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FDA List Serve - Two New Fixed Dose Combinations Approved

FDA announced approval today, August 2, 2004, of two fixed-dose combination (FDC) antiretroviral drug products for use with other antiretroviral agents for the treatment of HIV-1 infection. The FDCs are GlaxoSmithKline's EPZICOM(tm) (abacavir/lamivudine) and Gilead Sciences, Inc.'s TRUVADA(tm) (tenofovir disoproxil/emtricitabine)

These FDC approvals are important because they provide simplified dosing regimens - one pill, once daily, for the component of multi-drug therapy represented by these FDCs. 

TRUVADA(tm) (tenofovir disoproxil/emtricitabine) - Gilead Sciences, Inc.

· TRUVADA is a fixed-dose combination (FDC) of the antiretroviral drugs tenofovir disoproxil fumarate 300 mg (TDF) and emtricitabine 200 mg (FTC), both of which are approved individually under the brand names of VIREAD(tm) (tenofovir disoproxil fumarate) and EMTRIVA(tm) (emtricitabine). 

· The approval of TRUVADA is based on bioequivalence studies demonstrating similar pharmacokinetic parameters of the combination product and the individual products, safety and efficacy data that exist for both components individually, and efficacy results from studies using the combination of TDF and lamivudine (3TC), [lamivudine is an approved product with many similarities to FTC] are being extrapolated to support the use of the TDF/FTC combination.

· TRUVADA should be considered as an alternative to TDF and 3TC for treatment naïve patients who might benefit from a once-a-day regimen. 

EPZICOM(tm) (abacavir/lamivudine) - GlaxoSmithKline

· EPZICOM is a fixed dose combination (FDC) of the antiretroviral drugs abacavir sulfate 600 mg and lamivudine 300 mg, both of which are approved individually under the brand names of ZIAGEN(tm) (abacavir sulfate) and EPIVIR(tm) (lamivudine).

· EPZICOM is being approved based on a large well-controlled clinical study which showed that abacavir dosed once daily had similar antiviral effect as abacavir dosed twice daily both in conjunction with lamivudine and efaviranz.

The important safety issue regarding abacavir-containing products, including EPZICOM, is abacavir hypersensitivity reaction (a serious allergic reaction). Previous clinical trials showed that there is a possibility of this hypersensitivity reaction occurring in approximately 8% of the patients. EPZICOM should be discontinued a soon as a hypersensitivity reaction is suspected. EPZICOM or other abacavir-containing products must not be restarted following a hypersensitivity reaction because more severe symptoms can occur within hours and may include life-threatening hypotension and death. Information on this serious allergic reaction has been updated in the EPZICOM package insert as well as the patient Medguide/Warning Card.
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FDA List Serve - Approval of Sculptra for Treating Facial Lipoatrophy

The Food and Drug Administration today, August 3, 2004, approved Sculptra, an injectable filler to correct facial fat loss in people with human immunodeficiency virus (HIV).

Sculptra is the first such treatment approved for a condition known as lipoatrophy, or facial wasting, a sinking of the cheek, eye and temple areas of the face caused by the loss of fat tissue under the skin which can affect HIV patients. FDA expedited review of the product because of its importance in treating people living with AIDS. 

Sculptra is an injectable form of poly-L-lactic acid, a biodegradable, biocompatible synthetic polymer from the alpha-hydroxy-acid family that has been widely used for many years in dissolvable stitches, bone screws and facial implants.

FDA approval of Sculptra was based on data from four studies, totaling 277 HIV-positive patients with severe facial lipoatrophy. The patients, who were all being treated with antiretroviral drugs, were primarily white males, mostly ages 41 to 45.  Patients were given three to six injections of Sculptra at two-week intervals and were followed for two years.

Skin thickness measurements and serial photographs from clinical studies were assessed, as well as other data submitted by the manufacturer, Dermik Laboratories, of Berwyn, Pa.  Analysis indicated that the product significantly improved facial appearance, and was safe for restoration and/or correction of shape and contour deficiencies resulting from facial fat loss in patients with HIV/AIDS.  Sculptra was shown to produce significant increases in dermal thickness (up to 2 to 3 times baseline values), adding volume to facial tissue and restoring shape to areas of the face with fat loss. 

After an initial treatment series, repeat treatments may be needed to maintain the correction. 

Most adverse events were related to the injection itself and included nodules, redness, swelling and bruising in the injection area. 

