
ISR Inormation:

ISR#: 4174386-X

Case #: 3949654

ISR Type: Expedited (15-Day)

FDA Rcvd. Date: 08/27/2003

Outcome(s): DE,HO

Best Rep. ISR: Yes

eSub ISR: Yes
Initial or Follow-up ISR: Follow-up

Verbatim Follow-up #:

Manufacturer Information:
Sender Mfr.: NOV ARTIS PHAACEUTICALS

CORP.

Mfr. Control #: PHEH2003US03656

Mfr. Rcvd. Date: 05/01/2003

Primary Suspect

(A)NDAILA #:

Reporter Information:

                                               
Reporter Org.:

                                     

                                 
Reporter Phone:

Patient Information:
          
ID

Age:

DoB:

           

                   

Gender: Female

Weight: 2 Kilogram

Event Start 05/01/2003

Date:

Reporter City:

Health Prof.:

Reporter Name:

Reporter Org.:

Reporter Street:

Reporter Zip:

Reporter Phone:

Reporter City:

Health Prof.:

'lS'.':

                               

Reporter Country: UNITED STATES

              

YES Occupation: PHYSICIAN

                    
                                                          

                                 

          
Reporter State:       

.Reporter Country: UNITED STATES

              

YES Occupation: PHARMACIST

Product(s) Role Dosage Text

SANOSTATIN P 8 ug/kg, QH

SANDOSTATIN S 4 ug/kg, UN

HYROCORTISONE C 1 mg/kg, TID

LASIX C 1 mg/kg, BID

VERSED C UNK, UNK

MORPmN C UN PRN
MULTI-VITAMINS C

03/23/2007

Interval
Therapy Therapy 1st Dose

Route Lot# Indication(s) Start Date . End Date to Event: DeC ReC

INTRAVENOUS CHYLOTHORA 05/02/2003

04/25/2003

INTRAVENOUS 04/21/2003 05/02/2003

INTRAVENOUS 04/29/2003 05/02/2003

04/20/2003 05/02/2003

Note: If a field i$ blank, there is no data for that field. Page of 4



Reaction(s)

ABDOMINAL DISTENSION

ADRENAL INSUFFICIECY

ATRI THROMBOSIS
CALCINOSIS

CEREBRA THROMBOSIS

CLOSTRIIUM COLITIS

GASTRIC MUCOSAL LESION

GASTROINTESTINAL MUCOSAL NECROSIS

HEPATIC NECROSIS

msTIOCYTOSIS HAMATOPHAGIC
HYERKAEMIA
HYOALBUMINAEMIA

HYONATRAMIA
HYOTENSION
LETHAGY
LIVER DISORDER

LUNG DISORDER

PNEUMATOSIS INTESTINALIS

REAL FAILURE

REAL TUBULAR NECROSIS

RESPIRATORY FAILUR

STAPHYLOCOCCAL SEPSIS

STRESS

ReC

                                                                                                                                                                                                                                                                                                      
                                                                                heterogenous appearce ofliver and decreased areiy flow Autopsy report: Final pathologic dignosis:
1. Transposition ofthe great aiteiies: Status post arerial switch procedw-e on day 5 of life, all anastomoses intact, no evidence of thombi in cardiac chambers, ineror vena cava, pulonar

aiteiies or aorta, bilateral chylothora 2. Extensive necrosis and calcification ofliver, anteiior subcapsular region of 
right and left lobes, histoiy of heterogeneous appearce ofliver on

                                                                                                                                                                                          

perforation4. Acute renal tubular necrosis 5. Diffse alveolar d

Test Date Test Name Result Unit Normal Low Range Normal High Range Info Avail Y/N

Relevant Medical History

. Disease/Surgical Procedure
CHYLOTHORA

Stai.t Date
04/01/2003

End Date Continuing.
YES

Comment
Developed subsequent to cai'diac
repair                   

03/23/2007 Note: If a field is blank, there is no data for that field.
Page 2 of 4



Disease/Surgical Procedure
MULTIPLE SCLEROSIS
NUTRITIONAL SUPPORT
CYANOSIS NOS
EXTRASYSTOLES NOS

