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DECISION ON ENTITLEMENT AND DAMAGES'

Petitioners, Charles Eiss and FEllen Eiss (Mr. Eiss and Ms. Eiss or the Eisses), as legal
representatives of their adopted daughter, Gabrielle Eiss (Gabriclle), seek compensation under the
National Vaccine Injury Compensation Program (Program).” The Eisses contend that Gabrielle
exhibits profound, global developmental delay that is related to a diphtheria-pertussis-tetanus (DPT
or DTP) vaceination that she received on September 1, 1994, See Petition (Pet.); Petitioners’ Pre-
Hearing Memorandum (P. Prehearing Memo); Transcript (Tr.) at 3-4. The Eisses concede that
Gabrielle’s condition does not qualify for the statutory presumption of causation afforded by §
300aa-1 1{c)(1XC)Y);, § 300aa-13(a)(1)(A); the Vaccine Injury Table (Table), 42 CTF.R. §
100.3(a)(11) (2004); and the qualifications and aids to interpretation (QAI), 42 C.F.R. § 100.3(b)}?2)

' As provided by Vaccine Rule 18(b), each party has 14 days within which to request
redaction “of any information furnished by that party (1) that is trade secret or commercial or
financial information and is privileged or confidential, or (2) that are medical files and similar files
the disclosure of which would constitute a clearly unwarranted invasion of privacy.” Vaccine Rule
18(h). Otherwise, “the entire decision” will be available to the public. Jd

2 The statutory provisions governing the Vaccine Program are found in 42 U.S.C. §§ 300aa-
10 et seq. For convenience, further reference will be to the relevant section of 42 U.S.C.




(2004), that apply to the Table governing their petition. See, e.g, Tr. at 51-53; see also
Respondent’s Report (Report) at 4, n.1. Thus, the Eisses acknowledge that they must prove that
Gabrielle’s September 1, 1994 DPT vaccination caused actually Gabrielle’s condition. See P.
Prehearing Memo; Tr. at 3-4.

Respondent denies that the Eisses are entitled to Program compensation. See Report;
Respondent’s Prehearing Memorandum (R. Prehearing Memo). Respondent disputes that the Eisses
have adduced sufficient evidence demonstrating causation. See Report; R. Prehearing Memo.
Regardless, respondent ascribes Gabrielle’s neurological condition to “intrauterine toxic exposure
to cocaine and possibly other substances.” Report at 5; see also R. Prehearing Memo.

The special master convened a hearing on entitlement. Ms. Eiss and Robert E. Cullen, Jr.,

M.D. (Dr. Cullen), testified during the Eisses’ case-in-chief. John T. MacDonald, M.D. (Dr.
MacDonald), testified during respondent’s rebuttal case.

THE LEGAL STANDARD

To prevail, the Eisses must demonstrate by the preponderance of the evidence that (1) “but
for” the administration of Gabrielle’s September 1, 1994 DPT vaccination, Gabrielle would not have
been injured, and (2) Gabrielle’s September 1, 1994 DPT vaccination “was a substantial factor in
bringing about” Gabrielle’s injury. Shyface v. Secretary of HHS, 165 F.3d 1344, 1352 (Fed. Cir.
1999)° The United States Court of Appeals for the Federal Circuit (Federal Circuit) has described
the Eisses’ burden as “heavy.” Whitecoiton v. Secretary of HHS, 81 F.3d 1099, 1102 (Fed. Cir.
1996). The mere temporal relationship between a vaccination and an injury, and the absence of other
obvious etiologies for the injury, are patently insufficient to prove legal cause. Wagner v, Secretary

of HfIS, No. 90-1109V, 1992 WL 144668 (Cl. Ct. Spec. Mstr. June 8, 1992); Grant v. Secretary of

HHS, 956 F.2d 1144 {Fed. Cir. 1992). Rather, the Eisses must present “a medical theory,” supported
by “[a] reliable medical or scientific explanation,” establishing “a logical sequence of cause and
effect showing that the vaccination was the reason for the injury.” Grant, 956 F.2d at 1148; see also
Knudsen v. Secretary of HHS, 35 F.3d 543, 548 (Fed. Cir. 1994)(citing Jay v. Secretary of FIHS, 998
F.2d 979, 984 (Fed. Cir. 1993)). “The analysis undergirding” the medical or scientific explanation
must “fall within the range of accepted standards governing” medical or scientific research. Daubert
v. Merrell Dow Pharmaceuticals, Inc., 43 F.3d 1311, 1316 (9th Cir. 1995). The Eisses’ medical or

* The preponderance of the evidence standard requires the special master to believe that the
existence of a fact is more likely than not. See, e.g., Thornton v. Secretary of HHS, 35 Fed. Cl. 432,
440 (1996); see also In re Winship, 397 U.S. 358, 372-73 (1970) (Harlan, ., concurring), quofing
F. James, CIVIL PROCEDURE 250-51 (1965). Mere conjecture or speculation will not meet the
preponderance of the evidence standard. Snowbank Enter. v. United States, 6 Cl. Ct. 476, 486
(1984); Centmehaiey v. Secretary of HHS, 32 Fed. Cl. 612 (1995), aff’d, 73 I.3d 381 (Fed. Cir.
1995).
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scientific explanation need not be “medically or scientifically certain.” Knudsen, 35 F.3d at 549,
But, the Eisses’ medical or scientific explanation must be “logical” and “probable,” given “the
circumstances of the particular case.” Knudsen, 35 F.3d at 548-49,

According to the Federal Circuit, “causation can be found in vaccine cases based on
epidemiological evidence and the clinical picture regarding the particular child without detailed
medical and scientific exposition on the biological mechanisms.” Krnudsen, 35 F.3d at 549,
Applying the Federal Circuit’s guidance, several special masters have adopted in cases alleging DPT
vaccine-related neurological injuries a test based on the National Childhood Encephalopathy Study
(NCES) published in Great Britain in 1981;* a report produced in 1991 by the Institute of Medicine
(10M)--the august division of the National Academy of Sciences (NAS) that Congress designated
to canvass scientific and medical evidence regarding adverse consequences of routine childhood
vaccines, see National Childhoed Vaccine Injury Act of 1986, Pub.L. No. 99-660, §8312-13, 100
Stat. 3779-82 (1986);” the ten-year follow-up study to the NCES published in 1993, and a report
produced in 1994 by the IOM.” See, e.g., Terran v. Secretary of HHS, No. 95-0451V, 1998 W1,
55290 (Fed. Cl. Spec. Mstr. Jan. 23, 1998); Jenkins v. Secretary of HHS, No. 90-3717V, 1999 WL
476255 (Fed. Cl. Spec. Mstr. June 23, 1999Y; Liable v. Secretary of HHS, No. 98-0120V, 2000 WL
1517672 (Fed. Cl. Spec. Mstr. Sept. 7, 2000); Raj v. Secretary of HHS, No. 96-0294V, 2001 WL
963984 (Fed. Cl. Spec. Mstr. July 21, 2001). The special masters reason that the NCES represents
a major epidemiological study assigning a statistically significant risk of neurological injury for up
to seven days following a DPT vaccination. See, e.g., Terran v. Secretary of HHS, No. 95-0451V,
1998 WL 55290 at *10; Jenkins v. Secretary of HHS, No. 90-3717V, 1999 WL 476255 at *9, n.27;
Liable v. Secretary of HHS, No. 98-0120V, 2000 WL 1517672 at *3; Raj v. Secreiary of HHS, No.

* See R. Alderslade, ef al., The National Childhood Encephalopathy Study: A Report on
1000 Cases of Serious Newrological Disorders in Infants and Young Children from the NCES
Research Team, in UNITED KINGDOM DEPARTMENT OF HEALTH AND SOCIAL SECURITY, WHOOPING
CouUGH: REPORTS FROM THE COMMITTEE ON SAFETY OF MEDICINES AND THE JOINT COMMITTEE ON
VACCINE AND IMMUNIZATION 79-184 (Her Majesty’s Stationery Office 1981).

> See Christopher P. Howson, ¢/ al., INSTITUTE OF MEDICINE, ADVERSE EFFECTS OF
PERTUSSIS AND RUBELLA VACCINES (National Academy Press 1991) (1991 IOM Report).

5 See Nicola Madge, ef al., The National Childhood Encephalopathy Study: A 10-year

Follow-up: A Report onihe Medical, Social, Behavioural and Educational Outcomes Afier Serious,

Acute, Newrological lliness in Early Childhood, in DEVELOPMENTAL MEDICINE AND CHILD
NEUROLOGY Vol. 35, No. 7, Supp. No. 68 at 1-117 (July 1993); see also David Miller, ef al.,
Pertussis Immunisation and Serious Acute Neurological llinesses in Children, 307 BRITISH MEDICAL
JOURNAL 1171-1176 (1993).

? See Kathleen R. Siration, ef al., INSTITUTE OF MEDICINE, DPT VACCINE AND CHRONIC
NERVOUS SYSTEM DYSFUNCTION: A NEW ANALYSIS (National Academy Press 1994) (1994 10M

Report).
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96-0294V,2001 WL 963984 at *7. Next, the special masters reason that based predominantly on
the NCES, the I0M determined in 1991 that medical evidence “‘is consistent’” at least ““with a
causal relation between DPT vaccine and acute encephalopathy, defined in the controiled studies
reviewed as encephalopathy, encephalitis, or encephalomyelitis.”” Jenkins v. Secretary of HHS, No.
90-3717V, 1999 WL 476255 at *10, citing the 1991 IOM Report at 118; see also Terran v. Secretary
of HHS, No. 95-0451V, 1998 WL 55290 at *10-12; Liable v. Secretary of HHS, No. 98-0120V, 2000
WL 1517672 at *3; Raj v. Secretary of HAS, No. 96-0294V, 2001 WL 963984 at *8. However, the
special masters recognize that in 1991, the IOM deemed medical evidence as ““insufficient’” to
establish a causal relation between DPT and **‘permanent neurologic’ damage. Jenkins v. Secretary
of HHS, No. 90-3717V, 1999 W1, 476255 at *12, n.34, citing the 1991 IOM Report at 118; see also
Liable v. Secretary of HHS, No. 98-0120V, 2000 WL 1517672 at *3; Raj v. Secretary of HIHS, No.
96-0294V, 2001 WL 963984 at *8. Then, the special masters reason that the 1993 NCES Follow-up
Study revealed that NCES “case children” exhibited “chronic neurologic dysfunction” at a
remarkably higher rate than “non-case children.” Liable v. Secretary of HHS, No. 98-0120V, 2000
WL 1517672 at *3 (emphasis omitted); see also Raj v. Secretary of HHS, No.96-0294V, 2001 WL,
963984 at *8, n.20. Finally, the special masters reason that based on the 1993 NCES Follow-up
Study, the JOM announced in 1994 that medical evidence ““is consistent with a causal relation
between DPT and the forms of chronic nervous system dysfunction described in the NCES in those
children who experience a serious acute neurologic illness within 7 days after receiving DPT
vaccine.”” Liable v. Secretary of IHHS, No. 98-0120V, 2000 WL 1517672 at *4, citing the 1994
IOM Report at 15 (emphasis omitted); see aiso Terran v. Secretary of HHS, No. 95-0451V, 1998
WL 55290 at *12; Jenkins v. Secretary of HHS, No. 90-3717V, 1999 WL 476255 at *12; Raj v.
Secretary of HHS, No. 96-0294V, 2001 WL 963984 at *8. The special masters interpret the term
“‘serious acute neurologic illness™ as “any one of the five neurologic events suffered by case
children under the NCES.” Raj v. Secretary of HHS, No. 96-0294V, 2001 WL 963984 at *9; see
also Terran v. Secretary of HHS, No. 95-0451V, 1998 WL 55290 at *12; Jenkins v. Secretary of
HIS, No. 90-3717V, 1999 WL 476255 at *13; Liable v. Secretary of [HHS, No. 98-0120V, 2000 WL
1517672 at ¥15,n.12. Thus, the special masters conclude that if a petitioner demonstrates that: (1)
a previously neurologically-intact infant entered the hospital with a condition that would have
prompted notification to the NCES; (2) the onset of the infant’s condition requiring hospitalization
occurred within seven days after a DPT vaccination; (3) the infant developed chronic neurological
dysfunction; and (4) there is no other identifiable cause for the infant’s neurological dysfunction,
then petitioner establishes that the DPT vaccine caused more likely than not the condition. See
Liable v. Secretary of HHS, No. 98-0120V, 2000 WI, 1517672 at *7, 12; see also Terran v.
Secretary of HHS, No. 95-0451V, 1998 WL 55290 at *12; Jenkins v. Secretary of HIS, No. 90-
3717V, 1999 WL 476255 at *13; Ray v. Secretary of HHS, No. 96-0294V, 2001 WL 963984 at *9,
In crafting the test based on the NCES and similar, reliable medical literature, the special masters
acknowledge the NCES authors’ cautjonary note about using NCES data to attribute neurological
damage to immunization in an individual case. See, e.g., Jenkins v. Secretary of HHS, No. 90-
3717V, 1999 WL 476255 at *9, n.26, *12, n.34; Liable v. Secretary of HHS, No. 98-0120V, 2000
WL 1517672 at *12,n.11, ¥14-15. Nevertheless, the special masters distinguish the medical concept
of “medical certainty” from the legal concept of “preponderance of the evidence,” finding that a
petitioner meets the preponderance of the evidence standard when epidemiological evidence shows

4.




a relative risk that exceeds two. See Liable v. Secretary of HHS, No. 98-0120V, 2000 WL 1517672
at *15; see also Raj v. Secretary of HHS, No. 96-0294V, 2001 WL 963984 at *8, n.18, citing
Daubert v. Merrell Dow Pharmaceuticals, Inc., 43 F.3d 1311, 1321 (9th Cir. 1995).

