonia,®
“trembling in both arms,” and “mild tremors.” Id. Dr. Pavlakis was not overly concerned with
Petitioner’s eye and eyelid fluttering and, after reviewing a video of Petitioner’s “atypical eye
movements,” did not believe they were “seizures.” Id. at 79.”' Dr. Pavlakis, however, did consider
these episodes “a little atypical.” Id. Petitioner, however, was referred to Dr. Mark J. Kupersmith,
a neuro-ophthalmologist (“Dr. Kupersmith”), because Petitioner in fact may have had “epilepsy.”
Id. at 78-79.

* A “myringotomy” is “the creation of a hole in the tympanic membrane[.]” DORLAND’s at
1217.

¥ An “effusion” is “[t]he escape of fluid from the blood vessels or lymphatics into the tissues
or a cavity.” STEDMAN’S at 616.

3% “Hypotonia” is “[a] condition in which there is a diminution or loss of muscular tonicity.”
STEDMAN’S at 939.

3! See P1. 10/10/02 letter from Dr. Pavlakis explaining that on April 28, 2000 Petitioner did
experience “an event consistent with seizure.” It appears that the symptom was not “eye fluttering,”
but a “trembling” and “mild tremor.” See 10/2/02 Gov’t Ex. B at 78-79.
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On May 8, 2000, Dr. Goldstein conducted pre-admission testing, a medical history, and an
examination in preparation for a double myringotomy procedure, because of fluid in Petitioner’s
middle ear. See 10/2/02 Gov’t Ex. C at 144-46. Dr. Goldstein was aware that Petitioner’s past
medical history noted “? seizure after DPT. Delayed fine motor skills, now in early intervention.”
Id. at 144.

On May 22,2000, Petitioner again had a fever with transient vomiting/diarrhea. See 10/2/02
Gov’t Ex. B at 82. Dr. Turow rescheduled Petitioner’s vaccinations for one to two weeks later. /d.
Petitioner was diagnosed as having “developmental delay.” [Id. Petitioner also had an
Electroencephalography Study (“EEG”) as requested by Dr. Pavlakis. /d.

On May 24, 2000, Petitioner had a 103°F fever, vomiting, and diarrhea. /d. at 83. He was
alert, but “clingy and lethargic.” Id. On May 31, 2000, Petitioner continued to experience
crankiness, but his ears seemed to be better after having tubes inserted. /d.

On June 7, 2000, Dr. Kupersmith, M.D., Chief of the Division of Neuro-Ophthamology at
the Institute for Neurology, Beth Israel Medical Center in New York, examined Petitioner for the
“abnormal or involuntary” movement of his eyes and eyelids. See 10/2/02 Gov’t Ex. F at 179. Dr.
Kupersmith did not observe any irregular activity, but observed a video tape provided by Ms. Doe
that showed Petitioner during an episode. See 10/2/02 Gov’t Ex. D at 168. Nevertheless, Dr.
Kupersmith did not believe that Petitioner’s irregular eye movements were related to a seizure, but
concluded that the activity was “upper lid retraction,” rather than “any significant eye muscle
involvement or nystagmus.” Id. Nevertheless, Dr. Kupersmith was concerned about Petitioner’s
“head size,” and recommended a Magnetic Resonance Imaging (“MRI”) to determine whether
Petitioner had “hydrocephalus, causing posterior third ventricle dilation.” /d.

On June 12, 2000, when Petitioner was thirteen months old, Dr. Turow noted that Petitioner
was sitting, recently crawling, still raking his hands, clapping and waving, and understood “no.”
10/2/02 Gov’t Ex. B at 84.

On June 13, 2000, Petitioner also had an EEG at North Shore Hospital that was reported to
be “within the normal limits.” /d. at 85. Petitioner had to be sedated, because he was experiencing
“fluttering eye and hand shaking.” Id. The responsible physician reported that Petitioner also may
have exhibited signs of “hypnogogic hyper synchrony,”> but the photic stimulation was not
abnormal and no clear epileptiform activity was seen. /d. On June 22, 2000, Dr. Joseph L. Zito
(“Dr. Zito) performed a cranial MRI that also revealed “no evidence of mass effect” in the
“ventricular system and subarachnoid spaces,” and “no extraaxial mass or fluid collection.” Id. at
98, see also 12/29/05 Pet. Ex. at 4 . Dr. Zito concluded that Petitioner’s MRI was “normal.”
10/2/02 Gov’t Ex. B at 98; see also 12/29/05 Pet. Ex. at 4.

