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Safety warning: Peripheral neuropathy and telbivudine.

The Saudi Food and Drug Authority (SFDA) would like to inform healthcare
professionals about the occurrence of peripheral neuropathy in patients exposed to telbivudine.

Telbivudine is marketed in Saudi Arabia as Sebivo® and indicated for treatment of chronic
hepatisits B with the evidence of viral replication and active liver inflammation

The following precautions should be taken to minimize the risk of peripheral neuropathy:

s Peripheral neuropathy has been uncommonly reported (0.3%) in telbivudine-treated
patients when used as monotherapy.

e The risk of peripheral neuropathy is increased when telbivudine and pegylated
interferon alfa-2a are combined (the frequency of occurrence is 16.6% in patient
exposed to both drugs). The time to onset for this event was approximately 2 to 6
months.

e Such increased risk cannot be excluded for other interferons alfa (pegylated or
standard).

e If peripheral neuropathy is suspected, treatment with telbivudine should be
reconsidered.

o The benefit of using telbivudine in combination with interferon alfa (pegylated or
standard) is not currently established.

e Telbivudine is indicated for the treatment of chronic hepatitis B in adult patients with
compensated liver disease and evidence of viral replication, persistently elevated serum
alanine aminotransferase (ALT) levels and histological evidence of active inflammation
and/or fibrosis as monotherapy only.

Report adverse drug reaction to the SFDA :

The SFDA urges both healthcare professionals and patients to report side effects from the use
of products to the SFDA either online, by regular mail or by fax, using the following:

National Pharmacovigilance Center (NPC)

Saudi Food and Drug Authority-Drug sector

3292 North Highway Al Nafal Unit (1)

Riyadh 13312 — 6288

Kingdom of Saudi Arabia

Email: NPC.Drug@sfda.gov.sa

Tel+ 9661275922 Ext 2340, 2317, 2353, 2356, 2352

Fax: +96612057662
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