BACKGROUND

Gabrielle’s birth mother presented to Coral Springs Medical Center in Coral Springs, Florida,
on June 21, 1994, with a “complaint” of “contractions.” Petitioners’ exhibit (Pet. ex.) 26 at 9.
Medical personnel described Gabrielle’s birth mother as “high risk,” recording several notable
features about the birth mother’s prenatal course. Pet. ex. 26 at 5. Gabrielle’s birth mother related
apparently that she had smoked cigarettes throughout the pregnancy. See Pet. ex. 26 at 10, 37. In
addition, Gabrielle’s birth mother related apparently that she had used “marijuana” during the “1st
trimester” of the pregnancy. Pet. ex. 26 at 8; see also Pet. ex. 26 at 10, 16, 30, 38, Further,
Gabrielie’s birth mother related apparently a history of drug addiction, see, e.g., Pet. ex. 26 at 30,
including “crack cocaine use” one week before the onset of labor. Pet. ex. 26 at 8; see also Pet. ex.
26 at 1-2, 5, 16,30, 38, Finally, Gabrielle’s birth mother related apparently that she did not receive
any prenatal medical care for approximately five months during the second trimester and the third
trimester of the pregnancy, See Pet. ex. 26 at 30,

Gabrielle was born at 1:14 p.ny., on June 21, 1994, at Coral Springs Medical Center. Pet. ex.
26 at 8. She weighed seven pounds, 13 ounces. /d. She measured 21 inches long. Pet. ex. 26 at 4.
Her head circumference was approximately 34 centimeters. See id At delivery, Gabrielle
experienced “fefal stress.” Pet. ex. 26 at 5; see also Pet. ex. 26 at 6. Medical personnel observed
“meconium stained amniotic fluid.” Pet. ex. 26 at 5; see also Pet. ex. 26 at 6, 9, 16. Medical
personnel instituted a protocol for “hypoglycemia.” Pet. ex. 26 at 6; see also Pet. ex. 26 at 16.
Nevertheless, Gabrielle’s physical exam at birth was “unremarkable.” Pet. ex. 26 at 5. Gabrielle’s
APGAR scores were nine at one minute and nine at five minutes.® 7d ; see also Pet. ex. 26 at 8, 16,
19.

Upon admission into the newborn nursery, Gabriclle appeared “Al[ppropriate
for|Glestational]A[ge].” Pet. ex. 26 at 16; see also Pet. ex. 26 at 5, 20. She was “active,” with
“pink” skin, “normal” respirations and a “fusty” cry. Pet. ex. 26 at 16. She did not exhibit
“Clentral[N[ervous]S[ystem]” symptoms like “seizure activity” or “irritability” or “jitteriness.” Jd.
However, within several hours after Gabrielle’s birth, nursing personnel observed that Gabrielle
“nippled poorly.” Pet. ex. 26 at 18.

® An APGAR score is a numerical expression of the condition of a newborn infant, usually
determined ai 60 seconds after birth, being the sum of points gained on assessment of the heart
rate, respiratory effort, muscle tone, reflex irritability, and color. DORLAND’S ILLUSTRATED
MEDICAL DICTIONARY 1498 (27th ed. 1988).
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After conferring with Gabrielle’s birth mother following Gabrielle’s birth, a hospital social
worker reported Gabrielle’s birth mother to a narcotics “abuse hotline” through “HRS” on June 21,
1994. Pet. ex. 26 at 30. An HRS representative requested apparently toxicology testing. Id
Gabrielle’s urine sample was positive for “cocaine” and for “valium.” Pet. ex. 26 at 22; see also Pet.
ex. 26 at 4, 17, 31.

By June 22, 1994, Gabrielle exhibited a “good suck” during feedings. Pet. ex. 26 at 18.
However, medical personnel noted that Gabrielle was “somewhat irritable.” Pet. ex. 26 at 4. She
was “spitting up yellowish greenish secretions.” Pel. ex. 26 at 4; see also Pet. ex. 26 at 17, A
culture of the secretions detected “staph aurcus infection.” Pet. ex. 26 at 2. In addition, medical
personnel commented that Gabrielle displayed “sluggish reflexes.” Pet. ex. 26 at 4. Regardless,
Gabrielle’s physical exam remained “W[ithin]N[ormal JL[imits].” Jd.

Gabrielle’s birth mother placed Gabrielle for adoption. See Pet. ex. 26 at 5, 30. On June 23,
1994, medical personnel authorized Gabrielle’s discharge from Coral Springs Medical Center to
Gabrielle’s “adoptive parents,” the Eisses, “as long as” they knew that Gabrielle was “a cocaine[-]
exposed baby.” Pet. ex. 26 at 4; see also Petl. ex. 26 at 7, 32. Gabrielle’s physical exam upon
discharge was normal. See Pet. ex. 26 at 4. Medical personnel instructed the Eisses “to observe
[Gabrielle] for irritability, jitteriness or {Jeeld[in]g prob[lems].” Pet. ex. 26 at 18. Medical
personnel advised the Eisses to “[f]ollow up in 48 h[oulrs” with Gabrielle’s treating pediatrician.
Pet.ex. 26 at 7.

Kenneth L., Kronberg, M.D. (Dr. Kronberg), examined Gabriclle on June 24, 1994, Pet. ex.
3at 1. Gabrielle weighed seven pounds, 10 ounces, /d. She measured 21 inches long. /d Her head
circumference was 35 centimeters. fd According to Dr. Kronberg, Gabrielle was “alert [and]
active.” Id. Dr. Kronberg indicated that Gabrielle exhibited “good tone,” with a “supple” neck. /4.
Dr. Kronberg determined that Gabrielle was a “well child.” Jd Dr. Kronberg administered
Gabrielle’s first “Energix B” vaccination. /d.

Dr. Kronberg examined Gabrielle again on July 5, 1994. Pet. ex. 3 at 1. Gabrielle weighed
eight pounds, 10 ounces. /d. She measured 21 inches long. fd. Her head circumference was 36
centimeters. Id Dr. Kronberg determined that Gabriclle’s neurological examination was “n[ormall
for [Gabrielle’s] age.” Id. Dr. Kronberg pronounced Gabrielle to be a “healthy child.” Jd

Between July 5, 1994, and July 20, 1994, Ms. Eiss telephoned Dr. Kronberg’s office at least

k) (13

twice 1o seek advice about Gabrielle’s “constipation.” Pet. ex. 3 at 1. By July 26, 1994, when Dr.
Kronberg examined Gabriclle again, Gabrielle’s constipation had resolved apparently. Pet. ex. 3 at
2. Gabriclle weighed 10 pounds. /d She measured 21% inches long. /d. Her head circumference
was 38 centimeters. /d. Dr. Kronberg described Gabrielle as “alert [and] active.” /d. According
to Dr. Kronberg, Gabrielle displayed “good tone.” /d. Dr. Kronberg observed that Gabrielle had
gained several developmental skills. 7d. She was able to “focus,” track objects, hold her head *up,”
and bear weight on her legs. {el Dr. Kronberg concluded that Gabrielle was a “well child.” Id Dr.
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Kronberg administered Gabrielle’s second “Energix B” vaccination. Id Dr. Kronberg planned to
perform another “Ulrin]A{lysis)” the following week. Jd.

On August 3, 1994, Dr. Kronberg recorded that Gabrielle “clinically [was] okay.” Pet. ex.
3 at 2. Dr. Kronberg determined that Gabrielle’s “UA”  was predominantly
“wlithin]n[ormal]llimits].” Jd  Dr. Kronberg planned to “repeat” Gabrielle’s “UA” during
Gabrielle’s “next visit.” Id

Gabrielle presented to Dr. Kronberg on August 29, 1994, for a routine examination. Pet. ex.
3 at2. She weighed 12 pounds. 7d She measured 24 inches long. 7 Her head circumference was
39 centimeters. /d.  According to Dr. Kronberg, Gabrielle was “alert [and] active.” /[d Dr.
Kronberg indicated that Gabrielle exhibited “good tone.” Jd. Dr. Kronberg noted that Gabrielle had
gained additional developmental skills. /d Gabrielle was able to smile and to coo. Jd In addition,
Gabrielle had begun to respond to sounds, “look[ing]” specifically “for voice.” Jd In Dr.
Kronberg’s view, Gabrielle was a “well child.” Jd

On September 1, 1994, Gabrielle received her first “Tetramune™ vaccination® and her first
oral polio vaccine. Pet. ex. 3 at 3.

Ms. iss telephoned Dr. Kronberg’s office on September 8, 1994, because Gabrielle had been
crying “when awalke” for the “past week.” Pet. ex. 3 at 3. Nursing personnel indicated that Ms. Eiss
said that she was “able to distract [Gabrielle] from crying most times.” Jd. In addition, nursing
personnel indicated that Ms. Eiss reported that Gabrielle did not exhibit “other symptoms,” like an
“u[pper]t[espiratory]i[ness]” or “nlauseal/v[omiting].” /d. Indeed, according to nursing personnel,
Ms. Eiss related that Gabrielle siept “through the night,” napped “well,” ate “well,” and experienced
“nlorma]l blowellm[ovements].” d

On September 12, 1994, Gabrielle presented to Dr. Kronberg for evaluation. Pet. ex. 3 at 3.
Nursing personnel recorded that Ms. Eiss described Gabrielle as “cranky.” Jd. Ms. Eiss explained
to Dr. Kronberg that when Gabrielle was “not eating or sleeping,” she seemed to be “crying more
[without] apparent reason.” Id. In addition, Ms. Eiss explained to Dr. Kronberg that Gabrielle was
“spitting up on [and] off.” 7l Ms. Fiss associated Gabrielle’s condition with Gabrielle’s September
L, 1994 vaccinations. I Ms, Eiss recounted to Dr. Kronberg that “[a]fter the [September 1, 1994
Tetramune] shot,” Gabrielle “cried the st day,” and “then was well for 2 days” before she began to
“break out crying on [and] off.” /d. Nevertheless, Ms. Eiss told Dr. Kronberg that Gabrielle slept
“thru the night,” took “naps,” and ate “the same™ amount of food. /d Upon examining Gabricle,
Dr. Kronberg depicted Gabrielle as “alert [and] active.” /d  And, Dr. Kronberg determined that
Gabrielle was in “N[o]A[pparent|D[istress].” Id.

? Tetramune is a vaccine comprised of diphtheria toxoid, tetanus toxoid, pertussis vaccine
and haemophilus b conjugate vaccine.
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On September 20, 1994, Ms. Eiss informed Dr. Kronberg’s office that she had added “cereal
to [Gabrielle’s] diet.” Pet. ex. 3 at 3.

