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VA Launches Drug Safety Study for HIV Infected Veterans 

WASHINGTON – Partnering with other government agencies and pharmaceutical companies, the Department of Veterans Affairs is developing a national program to assess and ensure drug safety for veterans with HIV (Human Immunodeficiency Virus).

The first step began with an interagency agreement recently signed by the Food and Drug Administration (FDA) and VA, which oversees health care for more than 20,000 veterans currently being treated for HIV.   The VA and FDA will conduct an epidemiological study to look at the adverse effects of drugs used to treat HIV infection.

"We are lucky today to have so many powerful drugs to treat HIV infection," said Dr. Lawrence Deyton, who heads VA's HIV and public health programs.  "But no one, particularly patients with HIV and their health care providers, knows a lot about the short and long-term side effects of these medications.  Working with HIV clinicians, other federal agencies and drug manufacturers, we are launching an epidemiological program that monitors and evaluates the effects of these potent medications."

The FDA will develop a web-based software program that allows VA's clinicians to monitor certain drugs that may be linked to avascular necrosis (AVN), the destruction of bone cells caused by deficient blood supply.  The project will evaluate veterans suspected of AVN, who are registered with VA's HIV Registry in Palo Alto, Calif., the world's largest clinical database on HIV and AIDS.  The registry contains data collected for 14 years on more than 50,000 veterans.






-More-
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"I see this as the first step to a better understanding of HIV therapy," said Dr. Larry Mole, FDA deputy director of Center of Quality Management in Public Health in Palo Alto, Ca., who worked with the FDA to establish this program.  "Up to now, the safety of newly FDA-approved medicines to treat HIV has been examined in a limited group of people and only over a short-term.  Since these drugs need to be taken for a very long time, VA can provide a long-term perspective of newly approved anti-HIV medications and their side effects."

As the largest single provider of health care to persons with HIV in the United States, VA is in a unique position to partner with other organizations to monitor the pros and cons of these new and powerful drugs.  VA intends to expand the program to include pharmaceutical companies in this field and to look at other areas of concern.

"Our goal is to provide the best care possible to veterans with HIV," said Dr. Frances Murphy, acting Under Secretary for Health.  "However, what we learn will benefit everyone with this disease.  We are pleased to make this significant contribution to HIV care.  VA has talented health care providers, an outstanding HIV database and a national electronic medical record system.  These unique resources can be used to identify problems, provide solutions and provide veterans with HIV the best life possible."
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