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Submission to: Pharmaceutical Benefits Advisory Committee (PBAC)

PBAC Online Comment:

Sculptra has been successfully used to restore facial contours in people with HIV related facial lipoatrophy.  In a special access scheme designed to provide, at no cost up to four treatments, 300 individuals across Australia - who had moderate to severe facial lipoatrophy and low incomes - received treatment.  The program was coordinated by the National Association of People Living with HIV/AIDS (NAPWA) and the product was supplied free by Sanofi-Aventis.  Treatment delivery was provided by plastic and cosmetic surgeons in NSW via a one off grant from NSW Health.  In NSW, 205 individuals received treatment. 

An evaluation program was set up with patients, referring S100 prescribers and Sculptra practitioners/proceduralists.  Evaluations from all three groups were overwhelmingly positive. Comments from patients included: 

· As I am suffering wasting on a grand scale I would love to have continued treatment.

· Even though it was painful the results make me feel great – stopped my depression and gave me new vigour and confidence.

· This program has made an amazing difference to my confidence and life in general.

Minor side effects were reported by three proceduralists who noted minor nodules or bruising. One referring S100 prescriber, also noted ‘expected outcomes’. 
Treatment with highly active antiviral treatment (HAART) enables the majority of people living with HIV to achieve sustained viral load suppression however the prolonged used of HAART has been associated with a number of side effects, including facial lipoatrophy.  

36.8% of respondents to Latrobe University’s HIV Futures Five Study report lipodystropy or lipoatrophy.
  The negative psychological and social impact of facial lipoatrophy, have become a major concern for many people with HIV.  Even small losses in facial fat can produce a profound and highly identifiable change in appearance.  For those affected by the condition there is concern that facial fat loss may readily identify them as being infected with HIV and thereby impact dramatically on their self-esteem, privacy, socialisation, employment, and quality of life.

Potential for developing lipoatrophy has also affected people’s decisions regarding whether to start anti-viral therapy or indeed, whether to continue with it and risk this stigmatising condition.

For many people, lipoatrophy is a devastating consequence of either past treatment with HAART or limited treatment options due to drug resistance.  It is not known exactly who will develop facial lipoatrophy whist taking HAART, however, it seems the risk is increased if patients take a combination of anti-HIV drugs including Protease Inhibitors (PIs) and Nucleoside Reverse Transcriptase Inhibitors (NRTIs) – which many people need to take as part of combination therapy. . 

Studies have shown that the longer you take HIV drugs, the greater your risk of body fat changes occurring (after three years, 30-40% of people taking a combination of PIs and NRTIs developed some kind of body fat change).  Fat loss is more common in women, and older people are more likely to report fat loss from the limbs, buttocks and face.

For people with moderate to severe facial lipoatrophy, marked improvement in facial contour is produced by treatment with Sculptra. 

After treatment, improvements in self-esteem, anxiety and depression are frequently reported.  People also report increasing engagement with social networks and improved quality of life.  Greater self-confidence produces a willingness to find employment, resume stalled careers and to move away from a reliance on Centrelink Benefits.  

The use of Sculptra (Poly L-lactic therapy) to treat people with facial lipoatrophy although successful is expensive. A course of restorative therapy for moderate to severe facial lipoatrophy costs more than $3,000.  Sculptra is not a permanent solution.  Treatment may need to be repeated every few years via top-up procedures at a cost of $1400 to maintain facial contour.  

Currently the cost of treatment with Sculptra can excludes people on low incomes and those who are reliant on Centrelink benefits
.

“There are financial hardships associated with being HIV positive. Some of these are structural and systemic, for example the cost associated with managing the negative consequences of treatment, some result from stigma and disadvantage that result from reduced employment options, while others are the cumulative effects of living for many years with uncertain or fluctuating health and wellbeing”.

Positive Life NSW would like to thank the Pharmaceutical Benefits Advisory Committee for this opportunity to provide feedback on the benefits of treatment with poly-L-lactic acid for people experiencing facial Lipoatrophy in NSW.

The listing of Poly-L-lactic acid on the PBS would make it much more likely that quality of life and reengagement with the community is within the reach of all people with HIV, regardless of income.
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� HIV Futures Five Study, Life as we know it: The Australian Research Centre in Sex, Health and Society, La Trobe University, October 2006, pp55 ( “just over half (51.2%) of respondents were currently employed, with slightly more being in full-time work (34.1%) than those in part-time work (17.1%). The remainder tended to describe themselves as either unemployed (10.7%) or retired (19.8%)”.
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