Dr. Kronberg evaluated Gabrielle on September 22, 1994, for a “cold” and “congestion” that
had persisted for “2 days.” Pet. ex. 3 at 4. While Dr, Kronberg characterized Gabrielle as “alert
[and] active,” with “good tone,” Dr. Kronberg noted that Gabrielle was “very irritable” and that she
was “arching the back,” 7d. Dr. Kronberg recorded that Gabrielle had been “irritable since [the] last
dose of DPT.” Id. In addition, Dr. Kronberg recorded that Gabrielle had begun to experience
episodes consisting of “‘some nystagmus of the eyes” accompanied by “curling of the lips” and
“followed [with] some mucus from the mouth.” /4 Dr. Kronberg indicated that the episodes lasted
“30 seclond]s.” Id. Dr. Kronberg suspected “Glastro|E[sophageal] reflux.” /d. He planned an
“Ulpper]Glastro]l[utestinal]” series. Id

On September 23, 1994, Gabriclle presented to Dr. Kronberg’s office for a “[second]
opinion.” Pet. ex. 3 at 4. Although the physician assessed Gabrielle as “healthy,” the physician
expressed a concern about “{questionable] slow wieigh]t gain.” /d. In addition, the physician noted
that Ms. Eiss commented that Gabrielle appeated to “smile less” and was “generally more irritable.”
d. The physician recommended that Ms. Eiss increase Gabrielle’s “diet” and “sleep.” Jd The
physician planned to evaluate Gabriclie’s weight again. Jd The physician anticipated a “full
wlork]/u[p]” if Gabrielle’s condition did not improve, Id.

Gabrielle returned to Dr. Kronberg’s office on September 28, 1994, Pet. ex. 3 at 4. Ms. Eiss
reported apparently that Gabrielle was “somewhat less irritable” since her previous examination.
Id. Ms. Eiss explained apparently that Gabrielie had been “sleeping [a] litile better” and “smiling
some.” [d. The physician recorded that Gabrielle had exhibited “no further [questionable]
cpisodes.” Id. Stating that Gabrielle “seem[ed] to be [a] litile better,” the physician deemed
Gabrielle to be “healthy.” Jd However, the physician indicated that Gabrielle had not gained weight
since her previous examination. /d. Thus, the physician decided to reevaluate Gabrielle’s weight
in“l wleelk.” 7d The physician contemplated a “w[ork]/u[p}” if Gabrielle was “still irritable” or
if Gabrielle did not gain any weight. 7d

On October 5, 1994, Gabrielle presented to Dr. Kronberg for a “re[check].” Pet. ex. 3 at 5.
She weighed 13 pounds, six ounces-—-an increase of approximately 12 ounces since her September
28, 1994 examnination. /d. She measured 25 inches long. /d Her head circumference was over 41
centimeters. /d. Dr. Kronberg recounted that although Gabrielle “tested [positive]” for ““cocaine’
at birth, she had appeared “clinically ok.” /d And, Dr. Kronberg indicated that Ms. Eiss related that
Gabrielle was “much less irritable,” with “little spitting,” than she had been during other recent
evaluations. Zd. In Dr. Kronberg’s view, Gabrielle was “healthy.” 74 Nevertheless, Dr. Kronberg
noted Ms. Eiss’s concern about short episodes involving “eye” deviation, “lip purs[ing],” and “arm
tens[ing].” Jd. Indeed, Dr. Kronberg observed an episode. /d Dr. Kronberg thought that the
episode may have been “neurologic.” [d. Dr. Kronberg referred Gabrielle to a neurologist. [d,
According to Dr. Kronberg, the neurologist arranged to examine Gabrielle and to perform an
“Eflectro]E[ncephalo]G{ram]” on October 6, 1994, Id
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Carlos Gadia, M.D. (Dr. Gadia), a pediatric neurologist, evaluated Gabrielle in his office on
October 6, 1994. See Pet. ex. 4 at 3. Dr. Gadia described Gabrielle as “quite irritable” and “difficult
to console.” Pet. ex. 4 at 3. While examining Gabrielle, Dr. Gadia “witnessed one event which was
characterized by tonic deviation of the eyes upwards with some slight deviation to the right, tonic
extension of the upper exiremities, and some extension of the lower extremities lasting for
approximately 30 seconds.” Jd Dr. Gadia cbtained an EEG. Jd He interpreted the EEG as
“markedly abnormal.” /d. Dr. Gadia determined to admit Gabrielle to Coral Springs Medical Center
“for diagnostic work-up and seizure control.” /d.

Dr. Kronberg and Dr. Gadia attended to Gabrielle during her hospitalization. See Pet. ex. 4
at 1-5. Inreviewing Gabrielle’s medical history, both Dr. Kronberg and Dr. Gadia acknowledged
that although Gabrielle’s urinalysis at birth was “positive” for cocaine, Pet. ex. 4 at 1, 3, Gabrielle

“seemed to be developing appropriately” until age two-and-one-half months. Pet. ex. 4 at 3; see also
Pet. ex. 4 at 1. And, both Dr, Kronberg and Dr. Gadia recited the Eisses’ account that within two
days after her September 1, 1994 “DPT immunization,” Gabrielle “became less active [and] more
irritable.” Pet. ex. 4 at 3; see also Pet. ex. 4 at 1. However, according to Dr. Gadia, Gabrielle did

not manifest “evidence of an acute encerhalopathy.” Pet. ex. 4 at 3. Further, both Dr. Kronberg and

Dr. Gadia recited the Eisses’” account that Gabrielle exhibited “[a]t some point after” her September
1, 1994 DPT vaccination “occasional episodes,” Pet. ex. 4 at 3, or “spasms,” Pet. ex. 4 at 1, that
became “progressively more frequent.” Pet. ex. 4 at 3; see also Pet. ex. 4 at 1. Finally, Dr. Gadia
commented that the Eisses noted that Gabrielle did “not seem to” smile, respond well or eat well any
longer. Pet. ex. 4 at 3. Dr. Gadia added that the Eisses indicated that Gabrielle appeared “to have
difficulty coordinating the movements of the tongue.” id

Upon examining Gabrielle in the hospital, Dr. Kronberg depicted Gabrielle’s neurological
condition as “[e]ntirely normal.” Pet. ex. 4 at 2. In contrast, upon examining Gabrielle in the
hospital, Dr. Gadia depicted Gabrielle as “an alert but quite irritable child.” Pet. ex. 4 at 4. Dr.
Gadia observed that while Gabrielle was “able to lift her head up from a prone position,” she was
“only occasionally” able “to fixate and track.” Id In addition, Dr. Gadia determined that Gabriclle
demonstrated “[m]ildly increased tone in all four extremities.” 7d. Dr. Gadia concluded that
Gabrielle had suffered the “relatively new onset of tonic seizures.” fd Dr. Gadia posited several
“[pJossible etiologies for” Gabrielle’s condition. /d. First, Dr. Gadia cited “cocaine exposure, which
has been reported to cause micro-infarcts in the brain.” Jd. Second, recognizing “[t]he temporal
relationship of the onset of” Gabrielle’s condition “with [Gabrielle’s] DPT” vaccination, Dr. Gadia
cited “a so-called pertussis encephalopathy.” Id Nevertheless, Dr. Gadia offered that “there has
been no good epidemiologic study that has proved a direct relationship between immunizations and
chronic Clentral [N[ervous]S[ystem] dysfunction.” Pet. ex. 4 at 4-5,

Dr. Gadia directed the administration of “an intravenous bolus of” phenobarbital, followed
by maintenance doses of phenobarbital, to control Gabrielle’s seizures. Pet. ex. 4 at 5. Dr. Gadia
recommended a battery of diagnostic tests, including a “M[agnetic]R[esonance]l[maging] of the
brain” and “video EEG monitoring” for 24 hours. Jd; see also Pet. ex. 4 at 25. The MRI was
necgative. See Pet. ex. 4 at 7. The EEG revealed “only three or four brief seizures.” Pet. ex. 4 at 25;
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see also Pel. ex. 4 at-8. Dr. Gadia recommended also “an ophthalmology consultation.” Pet. ex. 4
at 5. The ophthalmologist did not identify any “ophthalmic manifestation of torch, metabolic disease
ot phakomatoses.” Pet. ex. 4 at 6.

Gabrielle was stable throughout her hospitalization. See Pet. ex. 4 at 1-23. Indeed, Dr. Gadia
was “cautiously optimistic” about Gabrielle’s “initial response to [pheno]barb[ital],” Pet. ex. 4 at
7. Dr. Gadia approved Gabrielle’s discharge from the hospital on October 10, 1994. Pet. ex. 4 at

10.

Gabrielle “did fairly well for a period of two to three days” after her discharge from the
hospital. Pet. ex. 4 at 25. Then, Gabrielle developed “[requent seizures which were somewhat
different than” her “initial” seizures. /d. Dr. Gadia “increased” Gabrielle’s phenobarbital dosage.
Id. Nevertheless, Gabrielle “continued to have the seizures.” Id On October 17, 1994, Dr. Gadia
admitted Gabrielle to Broward General Medical Center. 1d

While attending to Gabrielle in the hospital, Dr. Gadia posited again several potential causes
for Gabrielle’s condition, including “possible cocaine exposure intrauterine,” unidentified “metabolic
abnormalities,” a “neuronal migration defect,” and “the so-called pertussis encephalopathy.” Pet.
ex. 4 at 26. Based on Gabrielle’s “normal MRI,” Dr. Gadia discounted a neuronal migration defect.
Id. However, Dr. Gadia noted that “a more sensitive [MRI] with cleaner cuts” might identify subtle
abnormalities. /d. In addition, based on the absence of a “well-performed epidemiological study”
establishing “a direct relationship between immunization and chronic CNS dysfunction,” Dr. Gadia
discounted a pertussis encephalopathy. Id.

During Gabrielie’s hospitalization, Dr. Gadia “placed” Gabrielle “under video EEG
monitoring.” Pet. ex. 4 at 26. Inaddition, Dr. Gadia recommended several seizure control measures,
mcluding the introduction of “Dilantin.” Pet. ex. 4 at 26-27. Nevertheless, Gabrielle’s seizures
persisted. See e.g., Pet. ex. 4 at 29-31. Gabrielle remained hospitalized until October 25, 1994. See,
e.g., Pet.ex. 4 at 29.

On October 27, 1994, and on November 9, 1994, Dr. Kronberg placed telephone calls
requesting a “Vaccine Adverse Reaction Report” form. Pet. ex. 3 at 6.

Dr. Gadia continued to monitor Gabrielle’s neurological condition. See generally Pel. ex.
5. Gabrielle made little progress. See, e.g., Pet. ex. 5 at 13. By May 1997, Gabricelle was “with a
Toster family” waiting “to be placed at the Broward Care Center.” Pet, ex. 24A at 483, Gabriclle
lives now at the “Possible Dream Foundation,” a residential facility that provides 24-hour care, in
Miami, Florida. See Respondent’s exhibit (R. ex.), filed May 9, 2003, at 1. She suffers a seizure
disorder accompanied by “profound psychomotor retardation” and “cortical blindness.” See id




THE TESTIMONY

Ms. Eiss

Ms. Eiss testified that she and Mr. Eiss were aware that Gabrielle had tested “positive for
cocaine” at birth, Tr. at 7. Nevertheless, Ms. Eiss described Gabrielle as “perfect” at age “two days”
when the Fisses “brought her home” from the hospital following adoption. Tr. at 6. According to
Ms. Eiss, Gabrielle appeared “quite alett.” Tr. at 6; see also Tr. at 7. Ms. Eiss elaborated that
Gabrielle “seemed to follow” movement with her gaze. Tr. at 6-7.

Ms. Eiss stated that Gabrielle “seemed fine” between her birth and the end of August 1994,
Tr. at 7. Ms. Eiss indicated that Gabrielle was not “sick in any way.” Id. Ms. Eiss recalled that
Gabrielle “would cry for normal things,” like when she had soiled her diaper or ‘“when she wanted
to eat.” Jd. Ms. Eiss depicted Gabrielle’s “cry” as “sweet.” Id Ms. Eiss related that Gabrielle’s
crying would abate “as soon as” Ms. Eiss attended to Gabrielle’s “problems.” Id In addition, Ms.
Eiss recalled that Gabrieile “had turned herself over” by age two months. Tr. at 8. Further, Ms. Eiss
recalled that Gabrielle responded well, smiling at “funny faces” and “making sounds” by age two
months. Tr. at 8-9. Thus, Ms. Fiss expressed that she did not have any concerns about Gabrielle’s
health before September 1, 1994. Tr. at 9.

