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2S. EVENT DESCRIPTION - continued

HER CHILD WHO INSTANTLY REACTED k> WENT INTO A COMA. A MEDICAL TEAM COULD NOT REVIVE THE CHILD. THE DIAGNOSIS
WAS A POSSIBLE TOXIC DRUG REACTION. LIVER SAMPLES FROM THE AUTOPSY SHOWED A LIVER INFECTION BUT ACCORDING TO
THE PLAINTIFP‘S COUNSEL, THE CHILD WAS NEVER JAUNDICED.

THE ATTORKEY REPORTED TEIS AS AN ALLXGED SUDDEN DEATH OF A 2 YR. 8§ MO. OLD BOY AFTER RECEIVING ONE DOSX OF

LITHROMAX PEDIATRIC SYRUP IN APR9S9.

FOLLOW-UP (29JUNOO): THE PEYSICIAN REPORTS HE I8 UMABLE 7O RESPOND TO THE REQUEST FOR MORE INFORMATION.

FOLLOW UP (170CT00): AN ATTORMEY REPORTS INFORMATION PROM MEDICAL RECORDS, AN AUTOPSY REPORT, AND THE CHILD'S
MOTHIR. ACCORDING TO PEARMACY DATA, DURING THE PRIOR TWO YEARS, THIS CHILD HAD BREN PRESCRIBED ERYTHROMYCIN,
AUGMENTIN, CEFZIL, SULFATRIN AND ALBUTEROL IMHALER. HE HAD AN ALLERGY TO AMOXICILLIN (OMSET NOT SPECIFIED.)
BRIZ¥ HISTORY FROM THE MOTHER NOTED TEAT THIS CHILD WAS HEALTHY ALL KIS LIFE WITE THE EXCEPTION OF SEVERAL
EPISODES OF UPFER RESPIRATORY {NFECTION WITH FEVER. EARLIZR ON 29APR99, EIS TEMPERATURE HAD REACHED 105¢
ZANRENHEIT. ACCORDING TO THE MOTHER, AFTER ONE OR TWO DOSES OF ZLITHROMAX WAS GIVEN LATE ON 29APR99, THE CHILD
STARTED TO SCREAM IN A VERY ODD WAY.

HE WAS THEN GIVEN YOR THE FIRST TIME, ADVIL AND A TYLENOL SUPPOSITORY IN THE UPPER RANGE FOR HIS BODY WEIGHT
(DOSE NOT CLEAR). HE WENT TO BLEEP, BUT WAS POUND UNCONSCIOUS DURING THE NIGHT. AT THAT TIME HE WAS VERY COLD
mnxsmsmnsmnmunommromucxornumo. HE DID MOT WAKE UP AND WAS VERY FLOPPY. IN
THE EARLY MORNING OF 30APR00, NE WAS TRANSPORTEID TO THE EOSPITAL EMERGENCY ROOM BY AMBULANCE. HE WAS COMATOSE
(STAGE III-IV COMA), WITH INCREASED MUSCLE TOMK ARD SCME RIGIDITY. HE WAS TRANSFERRED TO' THE PEDIATRIC
INTENSIVE CARE UNIT (PICU) AND PLACED ON A VENTILATOR. A WASOGASTRIC TUBL WAS INSERTED. :
LUMBAR PUNCTURE SHOWED INCREASED INTRACRANIAL PRESSURK. INITIAL LAB RESULTS SHOWED ELEVATED LIVER FUNCTION
TESTS (LFT) WITH SERUK GLUTAMIC PYRUVIC TRANSAMINASE (GPT) AND ALANINE AMINOTRANSFERASE ALT) IN THE 3000 RANGE,
SIROUN GLUTAMIC OXALOACETIC TRANSAMINASE (QOT) IN THE 4000 RANGE WITH NO NYPERBILIRUBINEMIA. ~TOTAL DIRECT
BILIRUBIN WAS NWORMAL AT 0.6/0.5. GLUCOSE WAS STABLE. BLOOD UREA NITROGEN (BON) WAS SLIGHTLY ELEVATED
INDICATING IRABILITY TO METABOLIZE PROTEIN. COAGULOPATHY RESULTS SHOWED PT OF 19 AND PTT OF 41. = AMMONIA LYVELS
WERT WORMAL. NO CYANOSIS, MICROSCOPIC BLEEDING OR CARDIOVASCULAR COLLAPSE SEEN. HE WAS IN METABOLIC ACIDOSIS
~~_| WITH A LOW PE IN THE BLOOD GAS, LACTIC ACIDOSIS WITH INCREASED LACTIC ACID LEVEL OF 4.4.