Start Date End Date Continuing
YES
UNKNOWN
UNKNOWN
UNKNOWN

BRAYCARIA NOS
CATHETER PLACEMENT
NEONATAL RESPIRATORY DISTRESS
SYNDROME
CHEST TUE INSERTION
WID BLOOD CELL COUNT INCREASED

UNOWN
UNKNOWN
UNKNOWN

UNKNOWN
UNKNOWN

INTUBATION NOS
EXTUBATION

UNKNOWN
UNKNOWN

CHOROIDAL HAMORRGE                    UNKNOWN

THALAUS HAORRGE                    UNKNOWN

CARIAC OPERATION NOS                    UNKNOWN

Medical History Product(s) Start Date End Date Indication(s)

Comment

Nutr'ition - Tolerex
at biiih
junctional ectopic tacycardia - after
cardaic surgeiy
one episode - after cardiac surgeiy
i'ight intr jugular
                    

                    
                                                       
with antibiotics since there was no
other symptoms of inection

                                                     
starg Sandostatin

possible choroid plexus hemorrhage
noted                                              
        
i'ight thalamic hemol1hage noted in
head                                        
Transposition of great aiteres,
status post arei'ial switch procedure
                         

Reaction(s)

Event/Problem Narrative

                                                                                                                                             
                                                                 

                                                                                                                                                                                                           

                                                                     cardiogram revealed thombus in the i'ght ati'ium. Vancomycin, Cefepime and Clindamycin were intiated. On 02 May 2003, Sandostati was

                                                                                                                                                                                                             

                                                                                                                                                                                                                                                                                                                                                                  
the liver, cardiac repair intact and no evidence of tl'ombosis. The leaciing events with fatal outcome were atral thrombus and necrotizing enterocolitis with onset date of 0 1 May 2003. Relevant medicaL histoiy included
multiple sclerosis and Tolerex feeds. The inant's weight was 2,48 kg. Result of a chest x-ray and kidney/ureter/bladder peifoiined on 01 May to 02 May 2003 revealed poital air. Sandostati was admtered intrvenously
                                                                                                          

                                                                                                                                                                              

The physician considered the necrotiing enterocolitis to be suspected and the atral thombus to be not suspected. The discharge summar noted a term, AGA femae inant who was admtted on 02 Apr 2003 and dicharged
                                                                                                                                                                                                                                                                                                                                         
chylothora, hyponatremia and termal hyperkalemia, and renal failure, Autopsy report: Final pathologic diagnosis: 1. Traposition of 

the great areries: Statu post arerial switch procedure on day five oflife, all

anastomoses intact, no evidence of thombi in cardiac chambers, infei'or vena cava, pulmonaiy aitei'es or aoita, bilateral chylothorax 2. Extensive necrosis and calcification of liver, antei'ior subcapsular region of right and
left 10bes, histoiy of                                                                                                    

                                                                                                                                                   

lumia, distention, no evidence of perforation 4, Acute renal tubulai' necrosis 5. Diffe alveolai' damage, healing 6. Gastrc mucosal ulceration 7, Hemophagocytosis, bonemaiTow, recent tra.fuion 02 May 2003 Autopsy
cultues were essentially negative. Clincopathologic cOl1eiàtion: This patient was cyanotic at bir and found to have tr-asposition of 

the great areries with intact ventrculai' septu and patent ductu aitei'osus. She
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Event/roblem Narrative
gas, diagnosed as necrotizing enterocolitis, Hypotension developed thought to be due to sepsis, Heterogeneity ofthe liver was found on ultround examiation, and decreased renal areiy flow was detected. Support was
                                                                                                                                                                                                                                                                                                                                                    
output and recent hypotension.. The gastrc ulcers are probably related to stress, imd the hemophagocytosis is most likely a sequela of recent blood trsfuion (the patient received red blood cells one day piior to death), It is
not clear why no mass or thombus was found in the iight atiiuin or lungs. If a thombus accounted for the mass, then it may have resolved spontaeously or responded to low molecular weight hepar therapy.

Study Report?: No

Study Name:

Study Type:

Sponsor Study #:

Protocol #:

IN#:

Literature Text:
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