Ms. Eiss recounted that Gabrielie received a DPT vaccination “[a]t her pediatrician’s office
in Coral Springs,” FFlorida, on September 1, 1994. Tr. at 9. Ms. Eiss added that Gabrielle received
“oral polio,” too. fd. Ms. Eiss could not remember any other details about September 1, 1994. See
Tr. at 19,

According to Ms. Eiss, Gabrielle exhibited “a personality change” by September 2, 1994.
Tr. at 19; see also Tr. at 9-11. Ms. Eiss explained that Gabrielle “became very irritable.” Tr. at 9.
Ms. Eiss recounted that Gabrielie would “cry miserably” throughout the day. /d.; see also Tr. at 12,
19-22. Ms. Eiss offered that “home remedies,” like “vacuuming” or placing Gabrielle atop the dryer,
failed to console Gabrielle, Tr. at 10; see also Tr. at 22. Ms. Eiss related that the Eisses’ “next door
neighbor” mentioned particularly Gabrielle’s crying at a “barbecue get-together” on Sunday,
September 4, 1994, Tr. at 10. Indeed, Ms. Eiss indicated that she and Gabrielle left the barbecue
“early” because “all [Gabrielie] seemed to want to do [was] cry.” Id.

Ms. Eiss recalled that Gabrielle’s crying “stayed pretty, pretty steady.” Tr. at 12; see also
Tr. at 22, 26. Ms. Eiss believed that she “may have spoken to” a “nurse” about Gabrielle’s behavior
“a number of times” in early September 1994 before consulting by telephone with one of Gabrielle’s
pediatricians. Tr. at 11-12; see aiso Tr. at 20-21. Ms. Eiss recounted that the nurse and the
pediatrician attempted to reassure her by suggesting that Gabrielle’s behavior represented possibly
“colic.” Tr. at 11-12. Ms. Eiss implied that she discounted the nurse’s assessment and the
pediatrician’s assessment of Gabrielle’s condition. See Tr. at 11. Ms. Eiss asserted that Gabrielle
“Just didn’t seem right.” Tr. at 19; see also Tr. at 11.

-11-




Ms. Eiss estimated that she returned with Gabrielle to the pediatrician’s office “within a week
to ten days” after Gabrielle’s DPT vaccination. Tr. at 11. Ms. Eiss said that she discussed
Gabrielle’s crying with the pediatrician. Tr. at 24. Ms. Eiss declared that she wanted “to get to the
bottom of what was causing the crying.” Id

Ms. Eiss remembered that sometime in mid-September 1994, she and Gabrielle fraveled by
airplane to Baltimore, Maryland, to visit Mr. Fiss’s family. Tr. at 23-24. Ms. Eiss commented that
before the trip, she alerted her “father-in-law” that Gabrielle had “become quite a crier.” Tr. at 24,
In addition, Ms. Eiss expressed that she was concerned that Gabrielle’s crying would create “a lot
of noise,” disturbing other passengers on the flight, Jd According to Ms. Eiss, Gabrielle exhibited
“lots of crying” while she was in Baltimore, Maryland. Tr. at 26.

Ms. Eiss recounted that she noticed that Gabrielle began to make “faces” and “funny
gestures™ after returning home from Baltimore, Maryland. Tr. at 13, 26, Ms. Eiss offered that
Gabrielle’s “eyes appeared to” be “rolling.” Tr. at 13. In addition, Ms. Fiss offered that Gabrielle’s
“hands” would “clench.” Id Ms. Eiss stated that she asked “friends” about Gabrielle’s movements.
Id. Ms. Biss said that the friends “tried to reassure™ her that the movements were typical for
children. 7d.

Ms. Eiss recalled that as she and Gabrielle were preparing to depart the pediatrician’s office
following an appoiniment in early October 1994, Gabrielle experienced an episode involving
“stiffening” and eye-rolling. Tr. at 14, Ms. Eiss remembered that one of Gabrielle’s pediatricians
observed a portion of the episode. Jd Ms. Eiss related that the pediatrician “immediately” referred
Gabrielle to a neurologist. Tr, at 14-15.

Ms. Eiss testified that during the initial consultation with the neurologist, she and Mr. Eiss
provided a chronology of Gabrielle’s condition. Tr. at 15. Ms. Eiss indicated that the neurologist
acted pessimistic about Gabrielle’s prognosis. Jd. Ms. Eiss recounted that the neurologist decided
to admit Gabrielle to the hospital “for a few days.” /d. According to Ms. Eiss, the neurologist
wanted “to control [Gabrielle’s] seizures.” /d. Ms. Eiss said that when Gabrielle’s seizures were
“under control,” the neurologist discharged Gabrielle from the hospital with a prescription for
“phenobarbital” Tr. at 15-16. However, Ms. Eiss stated, Gabrielle’s seizures recurred after “a
couple days.” Tr. at 16.

MSs. EHiss characterized Gabrielle as “profoundly handicapped” now. Tr. at 16. Ms. Fiss
elaborated that Gabrielle “cannot do anything for herself.” Id Ms. Eiss stated that she and Mr. Eiss
were compelled to place Gabrielle in “24-hour custodial care” because Gabrielle’s needs presented
such “a mental, emotional [and]| physical strain.” Tr. at 16-17; see also Tr. at 27.
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Dr. Cullen'?

Dr. Cullen testified that Gabrielle suffers currently an “encephalopathy,” marked by extreme
developmental delay and “an intractable seizure disorder.” Tr. at 32; see also Tr. at 84, 137. In Dr.
Cullen’s view, Gabrielie’s presentation upon admission to the hospital on October 6, 1994, “fits
under the rubric of the NCES.” Tr. at 60; see also Tr. at 56, 133-134. Dr. Cullen opined that
Gabrielle sustained the onset of her encephalopathy when she displayed “a change in her interaction
with her environment” within two days after her September 1, 1994 DPT vaccination. ‘Tr. at 38; see
also Tr. at 33-34, 40, 50, 54-55, 60, 81, 134, 137. Dr. Cullen rejected infrauterine exposure to
narcotics as the explanation for Gabrielle’s neurological condition. Tr, at 36-38, 79-80, 83-84.
Therefore, Dr. Cullen attributed Gabrielle’s encephalopathy to Gabrielle’s September 1, 1994 DPT
vaccination. Tr. at 33, 61, 78, 81.

Citing the constellation of sympfoms, including “changes in behavior” reflected by
“irritability;” reduced visual “fixing and tracking;” abnormal “motor and sensory” responses
comprising “mild spastic” quadraparesis; and “convulsions,” that Gabrielle exhibited when she
entered the hospital on October 6, 1994, Dr. Cullen insisted that Gabrielle satisfied NCES reporting
guidelines. Tr. at 133-34; see aiso Tr. at 56, 60. Dr. Cullen conceded that Gabrielle’s treating
neurologist--one of Dy, Cullen’s partners--stated specifically on October 6, 1994, that Gabrielle did
not demonstrate evidence of an acute encephalopathy following her September 1, 1994 DPT
vaccination. Tr. at 41, 85. However, Dr. Cullen indicated that Gabrielle’s treating neurclogist did
not “define” his use of the term “encepbalopathy.” Tr. at 85; see also Tr. at 41. Moreover, Dr.
Cullen observed that Gabriclle’s treating neurologist did not address “the subacute category” of
encephalopathy. Tr. at 85,

According to Dr. Cullen, Gabrielle experienced “an alteration of behavioral mechanisms,”
Tr. at 81, see also Tr. at 38, 60, 136, within two days after her September 1, 1994 DPT vaccination
that heralded “the beginning of” her “acute encephalopathy.” Tr. at 137; see also Tr. at 34, 40, 77,
134. Dr. Cullen noted that Gabrielle’s early medical records portray Gabrielle “as a happy baby”
who was “progressing,” Tr. at 37-38, se¢ also Tr. at 55, 60, confirming that Gabrielle’s
“development was normal” before the September 1, 1994 DPT vaccination. Tr. at 33-34. In
addition, Dr. Cullen noted that Gabrielle’s medical records document “irritability and fussiness”
accompanied by decreased activity following the September 1, 1994 DPT vaccination. Tr. at 33-34;

' Dr. Cullen serves as Director of Child Neurology at Miami Children’s Hospital in Miami,
Florida. Pet. ex. 7 at 2. He proclaimed that the hospital’s neurology department is “the largest
clinical group of child neurologists in the country,” employing 15 or 16 child neurologists. Tr. at
29. A “child neurologist” since 1971, Dr. Cullen is primarily “involved in the full-time care of
children.” Tr. at 29-30. [However, he performs also some “administrative” work for the hospital’s
neurology department. Tr. at 29.  Dr. Cullen is board-certified in pediatrics and in
neurorehabilitation. Tr. at 30; Pet. ex. 7 at 2. He is board-cligible in neurology. Pet. ex. 7 at 2; Tr.
at 31,
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see also Tr. at 40, 50, 54-55, 60, 134. Offering readily that he does not consider “irritability” alone
to be a feature of encephalopathy, Dr. Cullen implied that Gabrielle’s irritability constituted
something greater than irritability common in infants. Tr. at 54; see also Tr. at 38, 50-51, 55.
Indeed, Dr. Cullen maintained that Gabrielle’s irritability after the September 1, 1994 DPT
vaccination represented “a clear demarkation” in Gabrielle’s clinical course. Tr. at 55; see also Tr.
at 38, 54, 60, 137. Dr. Cullen explained that once Gabrielle’s irritability commenced, Gabrielle’s
symptoms evoived “over the weeks” into seizures, developmental regression and developmental
failure. Tr. at 136; see also Tr. at 33-34, 38-39, 54-55, 60, 133-34, 137-38.

Dr. Cullen asserted that except for Gabrielle’s September 1, 1994 DPT vaccination,
Gabrielle’s medical records do not reveal “any good alternative explanation” for Gabrielle’s current
encephalopathy. Tr. at 81; see also Tr. at 33, 36-39, 78-80, 83-84. Although Dr. Cullen recognized
a relationship between intrauterine cocaine exposure and seizures, Dr. Cullen declared that Gabrielle
did not display “all the other stigmata of a chronic cocaine exposure.” Tr. at 79-80; see also Tr. at
37-38. Dr. Cullen elaborated that he would anticipate “some degree of intrautérine growth
retardation;” or “changes in the brain,” such as “periventricular leukomalasia” and “intraventricular
hemorrhage;” or “microcephaly,” in a “newborn with cocaine exposure,” leading to “a slow pattern
of failure to attain” developmental “skills.” Tr. at 37-38. In addition, Dr. Cullen elaborated that he
would anticipate “signs of chronic cocaine exposure” in the “mother,” like “placenta previa in
abruptio.” Tr. at 37. Moreover, Dr. Cullen proclaimed that Gabrielle’s medical records do not
indicate that Gabrielle’s birth mother used cocaine “carly” in the pregnancy. Tr. at 36. Likewise,
Dr. Cullen discounted the effect of the birth mother’s apparent marijuana use during the first
trimester of the pregnancy. Tr. at 83-84. Dr. Culien stated that marijuana use during pregnancy
“does not produce the same degree and spectrum of defects that cocaine” use during pregnancy
produces in a newborn, Tr, at 84, Finally, Dr. Culien testified that Gabrielle’s medical records do
not identify a structural, metabolic or genetic cause for Gabrielle’s neurological disorder. Tr. at 33,
78, 84.

Dr. MacDonald"

Dr. MacDonald agreed that Gabriclle “appeared normal” between birth and September 1,
1994, Tr. at 120; see also Tr. at 119. In addition, Dr. MacDonald agreed that Gabrielle suffers
currently an “encephalopathy.” Tr. at 115, Further, Dr. MacDonald acknowledged the “obvious
debate” about whether Gabrielle’s presentation upon admission to the hospital on October 6, 1994,
meets “all the criteria” under the NCES. Tr. at 123-24. Regardless, Dr. MacDonald disputed that
Gabrielle’s symptoms within seven days following the September 1, 1994 DPT vaccination

""" “[O]ne of four pediatric neurologists™ at the Minneapolis Clinic of Neurology in
Minneapolis, Minnesota, Dr. MacDonald has practiced “clinical child neurology” for over 22 years.
Tr. at 94-95. He is board-certified in neurclogy, with a special competence in child neurology. Tr.
at 94; R. ex., filed March 6, 1998, at 1.
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constituted the onset of Gabrielle’s encephalopathy. 1. at 106; see also Tr. at 98-100, 103-05, 117.
Therefore, Dr. MacDonald maintained that NCES conclusions do not apply in this case. Tr. at 103-
07. Rather, Dr. MacDonald related Gabrielle’s neurological deficits solely to the birth mother’s
“chronic drug abuse.” Tr. at 107-111; see also Tr. at 113-15.

