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Dear Healthmre Professional, 

Biogen ldec and Elan are writing to inform you of new safety information regarding 
TYSABRI" (natalizumab). The full Prescribing Information has been revised to add to the 
Warnings and Precautions section infarmation related to clinically significant liver injury 
that has been reparted in patients treated with WSABRI in the post-marketing setting. 

The following Warning has been added to the Prescribing Infomatian: 

5 Warnings and Precautions 

Clinically significant liver injury has been reported in patients treated with TYSABRI 
in the postmarketing setting. Signs of liver injury, including markedly elevated serum 
hepatic enzyrnes and elevated total bilirubin, occurred as earty as six days after the first 
dose; signs of liver injury have also been reported for the first time after multiple doses. In 
same patients, liver injury recurred upon rechallenge, providing evidence that TVSABRI 
caused the injury. The mmbination of transaminase elevations and elevated bilirubin 
without evidence of obstruction is generally recognized as an important predictor of severe 
liver injury that may teed to death or the need for a liver transplant in some patients. 

TYSABRI should be discontinued in patients with jaundice or other evidence of 
significant liver injury (e-g., laboratory evidence). 

Additionally, the Patient Counseling section has been updated to instruct physicians to 
inform their patients that NSABRI may cause liver injury. 

Patients should be instructed to read the Medication Guide for symptoms of liver damage. 

17. PATIENT COUNSELlNG INFORMATION 

17.5 Hepatotoxicity 

lnfomt patients that TYSABRI may cause liver injury. Instruct the patient to cantact their 
doclor if they develop symptoms of hepatoxicity [see Warnings and Pmaut,'or)s (5.511. 

At Biogen ldec and Elan, patient safety is our highest priority and we are committed to 
ensuring that hsalthcare professionaIs continue to receive the necessary information to 
prescribe TYSABRl appropriately. % 



As a reminder, kRhm professionals shauId report any serious adverse events pussibly 
associated with the use of NSABRI" to Biogen ldeo at 1-80011562255. f his information 
may alsa be reparted to FDA's MdWatd.1 reparting system by phone (1 400-FDA1 088), 
FAX ("100-FDA-01 JB),  vta fie MedWatch we;bsite at www.fda~gov~rnddwtct7, or by mad 
to Wa'tch,  HF-2,5600 Fishers Lane, Rockvil le, MI3 20852-9787. 

The revised full Prescribing Infom&tion a d  Mediscation Guide are mciasd. The labeling 
has heen reformatted to cornply wjth the new Reg-uiments on C~nfenf and Fomat of 
L a W g  for Human Dmg and Pmducts (mmmnly referral to as the Fhyckians 
Labeling' Rute). 

Should you have questions regarding the w e  of WSABRI ar have questions regardhg the 
TOUGHm Prescribing Pmgrqrn for PTSABRI, call 4-80045&2255. 

Miaaet Panma, MD, MFH 
V i  Preident, 
Chbf Merdiml Officer, NsuroIw 
Biugen lcEec fne 

Gordon Francis, MD 
St. W e  President 
GlobaJ Clinical Development 
Elan Pharmaceuticals, Inc. 

TYSABRI Is a &gkbWcl lmdmmk arid TOUGH & a Wdxtark of of Phahm&i& Ink. 
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