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U.S. Warns on Some Use of Anti-AIDS Drug
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The new way with nevirapine was reported to prevent mother-to-child transmission of the AIDS virus (HIV) that also
is less costly and markedly more effective than the standard therapy with AZT in the third world. The more practical
therapy comes from substituting one marketed drug, nevirapine, for the standard drug, AZT. It was proposed that wide-
scale use of nevirapine in developing countries could potentially prevent 300000 to 400000 newborns each year from be-
ginning life infected with HIV. But in September, 2000, the Center for Disease Control and Prevention (CDC) received
reports of life-threatening hepatotoxicity (liver damage) among health care workers taking nevirapine for post-exposure
prophylaxis (PEP) after occupational exposure to HIV. Furthermore, persons taking nevirapine regimens for PEP after
HIV exposure also are at risk for serious and adverse events. The federal Food and Drug Administration (FDA) had
identified 22 cases of severe liver, skin and muscle damage related to nevirapine taken after possible exposure to HIV
from March 1997 through September 2000. Nevirapin has not been recommended for PEP use, and has previously been
associated with instances of serious skin or muscle conditions, liver damage, and death when used for treating HIV-in-
fected individuals. In most circumstances, the risks associated with nevirapine as part of an occupational PEP regimen

might outweigh the anticipated benefits.
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Fig. 1. Adults and Children Estimated to be Living with HIV/AIDS as of End 1998 and 2000

In December 2000, the joint United Nations programme on HIV/AIDS (UNAIDS) secretariat and the World Health Organization (WHO) reported that by
the end of 2000, 36.1 million men, women and children around the world were living with HIV or AIDS.!2!3 The number of people living with HIV or AIDS
worldwide increased than the figure projected in 1998.1213 It is vital to improve care for the 95 percent of people with HIV/AIDS living in developing countries.
UNAIDS is taking innovative steps towards getting drugs to the people who need them through new partnership between the UN system and Governments, NGOs
and the pharmaceutical industry. (North America, N. America; South America, S. America).
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Fig. 2. Number of Cases of Serious Adverse Event Associ-
ated with Nevirapine (NVP) Regimens for HIV Post-ex-
posure Prophylaxis, by Quarter and Year-Worldwide, 1997-
2000

Nine persons took a maximum NVP dose of 200 mg per day, and 12 per-
sons took a maximum dose of 200 mg twice per day for 3—14 days (the dose
of NVP was not recorded for one person) . Concomitant antiretroviral agents
used with NVP for PEP included AZT and lamivudine (ten persons) ; stavu-
dine and lamivudine (three persons); AZT and didanosine (two persons);
stavudine and didanosine (one person); stavudine and indinavir (one per-
son) ; stavudine, didanosine and ritonavir (one person) ; lamivudine, didano-
sine and nelfinavir (one person), stavudine, lamivudine, nelfinavir and
sapuinavir (one person); and none (one person). Among 12 persons with
hepatotoxic reactions, one developed liver failure (requiring liver transplan-
tation) , seven had clinical hepatitis and four had elevations in serum liver en-
zymes (ALT, AST, bilirubin) without report of clinical hepatitis.
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Table 1. Approved Antiretroviral Drugs

Nucreotide reverse-transcriptase inhibitor
Abacavir (ABC) Stavudine (d4T)
Dianoside (ddl) Zalcitabine (ddC)
Lamivudine (3TC) Zidovudine (AZT)

Non-nucreotide reverse-transcriptase inhibitor

Efavirenz Nevirapine
Delavirdine

Protease inhibitors
Amprenavir® Nelfinavir
Indinavir* Ritonavir
Lopinavir* Saquinavir*

* Ofen or usually used with low-dose ritonavir for pharmacological en-
hancement.
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