The studies also demonstrated significant improvement in quality of life, and measures of anxiety and depression, conditions which can be associated with lipoatrophy. 

Sculptra should only be used in patients with HIV by health care providers who are fully familiar with the product training materials provided by Dermik and the entire product package insert. The use of the product for other indications, such as to treat wrinkles, has not been approved by FDA. 

Sculptra should not be used in anyone who is allergic to any of the product's components.

As a condition of approval, Dermik has agreed to conduct an open-label registry study of 100 patients for five years to evaluate Sculptra's long-term safety. The study will include at least 30 females and 30 people with dark skin types.
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Johns Hopkins Launches Pilot Study of a Free Home Test Kit for Sexually Transmitted Diseases

News Release, Johns Hopkins Medicine, Office of Corporate Communications, August 2, 2004

Researchers at Johns Hopkins have launched the first government-sponsored study to measure the effectiveness of a Web- and community-based home test kit for common sexually transmitted diseases, such as Chlamydia and gonorrhea.

The study will measure how many women make use of the kit, determine disease prevalence among respondents, record how effectively test results can be returned to the participants, and assess how well respondents who test positive follow through with therapy.

The overall aim of the researchers is to replicate the successful introduction of widely used home pregnancy tests and lower the rates of sexually transmitted diseases (STDs) among young women, who are most at risk of contracting an STD and least likely to undergo regular check-ups for disease prevention.

"Many women are left unaware for years that they have an STD because symptoms do not commonly appear for long periods after infection," said study lead investigator and infectious disease specialist Charlotte Gaydos, M.S., Dr.P.H., associate professor of medicine at The Johns

Hopkins University School of Medicine.   "Indeed, Chlamydia is 80 to 90 

percent without any symptoms of infection, and it can take two to three years before infected women develop signs of pelvic inflammatory disease, a condition that can leave a woman infertile from resulting scar tissue."

Funded by the U.S. Centers for Disease Control, the study test kit will be available only in Maryland, and at participating pharmacies and some recreation centers.  The kit consists of a packaged, sterile vaginal swab and instructions for using it.  Also enclosed are sealed containers for the self-collected swabs and return envelopes with postage paid for mailing the samples back to a laboratory at Johns Hopkins, where they will be tested.

Results will be available within two weeks via a secured telephone answering service that uses kit numbers and passwords.  For women who test positive for Chlamydia or gonorrhea, a referral is also provided to a local community health clinic for treatment, as part of the confirmation telephone message.

More than 500 kits are available as part of the initial pilot program. They are available at locations listed on the Web site: www.iwantthekit.org.  The kits are contained in plain, brown-paper packaging meant to resemble a typical prescription.  An advertising campaign in community newspapers, promoting the Web site, will accompany the study, expected to last six months.

Research shows that self-collected vaginal swabs are as effective as a doctor's cervical exams for diagnosing STDs.  Earlier focus groups suggested that young women preferred the privacy of home sampling and the convenience of picking up kits, at no cost, from either within their home community or through the Internet.

"Our hope is to provide young women with a safe and effective means for protecting their sexual reproductive health that is also easy to use," added Gaydos. "If this home-test kit works, we will have another tool in our efforts to reduce the spread of STDs through outreach tactics for disease prevention.  We can also use these tests as an early-warning system to control future outbreaks - both locally and nationally."

According to the CDC, all people under the age of 25 who are also sexually active should be regularly screened for common STDs, such as Chlamydia and gonorrhea.

The pilot study was launched in Baltimore, Md., in part, because of the city's high prevalence for STDs.  In 2002, the last year for which statistics are available, Baltimore had the third highest incidence (new cases per year) for Chlamydia (at 6,267 cases, behind Detroit, Mich., and Richmond, Va.) and gonorrhea (at 4,873 cases, behind St. Louis, Mo., and Richmond, Va.).

Hot Topics in Hepatitis C – 2004 (The VA National HIV and Hepatitis C Program Office, HCRCs and EES)

The VA National HIV and Hepatitis C Program Office in conjunction with the Hepatitis C Resources Centers (HCRC) and the Employee Education System (EES) is pleased to announce the second annual Hot Topics in Hepatitis C - 2004. The program will be held Friday, October 29, 2004, 8:00am - 2:30pm, in Boston, Massachusetts, prior to the beginning of the American Association for the Study of Liver Diseases (AASLD) conference.  