According to Dr. MacDonald, NCES researchers designed study “inclusion criteria” to
identify children who were hospitalized with “acute severe neurological symptoms.” Tr. at 103; see
also Tr. at 98-100, 118, 123-25, 131. In Dr. MacDonald’s view, NCES researchers expected study
candidates to display only “hard neurological signs,” Tr. at 99; see also Tr. at 104, 118, 123, 131,
like “prolonged seizures™ or “coma” or “paralysis.” Tr. at 124; see also Tr. at 98-99, 104, 118,
Thus, Dr. MacDonald insisted that NCES researchers envisioned that study candidates would exhibit
something “more than crying” or “irritability.” Tr. at 104. Dr, MacDonald recognized that when
Gabrielle entered the hospital on October 6, 1994, Gabrielle’s treating neurologist observed
“[m]ildly increased tone,” only occasional fixing and tracking, irritability and seizures. Tr. at 101;
see also Tr. at 100, 117, 122. However, Dr. MacDonald asserted that when Gabrielle entered the
hospital on October 6, 1994, Gabrielle’s treating neurologist did not document any “focal neurologic
symptoms.” Tr. at 121; see also Tr. at 100, 105. Indeed, Dr. MacDonald proclaimed that when
(abrielie entered the hospital on October, 6, 1994, she was not “in some sort of acute neurological
distress.” Tr. at 122; see also Tr. at 101, 123-24, 129-30. Rather, Dr. MacDonald contended that
Gabrielle entered the hospital on October 6, 1994, for “a diagnostic workup and initiation of
treatment” of her seizures. Tr. at 122; see also Tr. at 123-24. Moreover, Dr. MacDonald expressed
that Gabrielle did “very well” in the hospital. Tr. at 121. Therefore, based on his interpretation of
NCES reporting guidelines, and based on his understanding that Gabrielle’s treating neurologist
stated that Gabrielle did not show evidence of an acute encephalopathy after her September 1, 1994
DPT vaccination, Dr. MacDonald doubted that Gabrielle would have qualified for the NCES. Tr.
at 124-25; see also Tr, at 98-100, 104-06, 116, 118.

Dr. MacDonald opined that even if Gabrielle fell within NCES standards when she entered
the hospital on October 6, 1994, NCES conclusions are not relevant because Gabrielle did not
sustain the onset of her condition within seven days after her September 1, 1994 DPT vaccination.
Tr. at 104-05; see also Tr. at 98-100, 106, 117, Dr. MacDonald did not debate that Gabrielle
exhibited persistent, unusual crying or irritability soon after her September 1, 1994 DPT vaccination.
Tr. at 97-98, 100, 105-06, 116, 120-21, 130. But, Dr. MacDonald challenged the medical
significance of the crying or irritability. Tr. at 130. Describing Gabrielle’s crying or irritability as
“symptomatic,” Tr. at 100, and “nonspecific,” Tr. at 118, and “subject to interpretation,” Tr. at 130;
see also Tr. at 118, Dr. MacDonald offered that Gabrielle did not manifest a “pattern” reflecting “a
serious and significant acute encephalopathy that would cause permanent brain damage.” Tr. at 106;
see also Tr. at 95-100, 104-05, 116, 118, 122, 129-30. In fact, Dr. MacDonald said that he did not
perceive Gabrielle’s crying or irritability “as negative.” Tr. at 97. Dr. MacDonald explained that
Gabrielle’s crying or irritability suggested that Gabrielle was “still interacting with the
environment.” Jd. Dr. MacDonald added that he would be “much more concerned” if Gabrielle had
been “too quiet,” failing to cry “for a day or two.” Tr. at 96-97. Thus, Dr. MacDonald associated
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the onset of Gabrielle’s neurological condition with the appearance of Gabrielle’s seizures following
Gabrielle’s “return from Baltimore,” Maryland. Tr. at 117; see also Tr. at 120.

Dr. MacDonald testified that a “developing brain is sensitive to toxins,” like “illegal drugs,
cocaine particularly.” Tr. at 108; see wiso Tr. at 111. Dr. MacDonald characterized “[t]he
mechanism of damage” from a mother’s cocaine use to a fetus as “multifactorial,” resulting in “a
whole conglomerate of neurological symptoms from the most severe to relatively mild.” Tr. at 167-
08; see also Tr. at 110, 114, Dr. MacDonald said that a mother’s cocaine use “can have a direct
cffect on the fetus” by disturbing “the wiring of the brain” or by killing “brain cells.” Tr. at 109; see
also Tr. at 108, In addition, Dr. MacDonald said that a mother’s cocaine use can have a secondary
effect on the fetus by constricting the “arterial system” of the placenta. Tr. at 109; see also Tr. at
108. Finally, Dr. MacDonald said that smoking, poor nutrition and other illegal drug use compound
often the “risk” of a mother’s cocaine use to the fetus. Tr. at 110; see also Tr. at 107-08.

According to Dr. MacDonald, “the variability of the symptoms™ from infrauterine exposure
to “toxic agents” like cocaine “is tremendous.” Tr. at 114; see also Tr. at 107-08, 110-111. Noting
that each child experiences “a different intrauterine environment,” Tr. at 114, Dr. MacDonald
explained that the extent of “behavioral/intellectual problems” depends largely on the “exposure
rate” to a toxin and on “the duration of the exposure™ to a toxin. Tr. at 110-11; see also Tr. at 107-
08. Although he conceded that Gabrielle’s medical records do not confirm that Gabrielle’s birth
mother used cocaine during the first trimester of pregnancy with Gabrielle, Tr. at 119, Dr.
MacDonald declared that “the evidence” of intrauterine cocaine exposure “is significant.”” Tr. at
113-14. Dr. MacDonald maintained that the birth mother’s “history of drug abuse,” Tr. at 11 1; see
also Tr. at 107, the birth mother’s “marijuana use early in the pregnancy;” and the presence of both
measurable cocaine and a “Valium derivative” upon Gabrielle’s “delivery:” suggest that the birth
“mother did abuse drugs throughout the pregnancy.” Tr. at 107; see also Tr. at 111. Besides, Dr.
MacDonald stated, Gabrielle manifests “all the symptoms” that “have been described in babies”
whose neurological deficits appeared to be related to intrauterine cocaine exposure. Tr. at 114; see
also Tr. at 113-14. Therefore, Dr. MacDonald asserted that “cocaine” is “the obvious cause” of
Gabnielle’s encephalopathy. Tr. at 114; see also Tr. at 107, 111, 115.

DISCUSSION

The special master divides his discussion into two distinct sections. In arguing that Gabrielle
would not have been “included” in the NCES because Gabrielle entered the hospital more than 28
days after her September 1, 1994 DPT vaccination, respondent misconstrues apparently aspects of
NCES design and methods. Tr. at 56-59; see also Tr. at 87-92; Respondent’s Post-Ilearing Brief
Regarding the Application of the Natjonal Childhood Encephalopathy Study (R. Brief) at 24.
Therefore, the special master commences his discussion with a review of the NCES. Then, the
special master analyzes the medical testimony and the facts under the test that special masters have
adopted based on the NCES and similar, reliable medical literature.
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The NCES is “one study, among others” developed in 1976 to address “widespread public
and professional concern over the safety of pertussis immunization.” NCES at 80. Aided by various
“professional bodies” in Great Britain, including the British Paediatric Association and the Society
of British Neurological Surgeons, a “Research Team” devised the NCES as a case-control method
“to assess the risks of certain serious neurological disorders associated with immunization in early
childhood and to identify factors that might cause or predispose to such disorders.” Id.; see also
NCES at 96-97. “The case-control approach involves the collection of a series of individuals with
a particular disease and comparing their history of exposure to the suspected agent with that of an
appropriately selected group of individuals who do not have the disease.” NCES at 97. The method
“has the advantage of simplicity and speed.” 7d

NCES researchers were “concerned primarily with cases of acute neurological illnesses
which could result in permanent brain damage or death.” NCES at 101. In deciding which illnesses
to consider in the NCES, NCES researchers recognized that their characterization of the illnesses
“needed to be sufficiently broad to capture all” potential study subjects “without producing
overwhelming numbers” leading to “an unmanageable burden.” /d. Based on “discussions between
the Study team and inferested paediatricians, neurologists and epidemiologists,” NCES researchers
established “criteria” for “[a] list” of “conditions” covered by the NCES. Id The conditions were:
acute or subacute encephalitis/encephalomyelitis/encephalopathy; unexplained loss of conscicusness;
convulsions with a total duration of more than about %2 hour, or followed by coma lasting 2 hours
or more, or followed by paralysis, or other neurological signs not previously present, lasting 24
hours or more; infantile spasms or West’s syndrome; and Reye’s syndrome or acute encephalopathy
with abnormal liver function tests. NCES at 157. NCES researchers defined “encephalitis” as “any
infective or inflammatory cerebral disorder.” Jd. NCES researchers used “[t}he more general term
‘encephalopathy’ to denote a “cerebral disorder” whose “cause” was “not immediately obvious.”
Id  NCES rescarchers delineated common “clinical fealures” of “encephalitis” and
“encephalopathy:” an altered level of consciousness; confusion; irritability; changes in behavior;
screaming attacks; neck stiffness; convulsions; visual, auditory and speech disturbances; and motor
and sensory deficit. Jd. NCES researchers intended to include “post-infectious encephalitis, but so1
pyogenic infections.” Id. (emphasis in original). Likewise, NCES researchers established a list of
conditions excluded from the NCES. The conditions were: confirmed toxic, bacterial, metabolic,
neoplastic or traumatic neurological disorders; uncomplicated convulsions, or a series of convuisions
lasting less that about 2 hour; and viral or aseptic meningitis without encephalopathy. 7d.

To identify a study population, NCES researchers initiated “a national notification system.”
NCES at 101. NCES researchers assumed “that children with serious neurological disorders,
particularly those severe enough to result in lasting damage to the child, would be admitted to
hospital under the care of paediatricians, infectious disease physicians or neurosurgeons.” I/d. In
addition, NCES researchers assumed “that children were unlikely to receive primary immunization
with pertussis vaccine outside the ages of 2 to 36 months.” Jd. Thus, NCES researchers requested
each doctor participating in the NCES “to report as scon as possible any child” between the age of
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two months and 36 months “admitted” to the hospital “under his care” during the study period, July
1, 1976 to June 30, 1979, “who satisfied the specified criteria” for conditions covered by the NCES.
Id. NCES guidelines encouraged each doctor participating in the NCES to report a child if the
doctor harbored any “doubt” about whether the child had sustained a condition covered by the
NCES. NCES at 157. Over the course of the study, NCES researchers learned “[o]ccasionally”
about potential study subjects from other sources, NCES at 102, such as, apparently, death
certificates provided by the British Office of Population Censuses and Surveys. See NCES at 106,
144-45,

When a doctor participating in the NCES reported a child to NCES researchers, the
researchers verified that “the case appeared to satisfy the Study criteria.” NCES at 102, [f NCES
researchers deemed initially a case “to satisfy the Study criteria,” the researchers asked the reporting
“consultant” to complete “a clinical questionnaire” regarding “the child’s past history,” the child’s
“clinical condition on admission” to the hospital, “the results of investigations and the clinical
progress or condition of the patient at discharge or 15 days after admission, which-ever was the
soonet.” /d Based on information in the “clinical questionnaire,” NCES researchers verified again
apparently that the case satisfied NCES criterfa. See NCES at 161, If NCES researchers determined
that the case satisfied NCES criteria, the researchers “accepted” the case into the NCES. NCES at
161, Then, the researchers “matched closely” according to gender and age each casc accepted into
the NCIZS with two “control children from the local community.” NCES at 105. NCES researchers
conducted a comprehensive investigation of each case accepted into the NCES and of both controls.
Through correspondence, and through home interviews, the researchers obtained medical histories,
including immunization dates, for all children. See NCES at 161; see also NCES at 102, 105-106.

Recognizing that the “date of onset” of an NCES condition was “the critical date for the
analysis of any relationship to immunization,” NCES rescarchers “assigned a date of onset” of the
NCES condition for each case accepted into the NCES. NCES at 102, However, the researchers
discovered that a central assumption--that “the interval from onset” of the NCES condition “to
admission” into the hospital “would usually be short”--was “not always justified by events.” Id. The
researchers explained that “[iln some children[,] the onset of neurological illness ultimately leading
to brain damage can be insidicus and its course only slowly progressive,” delaying “considerably”
admission into a hospital. /d. Thus, NCES researchers “decided” to have “an epidemiologist and
a paediatrician member of the Study team” ascertain from “afl available information” a date of onset
of the NCES condition for each case accepted into the NCES. Jd (emphasis in original). The date
of onset of illness was “the date on which acute neurological sympioms or signs related to the
current illness first developed.” Id (emphasis in original); see also NCES at 146-47. Nevertheless,
at times, NCIS researchers could not defermine an “exact date of onset™ for each case accepted into
the NCES. NCES at 102. Therefore, NCES researchers “decided also to analyse the results using
the date of the child’s admission to hospital, a date which is usually undisputed.” 7d. at 102-03.