32 This term is not defined either in DORLAND’S or STEDMAN’S. “Synchrony,” however, is
defined as “[t]he simultaneous appearance of two separate events.” STEDMAN’S at 1887.
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On June 26, 2000, Petitioner was examined for an eye infection. See 10/2/02 Gov’t Ex. B
at 84. On June 27, 2000, Petitioner had a follow-up examination regarding the bilateral
myringotomy and tube insertion. See 10/2/02 Gov’t Ex. C at 143. Petitioner again was reported as
experiencing “some blinking of the eyes upon arising.” Id.

OnJuly 12,2000, Petitioner received a measles-mumps-rubella (“MMR”’) immunization and
a VARIVAX immunization. See 10/2/02 Gov’t Ex. B at 102. On July 26, 2000, Petitioner was
examined for diarrhea and some spitting up. 7d.

On August 11, 2000, Dr. Turow diagnosed Petitioner with an upper respiratory infection.
Id. at103. More importantly, Petitioner’s “vertical nystagmus” was of sufficient concern that he was
referred to a neurologist. /d.

On September 6, 2000, Petitioner was examined for crankiness and crying in his sleep, and
the physician concluded that those symptoms were attributed to teething. Id.

On September 13, 2000, Petitioner was observed to have “developmental delay,” but was
“progressing.” Id. at 99. The physician also noted “intermittent but daily vertical nystagmus.” Id.
On that date, a DT vaccination was administered, without pertussis, because of Petitioner’s prior
reaction. Id. at 32, 99. In addition, an IPV vaccine was administered. /d.

On September 26, 2000, Dr. Pavlakis examined Petitioner and recommended a 24-hour EEG
and another evaluation by Dr. Kupersmith. /d. at 104. Petitioner was examined for being “cranky”
and “pulling his ear,” but no fever or drainage was evident. Id. By September 28, 2000, however,
Petitioner had developed a fever and an ear infection. /d. On September 30, 2000, a new antibiotic
was prescribed. /d.

On October 6, 2000, another EEG was conducted with some “episodes of eye fluttering.”
Id. at 105. Nevertheless, the EEG was determined to be normal. /d. at 134. On October 12, 2000,
Dr. Rubin examined Petitioner for a follow-up of his eye fluttering. Id. at 106. During that
examination, Dr. Rubin “confirmed the presence of an infrequent, intermittent upbeat nystagmus™
which had apparently evaded detection at [Petitioner’s] many prior examinations.” Id. (emphasis
added). Dr. Rubin referred Petitioner to a neuro-ophthalmologist for further examination of
Petitioner’s “intermittent vertical nystagmus.” Id. at 109-110.

On October 23,2000, Petitioner was evaluated by the Therapy Services of Greater New York
and diagnosed with “gross motor and fine motor deficits.” 10/2/02 Gov’t Ex. L at 234. The “quality

3 “Upbeat nystagmus” is a “vertical nystagmus with the fast phase upward occurring in
lesions of the vermis cerebelli.” DORLAND’S at 1296. The “vermis cerebelli” is the “narrow median
part of the cerebellum, between the two lateral hemispheres.” Id. at 2033. The “cerebellum” is the
part of the brain “that occupies the posterior cranial fossa behind the brain stem and is concerned in
the coordination of movements.” Id. at 336.

12



of [Petitioner’s] movement was also constantly compromised due to poor grading of tone.” Id. at
235.

On October 30, 2000, Petitioner had a flu, was “very cranky,” and was examined for an ear
infection. 10/2/02 Gov’t Ex. B at 105. Amoxicillin was prescribed. /d.

On November 7, 2000, P