, MAMNITOL FOR INTRACRANIAL PRESSURE, ZANTAC, RANITIDIRE, CARAFATE, LACTULOSE 10CC
CORRECT COAGULOPATHY WAS STARTED. CEFOTAXIMNE, VITAMIN K,
VANCOMYCIN, ATROPINE, A COMPUTERIZED TOMOGRAPH (CT) SCAN SHOWED MILD BRAIN
EDEMA. CEREBRAL RIGIDITY INDICATED FULMIMANT HEPATIC FAILURE WITH ENCEPHALOPATHY OF UNKNOWN ORIGIN. EE WAS
AVEBRILE, CHEST CLEAR, WITE GOOD URINE OUTPUT, AND RO LIVER DISTENSION OR SPLENOMEGALY. HIS VITAL SIGNS WERE
HEART RATE 110 AND RESPIRATIONS 30. HE WAS NOT ICTERIC. SEPSIS AND GASTROINTESTINAL BLEEDING WERE SUSPECTED.
A REUROLOGIST SUSPECTID METABOLIC DEFECTS INCLUDING (MCAT) DEPICIENCY, FREE FATTY ACID DEFICIENCIES, CHROMIC
AUTODIMKE REPATITIS, EERPES SIMPLEX VIRUS (HSV) VERSUS ALPEA-1 ANTITRYPSIN DEFICYENCY, EPSTEIN BARR (EB) VIRUS
HEPATITIS. FOR THIS REASON, ACYCLOVIR WAS STARTED. ZITHROKAX LIVER TOXICITY WAS SUSPECTED. AN ADVERSE
REACTION, SYNERGIGM, MAY NAVE OCCURRED BETWEEN ADVIL AND ZITHEROMAX. ACETAMINOPHEN IS SUSPECTED IN CONTRIBUTING
10 LIVER FAILURE, THOOGE TEE TOXICOLOGY SCREEN WAS WITHIN HORMAL THERAPEUTIC LEVELS, 6.0MCG/ML. REYE’S SYNDROME
WITE RELATED MITOCHOMDRIAL INSUPFICIENCY AMD PAT METABOLISM SHUT DOWN WAS ALSO SUSPECTED. KIS ARNS WERE RIGID,
WHILE THE LOWER PART OF NIS BODY WAS FLOPPY.

NO FLAPPING TREMOR NOTED. AN ELECTROENCEPHALOGRAM (IXG) TO RULE OUT SEIZURE AND AN ELECTROCARDIOGRAM (EKG)
CONSULT REPORTED THAT WO EPILEPTIC DISCHARGES WERK SELN ON THE EXG. THE EEG WAS ABNORMAL DUE TO DIFFUSE DELTA
SLOWING WITHOUT EVIDENCE OF WORMAL SLEEP COMPLEXES AND POOR REACTIVITY. UPON LEFT FOOT STINULATION, SOME T-4
ACTIVITY GEEN. EVIDENCE FOR SEIZURE ACTIVITY NOT SEIN. HE WAS DIAGNOSED WITH SEVERE DIFFUSE ENCEPHALOPATHY WITH
WO~ SPECIFIC ETIOLOGY. THE EKG REMAINED IN MORMAL 5iNUS. THE AUTOPSY OF 01MAY99 WAS NOKMAL WITH THE EXCEP™T X
oF TEE LIVER. THE LIVER CONTAINED NUMEROUS KUPFFER CELLS WITH FOCAL EEPATOCELLULAR DECENERATION.