In addition, NCES researchers classified each case accepted into the NCES based on the
child’s apparent condition before the onset of the NCES condition and after the onset of the NCES
condition. See NCES at 103, 107-08. NCES researchers “distinguished” three categories:
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The first group were apparently neurologically normal before their illness and also
apparently neurologically normal at fifteen days after admission to hospital, or at
discharge, whichever was earlier. The second group were apparently neurologically
normal before their illness, but had a continuing neurological abnormality at fifteen
days after admission, or at discharge. The third group were neurologically abnormal
both before their illness, and at fifieen days after their admission, or at discharge.

NCES at 107-08 (emphasis in original). If a child “died in hospital,” or if a child exhibited “[a]t /5
days after admission or (if sooner) at discharge” an “abnormal level of consciousness; [b]ehaviour
change causing problems; [plersistent motor abnormalities; [plersistent cranial nerve dysfunction;
[or] [e]vidence of developmental retardation which had either developed for the first time or
deteriorated during {the] admission,” NCES researchers regarded the child to exhibit a “continuing
neurological abnormality.” NCES at 108 (emphasis in original). Although NCES researchers
monttored for at least one year the child’s neurclogical condition in each case accepted into the
NCES, see NCES at 103-04, the researchers employed “the ‘15-day’ assessment” as “a reasonable
working classification,” believing that few cases would “migraie from one category to another.”
NCES at 108.

NCES researchers accepted approximately 1,180 cases into the NCES. NCES at 107.
However, the researchers reported only results from “the first 1000 cases accepted” into the NCES
because “relevant data” for all cases “were not complete.” 7d. The researchers “compared” cases
accepted into the NCES and all controls “in relation to their history of immunization with (a)
diphtheria/tetanus/pertussis vaccine (with or without oral polio vaccine); (b) diphtheria/tetanus
vaccine (with or without oral polio vaccine); and {¢) measles vaceine, at a series of intervals before
different defined reference dates.” NCES at 117. The researchers used “two reference dates” for
cases: “‘the date of hospital admission and the date of onset of the relevant illness.” Jd.; see also
NCES at 102-03. The researchers used one reference date for controls: “the date on which the
control child was exactly the same age as the corresponding index child on either day of its
admission or the estimated day of onset of illness.” NCES at 118. The researchers “arbitrarily
confined” their comparison of immunization histories to “28 days before admission or onset of
illnesses in cases with that in controls.” NCES at 146.

NCIES researchers found that “significantly more cases_than controls were immunized with

DTP within the 72 hours prior to both the date of admission and the estimated date of onset of thejr -

illness.” NCES at 118; see also NCES at 142. "The researchers found also that “[t]here were similar
but smaller differences between cases and controls for the interval between 72 hours and 7 days.”
NCES at 118. The researchers “emphasised” that because they conducted their analysis “without
exclusion of cases in which there [was] evidence of another possible cause,” NCES at 141 (emphasis
in original), thetr “conservative approach may have had the effect of overestimating the risk raies.”
NCES at 144; see also NCES at 141. In defense of their “rigorous approach” that “eschew!ed]
clinical judgement concerning the probable cause in individual cases,” NCES at 141, the researchers
postulated that the vaccine could act “as a ‘trigger’ in children who would not otherwise have
developed a serious neurological illness or that the alternative ‘explanation’ was itself a chance
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irrelevant finding.” NCES at 143. Thus, while the researchers were not able to “show that children
with serious vaccine-associated ilinesses had any distinctive clinical syndrome which would
distinguish them from those whose illness was not vaccine-associated,” NCES at 142, the researchers
concluded nevertheless “that on the balance of the available evidence, DTP vaccine probably can
cause acute neurological reactions.” NCES at 141.

IL

The NCES presents several distinet, fundamental concepts that are critical in the analysis of
a Program case using the test that special masters have adopted based on the NCES and similar,
reliable medical literature: children reported to the NCES, or reported children (all children referred
to NCES researchers by physicians participating in the NCES and by other sources because the
children exhibited a suspected NCES condition); children included in the NCES, or case children
(those reported children between age two months and 36 months deemed by NCES researchers to
have exhibited an NCES condition and matched by NCES researchers with controls); and children
to whom the statistical conclusions of NCES data applied (those case children immunized with DTP
within seven days prior to the date of their hospital admission or the estimated date of onset of their
illness). The “first hurdle” that the Eisses “must overcome” is demonstrating more likely than not
a fictional construct that based on her condition upon admission into the hospital on October 6, 1994,
Gabrielle “would have been reported” to NCES researchers. Jenkins v. Secretary of HHS, No. 90-
3717V, 1999 WL 476255 at *15, n.43. If the Eisses clear the “first hurdle,” then the second hurdle
that the Eisses must overcome is demonstrating more likely than not a fictional construct that NCES
researchers would have designated Gabrielle as a case child. See id 1f the Eisses clear the second
hurdle, then the third hurdle that the Eisses must overcome is demonstrating more likely than not that
the statistical conclusions of NCES data apply to Gabrielle. See id If the Eisses clear the third
hurdle, then, under the test that special masters have adopted based on the NCES and similar, reliable
medical literature, the record as a whole must not reflect more likely than not some other identifiable
cause for Gabrielle’s condition. See Liable v. Secretary of HHS, No. 98-0120V, 2000 WL 1517672
at *7, 12; see also Terran v. Secretary of HHS, No. 95-0451V, 1998 WL 55290 at *12; Jenkins v.
Secretary of HHS, No. 90-3717V, 1999 WL 476255 at *13; Raj v. Secretary of HHS, No. 96-0294V,
2001 WL 963984 at *9; see also Pafford v. Secretary of HHS, -- Fed. Cl. --, 2005 WL 318694 at *10
(2005)(To establish that a vaccine was a “substantial factor in bringing about” an injury, a petitioner
must demonstrate the absence of other, potential, identifiable causes.)

The Eisses understand certainly their challenge. They acknowledge candidly that Dr. Gadia
commented 1n his October 6, 1994 consultation report that although Gabrielle was “less active” and
“more irritable” within “approximately two days” following her September 1, 1994 DPT
vaccination, she exhibited “no evidence of an acute encephalopathy.” Petitioners’ Post-Hearing
Brief (P. Brief) at 24-26, citing Pet. ex. 4 at 3. In addition, they must concede readily that Gabrielle
entered the hospital 35 days after her September 1, 1994 DPT vaccination--28 days beyond the
crucial seven-day period following vaccination cited as statistically significant by NCES researchers.
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And, they do not deny that Gabrielle was “a cocaine[-Jexposed baby.” Pet. ex. 26 at 4; see also Pet.
ex. 26 at 7,32; Tr. at 7.

Nevertheless, advancing an incisive interpretation of the NCES, the Eisses argue that
Gabrielle’s medical records and Dr. Cullen’s testimony support solidly the conclusion that
Gabrielle’s September 1, 1994 DPT vaccination is the legal cause of Gabrielle’s neurological
disorder. The FEisses contend that the plain language of the NCES confirms that the NCES
encompassed a range ol neurological conditions, including both acute encephalopathy and subacute
encephalopathy. P. Brief at 2-5, 10-14. They note particularly that Dr. Gadia did not discuss in his
October 6, 1994 consultation report evidence of a potential subacute encephalopathy. See, e.g., Tr.
at 85. Thus, they assert that Gabrielle’s constellation of symptoms upon Gabrielle’s admission into
the hospital on October 6, 1994, fulfiils the NCES case definition of subacute encephalopathy. See
P. Brief at 2, 4-10, Therefore, they urge that Gabrielle’s condition upon Gabrielle’s admission into
the hospital on October 6, 1994, would have prompted notification to the NCES. See, e.g., P. Brief
4-5. By extension, they urge that Gabrielle would have been designated as a case child. The Eisses
contend also that the plain language of the NCES confirms that NCES researchers analyzed the
relationship between each case child’s NCES illness and each case child’s immunization history for
two specified dates: the date the case child entered the hospital and the date that NCES researchers
estimated as the onset of the case child’s NCES illness. P. Brief at 15-17, citing NCES at 102-03.
They assert that Gabrielle’s persistent irritability that commenced within seven days after Gabrielle’s
September 1, 1994 DPT vaccination represented the cnset of Gabrielle’s neurological illness leading
ultimately to Gabrielle’s hospitalization on October 6, 1994. P. Brief at 17-22. Therefore, they urge
that NCES statistical conclusions apply to Gabrielle’s neurological condition. P. Brief at 27. The
Eisses contend finally that the evidence does not demonstrate that intrauterine cocaine exposure
caused Gabrielle’s condition.

At the outset, respondent discourages the special master from crediting the Eisses’ view of
the NCES. See R. Brief at 1-5. As in previous cases, respondent iterates that NCES rescarchers
advised that NCES results “should be interpreted with considerable caution.” R. Brief at 2, citing
NCES at 99. Thus, respondent insists, “[d]ebating the scope of a scientific [s]tudy like the NCES
is not an exercise in academics.” R. Briefat 2. According to respondent, a Program case invoking
the NCES does not present “merely a ‘question of fact’ for the special master to decide.” /4. Rather,
respondent exhorts that the special master must adhere strictly “to the parameters contained in the
tanguage of the Study itself;” R. Brief at 1, by rejecting an expert’s subjective opinion, based on the
expert’s “holistic perspective of a child years later,” that the child’s condition satisfies the NCES’s
case definition. R. Brief at 3. Indced, respondent warns that manipulation “of the NCES’s
admission criteria,” id., “may render the [NCES’s} conclusions meaningless,” R. Brief at 2, or may
inject “*bad science’ into Program proceedings. R. Brief at 3, n.1. In any event, respondent
submits that Gabrielle did not suffer “a condition studied by the NCES.” R. Briefat 5. Therefore,
respondent maintains that the Fisses cannot benefit from NCES statistical conclusions. R. Brief at
24. Further, respondent implicates intrauterine cocaine exposure as “the obvious cause” of
Gabrielle’s current neurclogical condition. Tr. at 114; see also Tr. at 107, 111, 115.
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Respondent’s policy argument regarding the use of the NCES in Program cases merits careful
consideration. Indeed, the special master exercises seriously his legal duty to ensure “that any and
all” medical evidence or testimony “admitted is not only relevant, but reliable.” Daubert v. Merrell
Dow Pharmaceuticals, Inc., 509 U.S. 579, 589 (1993). Thus, the special master endeavors to
exclude material that does not comport with “accepted standards governing how scientists conduct
their research and reach their conclusions.” Daubert, 43 F.3d at 1317. In addition, the special
master endeavors to limit medical testimony to the scope of the witness’s expertise,

However, this case does not involve issues regarding the validity of the NCES or the
qualifications of a witness to render an expert opinion. The IOM has endorsed the NCES. And, as
practicing pediatric neurclogists, Dr. Cullen and Dr. MacDonald possess proper, comparable
credentials to testify in this case. Rather, this case involves issues regarding the appropriate
interpretation of a valid epidemiological study and the application of the appropriate interpretation
of a valid epidemiological study to the facts. Simply put, relying on particular excerpts from the
NCES and on Dr. Cullen’s testimony, the Eisses advocate a somewhat broader interpretation of the
NCES than respondent advocates based on other excerpts from the NCES and on Dr. MacDonald’s
testimony. Each interpretation results naturally in a different application of the NCES to the facts.
Contrary to respondent’s objection, the judicial system, with its sets of rules, procedures and
precedent and with its dependence often on reliable expert witnesses, “lawyer-adversaries” and
“sensible triers of fact,” 1s “designed” specifically to “evaluate conflicts,” Daubert, 509 U.S, at 588-
89, citing Weinstein, Rule 702 of the Federal Rules is Sound; It Should Not Be Amended, 138
F.R.D. 631 (1991}, such as, sometimes, “the scope of a scientific [s]tudy like the NCES.” R. Brief
at 2.