This program has been designed for VA physicians, pharmacists, physician assistants, nurses and other health care professionals who are currently providing primary or specialized care to veterans with hepatitis C. As a hepatitis C care provider, you are invited to apply to attend or to forward the program materials to other team members who may be interested in participating.

The program will combine educational sessions, discussion of cases and topics and an opportunity for dialogue with leadership of the HCRC program and other VA hepatitis C experts.  Topics to be covered include information on new developments with the treatment-naïve patient, treatment strategies for relapsers and non-responders, current use of growth factors, treatment strategies for HIV/HCV co-infection, management of patients with hepatitis C and psychiatric co-morbidities, liver tumor ablation, and utilization of the hepatitis C case registry.  The program will also give a general update of the state of hepatitis C in VA.  

For more information about this program, including the draft program brochure, as provided by cosponsor VA Employee Education System (EES), St. Louis Resource Center, go to: http://vaww.sites.lrn.va.gov/vacatalog/cu_detail.asp?id=18670  or to the VA National Hepatitis C Web site at http://www.hepatitis.va.gov/vahep?page=scev-2004-10-29-01 questions regarding the program may be directed to Mr. Jim Morrill, MA.Ed., National HIV/Hepatitis C Program Coordinator, 202-273-8296, james.morrill@hq.med.va.gov
Rapid Testing: Advances for HIV Prevention (Satellite Broadcast & Web Cast)

Available at Viewing Locations or by Internet Web Cast Live and Later, and on Videotape and CD-ROM: Thursday, November 18, 2004, 1:00–3:00 PM EST

This forum provides information regarding the availability and administration of rapid tests for HIV; implementation considerations such as providing counseling, testing women in labor, obtaining CLIA certification, establishing a quality assurance program and training health care providers. The forum highlights several public and private organizations, including clinical settings. A panel will answer questions faxed in from viewers.

Objectives of this Broadcast

At the completion of this broadcast, participants should expect to be able to:

· Describe rapid tests for HIV.

· Discuss implementation considerations.

· Describe confirmatory testing for positive test results.

· Distinguish between screening and testing.

· Identify key components of a quality assurance program.

· Identify resources for updates on rapid testing.

Who Should View?

Community organizations, including AIDS services organizations; public and private

laboratories that administer rapid testing for HIV; public health settings; hospital departments such as emergency rooms and labor and delivery units; and health care centers.

Broadcast Sponsors

Division of HIV/AIDS Prevention (CDC) and the Public Health Training Network

Viewer Handout (Agenda; Reading List)

After July 15, available by Internet at http://www.cdcnpin-broadcast.org or by fax at
888-CDC-FAXX (Document Number 130044).

Internet Web Cast

The broadcast will be available live or later via Internet Web cast through a link at

http://www.phppo.cdc.gov/phtn.

Continuing Education (CE) Credit

CE Credit will be offered for a variety of professions, based on 2 hours of instruction. CE

credit will be available only through the CDC Training and Continuing Education Online System

at http://www.phppo.cdc.gov/phtnonline/ after the broadcast.

Invited Panelists or Speakers Include

Harry L. Simpson, Director of Substance Abuse Services, Community Health Awareness Group,

Point of Change, Detroit, Michigan

Jennifer Tsang, MPH, Coordinator, Rapid HIV Testing, The Night Ministry, Chicago, Illinois

Judith A. Wethers, MSHSM, Director, Diagnostic HIV Laboratory, New York State Department of Health, Albany, New York

Gordon Dickinson, MD, FACP, Professor of Medicine and Chief, Division of Infectious

Diseases, Miami VA Medical Center and the Department of Medicine, University of Miami

School of Medicine, Miami, Florida

Bernard Branson, MD, Associate Director for Laboratory Diagnostics, Division of HIV/AIDS

Prevention, CDC

12th Conference on Retroviruses and Opportunistic Infections

February 22-25, 2005 – Boston, Massachusetts

The 12th Conference on Retroviruses and Opportunistic Infections will be held February 22-25, 2005 at the Hynes Convention Center in Boston, Massachusetts. 

The deadline for abstract submissions will be October 19, 2004 (5:30 pm EDT), and the on-line submission system will open on September 17.

The website, www.retroconference.org, will be updated within the next two weeks and will include further details such as:

  program schedule 

  abstract submission 

  travel grants 

  international and community scholarships 

  registration and housing 
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