OCCAISIONAL MEUTROPNILS WERE SEEN. SOME CELLS SHOW CYTOPLASMIC INCLUSIONS VERSUS CELLULAR DEBRIS.
DOMUNORTSTOCKEMICAL STAINING REVEALED THAT THE MAJORITY OF THE CELLS ARE KUPFFER CELLS FILLED WITH PHAGOCYTIC
DEBRIS. THE PATHOLOGICAL DIAGHOSIS INCLUDES CLINICAL HISTORY OF FEBRILE ILLNESS 24 HOURS PRIOR TO DEATH, ACUTE
HYPATITIS OF PROBABLE VIRAL ETIOLOGY, POSTMORTEM TOXICOLOGY POSITIVE ONLY FOR THERAPEUTIC LEVELS OF
ACITAMINOPHEN, INFLUENZA B VIRUS ISOLATED FROM POSTMORTEM NASOPHARYNGEAL AND TRACHEAL SWEARS. NEGATIVE

ETIOLOGY.

THE PHYSICIANS CONCUR THAT THIS ZVENT DOES NOT REPRESENT A REACTION TO A DRUG MOR REYE’'S SYNDROME. THE ZTIOLOGY
OF THE VIRUS REMAINS UNCLEAR. TISSUR BAMPLES ARE BEING SUBMITTED TO THE CENTERS FOR DISEASE CONTROL (CDC) FOR
FURTHER ANALYSIS.

B6. RELEVANT TESTS/LAB. DATA - Continued
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BLOOD UREA NITROGEM (BUN)-SLIGHTLY EKLEVATED
COAGULOPATEY~-PT OF 19 AND PIT OF 41

AMMONIA LEVELS-NORMAL

METABOLIC ACIDOSIS WITH A LOW PH IN THE BLOOD GAS
LACTIC ACIDOSIS WITH INCREASED LACTIC ACID LEVEL OF 4.4
COMPUTERIZED TOMOGRAPE (CT) SCAN-MILD BRAIN EDEMA
APFPEBRIL-CHEST CLEAR

TOXICOLOGY SCREEN WAS WITHIN NORMAL THERAPEUTIC LEVELS, 6.0MCG/ML
EZG MO EPILEPTIC DISCHARGES, ABNORMAL DUX TO DIFFUSE DELTA SLOWING WITHOUT EVIDENCE OF MNORMAL SLEEP COMPLEXES

AMD POOR REACTIVITY-EVIDENCE POR SXIZURK ACTIVITY NOT SEEN. SKVERE DIFFUSE ENCEPHALOPATHY WITE MON-SPECIFIC
ETIOLOGY.

EXG-UPOM LEFT FOOT STIMULATION, SOME T-4 ACTIVITY SEEN. NORMAL SINUS.

O1MAYSS AUTOPSY: NORMAL WITH TRE EXCEPTION OF THE LIVER

LIVER CONTAINED NUMEROUS KUPFFER CELLS WITH FOCAL HEPATOCELLULAR DEGENERATION. OCCASIONAL NEUTROPRILS,
CYTOPLASNIC INCLUSIONS VERSUS CEILLULAR DEBRIS.

TMOMONTSTOCKENICAL STAINING-MAJORITY OF THE CELLS ARE XUPFFIR CELLS FILLED WITH PHAGOCYTIC DEBRIS
POSTMORTEM TOXICOLOGY POSITIVE FOR ONLY FOR TEERAPEUTIC LEVELS OF ACKTAMINOPHEN

IMPLUENZA B VIRUS ISOLATED FROM POSTMORTEN NASOPHARYNGEAL AND TRACHEAL SMEARS. NEGATIVE POSTMORTEM BLOOD

CULTURES FOR HANTAVIRUS SEROLOGIZS.

C4. DIAGNOSIS FOR USE (INDICATIONS) - Coantinued

#
BROMCHITIS
SINUSITIS

~| £1. WAME AND ADDRESS OF REPORTER - Continued

Tol. -

GS. ADVERSE EVENT TERMS ~ Continued

DRUG INTERACTION - AZITHRONYCIN
ADVIL

COAGULATION TIME INCREASED

UNSPECIFIKD DRUG REACTION . ’

LU SYRDROME

HEPATIC FAILURE

SUSPECTED REYE‘S SYNDROME
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