While respondent declares that “[d|ebating the scope of a scientific [s]tudy like the NCES
is not an exercise in academics,” R. Brief at 2, respondent engages nevertheless in that debate.
Respondent promotes ardently Dr. MacDonald’s formulation that NCES researchers expected study
candidates to display only “acute hard neurological signs,” Tr. at 99; see also Tr. at 104, 118, 123,
131, like “prolonged seizures” or “coma’ or “paraiysis.” Tr. at 124; see also Tr. at 98-99, 104, 118,
Dr. MacDonald testified similarly in Liable. Yet, Special Master George Hastings criticized Dr.
MacDonald’s seemingly restrictive interpretation of the NCES as inconsistent with the NCES. See
Liable v. Secretary of HHS, No. 98-0120V, 2000 WL 1517672 at *16. Special Master Hastings
found that the 1994 IOM committee construed “slightly wider” than Dr. MacDonald “specific
evidence gleaned from the NCES.” ld (emphasis in original).

Likewise, in pressing that the special master should not use the NCES to attribute cause in
an individual case, see R. Brief at 2, respondent complains obliquely about an inherent flaw in
American tort jurisprudence. Epidemiological studies like the NCES express merely the statistical
relationship between identified events. Thus, few, if any, epidemiological studies can be used to
attribute cause in any individual case. Regardless, many courts accept clearly this drawback to
epidemiological evidence. See Daubert, 43 F.3d at 1320, n.13, citing O 'Melveny & Myers v. FDIC,
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512 U.5. 79 (1994)(“If a drug increases the likelihood of [injury], but doesn’t more than double it,
some plaintiffs whose injuries are attributable to the drug will be unable to recover. There is a
converse unfairness under a regime that allows recovery to everyone that may have been affected
by the drug. Under this regime, all potential plaintiffs are entitled to recover, even though most will
not have suffered an injury that can be attributed to the drug. One can conelude from this that
unfairness is inevitable when our tools for detecting causation are imperfect and we must rely on
probabilities rather than more direct proof.”)(emphasis in original). In fact, the Federal Circuit has
stated specifically that “causation can be found in vaccine cases based on epidemiological evidence
and the clinical picture regarding the particular child.” Knudsen, 35 F.3d at 549,

B.

The Eisses mount a compelling case for Program compensation. Like the IOM, the Eisses
accord full effect to the precise language of the NCES, including the definitions--however
problematic--of the illnesses that NCES researchers studied. See, e.g., 1994 IOM Report at 11. In
addition, they describe properly NCES methods. The Eisses explain rationally the application of the
NCES to Gabrielle’s circumstances. And, based on the record, the Fisses address persuasively the
evidentiary significance of notations that Gabrielle was “a cocaine[-]exposed baby.” Pet. ex. 26 at
4; see also Pet. ex. 26 at 7, 32; 'Tr. at 7.

In their effort to identify as many case subjects as possible, NCES researchers proposed
deliberately broad characterizations of several conditions that they intended to study, particularly
acute encephalopathy and subacute encephalopathy. NCES at 101. The researchers employed the
term “encephalopathy” to signal generally a “cercbral disorder” whose potential “clinical”
manifestations included an altered level of consciousness; confusion; irritability; changes in
behavior; screaming attacks; neck stiffness; convulsions; visual, auditory and speech disturbances;
and motor and sensory deficit. NCES at 157. The NCES case definition for encephalopathy is not
consonant probably with current medical concepts of encephalopathy. See R. ex. H at 8; see also
Liable v. Secretary of 1S, No. 98-0120V, 2000 WL 1517672 at *17. Nevertheless, the parameters

of the NCES case definition for encephalopathy are exceedingly clear: For the encephalopathy

category in the NCES, NCES researchers expected a case subject to have entered the hospital
between age two months and age 36 months for the treatment of a neurological disorder of fairly
recent onset.

While Dr. Kronberg described Gabrielle’s neurological examination upon Gabrielle’s
admission into the hospital on October 6, 1994, as “[e]ntirely normal,” Pet. ex. 4 at 2, Dr. Gadia, &
trained pediatric neurologist, identified several neurological symptoms, in addition to the “relatively
new onset of tonic seizures.” Pet. ex. 4 at 4. According to Dr. Gadia, Gabrielle was “quite irritable.”
1d.; see also Pel. ex. 4 at 3 (Gabrielle was “difficult to console.”). In addition, according to Dr,
Gadia, Gabrielle “only occasionally seem|[ed] to fixate and track.” Pet. ex. 4 at 4. Further, according
to Dr. Gadia, Gabrielle exhibited “[m]ildly increased tone in all four extremities.” /d. Finally,
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according to Dr. Gadia, the Eisses reported that Gabrielle appeared less responsive than she had
appeared previously. Pet. ex. 4 at 3,

No one can dispute reasonably that in October 1994, Dr, Gadia did not label Gabrielle’s
condition as an acute encephalopathy, as the term is used currently in medical parlance. However,
Dr. Cullen noted correctly that Dr. Gadia’s records do not reflect that Dr. Gadia evaluated Gabriclle
in the context of the more general case definition of acute encephalopathy or subacute
encephalopathy contained in the NCES. See, e.g., Tr. at 41, 85. The 1994 1OM Report bolsters
certainly Dr. Cullen’s distinction between Dr. Gadia’s terminology and NCES case definitions. The
IOM recognized possible weaknesses in NCES case definitions. See, e.g., 1994 IOM Report at 11;
see also R. ex. H at 8; Liable v. Secretary of HHS, No. 98-0120V, 2000 WL 1517672 at *17.
Regardless, the IOM embraced NCES case definitions--possible weaknesses and all--when the IOM
called the NCES “a methodologically sound” study. 1994 10M Report at 12. Therefore, like
Special Master Hastings in Ligble, the special master must discount Dr. MacDonald’s seemingly
restrictive interpretation of the NCES and its case definitions as inconsistent with the NCES. See
Liable v. Secretary of HHS; No. 98-0120V, 2000 WL 1517672 at *16. Thus, the special master rules
that Dr. Cullen’s interpretation of the NCES is the more true representation of the NCES,

On review of Gabrielle’s constellation of symptoms on October 6, 1994, Dr. Cullen opined
that Gabrielle’s condition on October 6, 1994, “fits under the rubric of the NCES.” Tr. at 60; see
also Tr. at 56, 133-134. Dr. Cullen explained cogently that the constellation of Gabrielle’s
symptoms on October 6, 1994, constitute a cerebral disorder within the confines of the NCES case
definition of encephalopathy. Tr. at 133-34; see also Tr. at 56, 60. Dr. Cullen did not base his
opinion on a “holistic perspective” of Gabrielle’s condition as Gabrielle’s condition evolved in the
years after October 6, 1994. R. Brief at 3. Rather, Dr. Cullen limited his opinion to the specific
symptoms that Gabriclle exhibited upon her admission into the hospital on October 6, 1994, The
special master accepts Dr. Cullen’s opinion. Therefore, the special master concludes that the record
establishes firmly that on October 6, 1994, at age three-and-one-half months, Gabrielle entered the
hospital for the treatment of a neurological disorder of fairly recent onset. Thus, the special master
finds that the Eisses have established the fictional construct that Gabrielle’s condition upon
admission into the hospital on October 6, 1994, would have prompted notification to NCES
researchers,

NCES researchers confifmed that reported children satisfied NCES criteria before
designating reported chiidren as case children and matching case children with controls. See NCES
at 102, 161; see also NCES at 105, The researchers omitted specifically reported children whose
“ages were outside the Study range” or whose “diagnoses did not satisfy the Study criteria.” NCES
at 107. Gabrielle was three-and-one-half months old when she entered the haspital on October 6,

12 The special master’s conclusion is not fanciful. Indeed, respondent concedes that “it is
possible that Gabrielle would have been ‘reported’ to the NCES.” R. Brief at 24 (emphasis in
original); see also Tr. at 123-24.
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1994. See Pet. ex. 4 at 4. Thus, Gabrielle’s age falls within “the Study range.” NCES at 107.
Although Dr. Gadia’s records from October 6, 1994, do not indicate that Dr. Gadia diagnosed
Gabrielle with an NCES condition, Dr. Gadia’s records from October 6, 1994, show surely that
Gabrielle exhibited a cerebral disorder. And, the spectal master has determined that Dr. Cullen’s
testimony demonstrates that Gabrielle’s presentation on October 6, 1994, meets the NCES case
definition of encephalopathy. The record as a whole does not provide otherwise any reason for the
special master to suspect that NCES researchers would have rejected Gabrielle as a case child.
Therefore, the special master finds that the Eisses have established the fictional construct that NCES
researchers would have designated Gabrielle as a case child.

NCES researchers obtained immunization histories for all case children and controls. See
NCES at 161; see also NCES at 102, 105-06. In addition, NCES researchers assigned for each case
child a date of onset of the NCES illness based on “aif available information,” including information
“obtained from interviews with parents.” NCES at 102 (emphasis in original). The researchers
considered the date of onset of the NCES illness “to be the date on which acute neurological
symptoms or signs related (o the current iliness first developed.” Id (emphasis in original). Because
the researchers could not assign always an “exact date of onset” in each case, the researchers
“decided also to analyse the resuits using the date of the child’s admission to hospital.” Id. at 102-
03. Then, researchers performed statistical comparisons of the “history of immunization during the
28 days before admission or onset of illnesses in cases with that in controls,” NCES at 146.

Gabrielle entered the hospital 35 days after her September 1, 1994 DPT vaccination. Under
the explicit terms of the NCES, the inferval between Gabrielle’s September 1, 1994 DPT vaccination
and Gabrielle’s hospitalization is too great for Gabrielle to be regarded among the narrow group of
case children and controls that NCES researchers chose for initial statistical comparisons. See NCES
at 146. Thus, based on Gabriclle’s date of hospitalization alone, critical NCES statistical
conclusions do not apply at all to Gabrielle.

However, NCES researchers assigned for each case child a date of onset of the NCES illness
that differed 1n instances from the date of hospitalization. See NCES at 102-03. The researchers
used also the estimated date of onset to perform their statistical comparisons. See NCES at 117, It
is evident that Gabrielle experienced before October 6, 1994, the onset of her condition necessitating
hospitalization on October 6, 1994. Indeed, Gabrielle’s medical records suggest that Gabrielle was
exhibiting seizures by September 22, 1994. See Pet. ex. 3 at 4 (noting episodes consisting of “some
nystagmus of the eyes™ accompanied by “curling of the lips” and “followed [with] some mucus froem
the mouth.”); see also Tr. at 13,26, 117, Ifthe onset of Gabrielle’s condition occurred on September
22, 1994, then, under the explicit terms of the NCIS, the interval between Gabrielle’s September
1, 1994 DPT vaccination and a September 22, 1994 date of onset is appropriate for Gabrielle to be
regarded among the narrow group of case children and controls that NCES researchers chose for
initial statistical comparisons. Se¢ NCES at 146. But, again, given the 21-day interval, critical
NCES statistical conclusions do not apply to Gabrielle.
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Yet, the Fisses insist that the onset of Gabrielle’s condition occurred well before September
22,1994, See P. Brief at 17-22. The parties agree that Gabrielle exhibited unusual, persistent
irritability within several days after her September 1, 1994 DPT vaccination. See, e.g., Tr. 33-34,
97-98. Dr. Cullen maintained that Gabrielle’s unusual, persistent irritability within several days after
Gabrielle’s September 1, 1994 DPT vaccination was the first acute neurological symptom of
Gabrielle’s cerebral disorder that led to Gabrielle’s hospitalization on October 6, 1994, See, e.g., Tr.
at 34. Dr. Cullen stated that he does not consider “irritability” alone to indicate clinically an
encephalopathy, Tr. at 54; see also Tr. at 38, 50-51, 55. However, in Dr. Cullen’s view, Gabrielle’s
irritability throughout September 1994 and into October 1994 marked a “clear” change in Gabrielle’s
neurological development pattern. Tr. at 55; see also Tr. at 38, 54, 60, 137. Dr. Cullen noted that

Gabrielle’s irritability coincided initially with a decrease in activity. Tr. at 33-34; see also Tr. at 40,

50, 54-55, 60, 134. In addition, Dr. Cullen noted that Gabrielle exhibited an array of other
neurological symptoms as her irritability continued. Tr. at 136; see also Tr. at 33-34, 38-39, 5455,
133-34, 137-38. Dr. MacDonald maintained that Gabriclle’s unusual, persistent irritability within
several days afler Gabrielle’s September 1, 1994 DPT vaccination was “symptomatic,” Tr. at 100,
or “nonspecific.” Tr. at 118. Thus, Dr. MacDonald did not perceive Gabrielle’s unusual, persistent
irritability within several days after Gabrielle’s September 1, 1994 DPT vaccination as a
manifestation of “a serious and significant acute encephalopathy that would cause permanent brain
damage.” Tr. at 106. Therefore, Dr. MacDonald did not attribute any neurological significance to
Gabrielle’s unusual, persistent irritability within several days after Gabrielle’s September 1, 1994
DPT vaccination. See, e.g., Tr. at 130, Rather, Dr. MacDonald suggested that Gabrielle’s unusual,
persistent irritability within several days alter Gabrielle’s September 1, 1994 DPT vaccination “could
have been” related to “aJot of things,” including “colic.” Tr. at 97. Indeed, respondent contends that
Gabrielle’s unusual, persistent irritability within several days after Gabrielle’s September 1, 1994
DPT vaccination never “reached” a “crisis point.” R. Brief at 26.

The special master determines that Dr. Cullen offers a persuasive opinion, grounded on
Gabrielle’s medical records, that Gabrielle’s irritability was neurological. On September 8, 1994,
Ms. Eiss telephoned Gabrielle’s pediatrician to report that Gabrielle had been crying “when awake”
for the “past week.” Pet. ex. 3 at 3. Between September 12, 1994, and October 5, 1994, two
different pediatricians evaluated Gabrielle a tolal of five times. See Pet. ex. 3 at 3-5. During each
evaluation, each pediatrician noted irritability as a constant hallmark of Gabrietle’s physical
examination. See Pet. ex. 3 at 3-5. By September 23, 1994, one pediatrician contemplated even a
“full wlork]/[p],” expressing concern about Gabrielle's irritability and slow weight gain. Pet. ex.
3 at4. On October 5, 1994, another pediatrician observed an episode that the pediatrician believed
was “neurologic.” Pet. ex. 3 at 5. The pediatrician referred Gabrielle to a neurologist. /d. On
October 6, 1994, Dr. Gadia examined Gabrielle in his office and in the hospital. See Pet. ex. 4 at 3-4.
Dr. Gadia commented specifically that Gabrielle was “quite irritable” during both evaluations. Pet.
ex. 4 at 3-4. As the Eisses note, NCES researchers discovered during the course of the study that
hospital admission for some “children with acute neurological disorders sufficiently severe to result
in permanent neurological damage” could “be considerably delayed.” NCES at 102. And, the Eisses
argue, the researchers accounted for prodromal events leading to hospitalization when they
determined a date of onset of the NCES for each case child. /d
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The special master decides that Gabrielle’s unusual, persistent irritability within several days
after Gabrielle’s September 1, 1994 DPT vaccination constitutes the first acute neurological
symptom of Gabrielle’s cerebral disorder that led to Gabrielle’s hospitalization on October 6, 1994.
Thus, the special master concludes that Gabrielie suffered within seven days after her September 1,
1994 DPT vaccination the onset of her cerebral disorder that led to her hospitalization on October
6, 1994, Under the explicit terms of the NCES, the short interval between Gabrielle’s September
1, 1994 DPT vaccination and the onset of Gabrielle’s cerebral disorder is appropriate for Gabrielle
to be regarded among the narrow group of case children and controls that NCES researchers chose
for initial statistical comparisons. See NCES at 146. And, because the onset of Gabrielle’s cerebral
disorder occurred fewer than seven days following Gabrielle’s September 1, 1994 DPT vaccination,
critical NCES statistical conclusions apply to Gabrielle.

When Gabrielle’s birth mother presented to Coral Springs Medical Center on June 21, 1994,
with the onset of labor, medical personnel described her as “high risk.” Pet. ex. 26 at 5. Indeed,
Gabrielle’s birth mother reported that she had used “crack cocaine” one week before the onset of
labor. Pet. ex. 26 at 8; see also Pet, ex, 26 at 1-2, 5, 16, 30, 38. Moreover, Gabrielle’s urine sample
at birth was positive for “cocaine” and for “valium.” Pet. ex. 26 at 22; see also Pet. ex. 26 at 4, 17,
31. And, the Eisses acknowledge that medical personnel advised them that Gabrielle was “a
cocaine|-]exposed baby.” Pet. ex. 26 at 4; see also Pet. ex. 26 at 7, 32; Tr. at 7. Thus, respondent’s
assertion that Gabrielle’s current neurological condition is related solely to intrauterine cocaine
exposure is very appealing superficially. After all, Dr. Cullen and Dr. MacDonald agree that medical
literature indicates certainly that chronic intrauterine cocaine exposure is associated frequently with
seizures and with devastating neurological deficits. See, e.g., Tr. at 36-38, 107-08; R. ex. B, D.

Dr. MacDonald testified that the extent of neurclogical damage in cocaine-exposed children
depends particularly upon the degree of a mother’s drug abuse in the first months of life. Tr. at 107-
111. Based on the birth mother’s “history” of “drug abuse,” the birth mother’s “history of marijuana
use early in the pregnancy,” and the presence of cocaine and valium in Gabrielle’s urine at birth, Dr.
MacDonald “assume[d|” that Gabrielle’s birth mother “did abuse drugs throughout the pregnancy.”
Ty. at 107. Thus, in Dr. MacDonzld’s view, “the record of” Gabrielle’s “exposure” to cocaine in
utero “is significant.” Tr. at 113-14. Therefore, Dr. MacDonald offered that chronic infrauterine
cocaine exposure “would explain all the symptoms present in Gabrielle.” Tr. at 111.

The special master determines that Dr. MacDonald’s conclusion that Gabrielle’s birth mother
“did abuse drugs throughout the pregnancy” is speculative. Tr. at 107. In formulating his assertion,
Dr. MacDonald relied on several factors that suggest only that Gabrielle’s birth mother may have
used cocaine at points in her pregnancy other than one weck before the onset of labor. However, as
Dr. Cullen noted, the record is devoid of any evidence confirming the birth mother’s cocaine use
early in the gestation period. Tr.at36. In fact, by all accounts, Gabrielle was neurologically normal
before she received her September 1, 1994 DPT vaccination. See Pet. ex. 4 at 1, 3; Tr. at 33-34, 119-
120. Therefore, the special master decides that the evidence 1s not sufficient for the special master
to find that intrauterine cocaine exposure 1s responsible for Gabrielle’s neurological condifion.
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The special master holds that the Eisses have established by the preponderance of the
evidence that Gabrielle’s September 1, 1994 DPT vaccination caused actually Gabrielle’s condition.
The special master holds also that there is not a preponderance of the evidence that Gabrielle’s
condition “is due to factors unrelated to the administration of”” Gabrielle’s September 1, 1994 DPT
vaccination, specifically, intrauterine cocaine exposure. § 300aa-13(a)(1)}B)."* Therefore, the
special master rules that the Eisses are entitled to Program compensation.

DAMAGES

On January 28, 2005, respondent filed a second amended proffer reflecting respondent’s
recommendation on damages in this case. See Respondent’s Amended Proffer on Damages (Second
Amended Proffer), {iled January 28, 2005. The Eisses “agree with the recommendations contained
in” respondent’s Second Amended Proffer. Acceptance of Respondent’s Amended Proffer
(Acceptance), filed ebruary 23, 2005, at |. Based on the record as a whole, the special master finds
that the Second Amended Proffer is reasonable and appropriate. '

CONCLUSION

1. As provided in the Second Amended Proffer, respondent shall pay as soon as
practicable after entry of judgment $582,394.00 in a lump sum to SunTrust
Bank, South Florida, as Trustee, for the benefit of Gabrielle Eiss. The
purpose of the payment is te establish an irrevocable reversionary trust for the
benefit of Gabrielle Liss, by and among the United States as Grantor,
SunTrust Bank as Trustee, and Ellen Eiss as Guardian. The amount
represents compensation for future hospitalizations; the current value of

'* 1f, upon a molion for review, a judge of the United States Court of Federal Claims
determines that the special master has weighed incorrectly the evidence regarding intrauterine
cocatne exposure, and 1f, upon a motion for review, a judge of the United States Court of Federal
Claims determines that intrauterine cocaine expesure affected adversely the development of
Gabrielle’s brain, leading to Gabrielle’s current condition, then the special master anticipates a
remand to examine whether Gabrielle’s September 1, 1994 DPT vaccination aggravated significantly
a preexisting, but undiagnosed, neurologic problem. After all, the American Academy of Pediatrics
recommends that pediatricians exercise considerable caution in the decision to vaccinate children
with underlying neurologic disorders. See, e.g., 1994 RED BoOK: REPORT OF THE COMMITTEE ON
INFECTIOUS DISEASES, 23rd ed. (1994).

" By reference, the special master incorporates respondent’s Second Amended Proffer into
this decision on entitlement and damages.
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compensation for residential care for the years 2016 and 2017; and
Gabrielle’s life care expenses in the year following judgment. Second
Amended Proffer at 4-5, § VI(A)(3); see also § 300aa-15(a)(1)(A).

Respondent shall purchase, and take ownership of, as soon as practicable
after enfry of judgment an annuity contract that will provide during
Gabrielle’s lifetime the amount reflected in the Second Amended Proffer,
Appendix B, for each year after the one-year anniversary of entry of

judgment. Second Amended Proffer at 5, 1 VI(B)(1); see also § 300aa-

15(a)(1)(A). The annuity payments shall be payable to SunTrust Bank, South
Florida, as Trustee, for the benefit of Gabrielle Eiss. As provided in the
Second Amended Proffer, the annuity contract shall provide for a 4%
compounded annual growih rate for all life care items. Second Amended
Proffer at 2-3, | III. As provided in the Amended Proffer, the growth rate
shall be applied and compounded beginning on the date of judgment. Id
The tnsurer from whom respondent shall purchase the annuity contract must
meet two criteria:

a. The company must have a minimum of $100,000,000.00 of
capital and surplus, exclusive of any mandatory security
valuation reserve; and '

b. The company must have one of the following ratings from
two of the following rating organizations:

(1) A M. Best Company: A+, A+g, Atp, Atr, or
Ats;
(ii) Moody’s Investor Service Claims Paying

Rating: Aa3, Aa2; Aal or Aaa;

(1i1) Standard and Poor’s Corporation Insurer
Claims-Paying Ability Rating: AA-, AA,
- AA+ or AAA;

(iv) Duff & Phelps Credit Rating Company

[nsurance Company Claims Paying Ability
Rating: AA-, AA, AA+ or AAA.

As provided in the Second Amended Proffer, the Eisses do not assert a claim
for actual unreimbursable expenses before the date of judgment. Second
Amended Proffer at 3, § IV(C); see also § 300aa-15(a)(1)(B).
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4. As provided in the Second Amended Proffer, respondent shall pay as soon as
practicable after eniry of judgment $639,985.00 in a lump sum to Charles
Eiss and Ellen Eiss, as legal guardians of their daughter, Gabriclle Eiss. The
amount represents compensation for Gabrielle’s lost future earnings, see §
300aa-15(a)(3)}(B), and compensation for Gabrielle’s actual and projected
pain and suffering and emotional distress. See § 300aa-15(a)(4). Second
Amended Proffer at 4, § VI(A)(1).

5. As provided in the Second Amended Proffer, respondent shall pay as soon as
practicable after entry of judgment $489,780.25 in a lump sum jointly to
Charles Eiss and Ellen Eiss, as legal guardians of their daughter, Gabrielle
Eiss, and to State of Florida Agency for Health Care Administration,
Medicaid ’I“lﬁrcfPaﬁy Liability, c¢/o Health Management Systems, 2002 Old
St. Augustine Road, Suite E-42, Tallahassee, Florida, Attention: Ms.
Amanda Moore. The amount represents compensation for satisfaction of the
state’s Medicaid lien. Second Amended Proffer at 4, § VI(A)2).

In the absence of a motion for review filed under RCFC Appendix B, the clerk of court shall
enter judgment in the Eisses” favor in complete conformity with this decision."

The clerk of court shall send the Eisses’ copy of this decision to the Eisses by overnight
express delivery.

/ - ,
ot A darnnbr
" John F, Edwards

-~

C-‘ } ecial Master

"% Under Vaccine Rule 11(a), the parties may expedite entry of judgment by filing a joint
notice renouncing the right to seek review. Then, under Vaccine Rule 12(a), the Eisses may expedite
payment by filing an election to accept the judgment.
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