GSK to seek India trials of cervical cancer vaccine
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GlaxoSmithKline Biologicals will soon approach the Indian government for permission to conduct efficacy trials of a vaccine for cervical cancer, a disease that kills around 75,000 Indians each year. 

Dr Sanjoy K Datta, GSK’s director of clinical R&D and medical affairs in vaccines for the South Asian region, said extensive efficacy trials, or safety trials- the last part of phase three in product development - are being conducted elsewhere in the world successfully. 

"The last phase requires around two groups adding up to around 30,000 persons, and are being done in the US, Canada, Latin America, Taiwan, Thailand and the Philippines," he said. 

The vaccine works by immunising the body against the human papilloma virus (HPV) types that cause cervical cancer. It is effective when administered to adolescent girls before they become sexually active. 

There are around 100 types of HPV, of which four can cause cervical cancer. The HPV is transmitted by sexual contact and, once inside the cervix, it can cause abnormal cells to develop in the lining of the cervix, or the opening of the uterus. Sometimes, a person can be exposed to HPV and not develop symptoms for years. 

"We are hoping that the vaccine will be available in other parts of the world within two years," he said. 

Dr Datta said that, at present, annual Pap smears are the most effective screening test. But screening entire populations is a hugely expensive affair and not very reliable, since not all abnormal cells detected are harbingers of cancer. "There are very few countries in the world with successful Pap smear programmes," he said. 
Cervical cancer is one of many diseases that have an infection stage, in this case, caused by the HPV 16, 18, 31 and 33 types (there are around a 100 types of virus). 

"At any point of time, up to 20% of the population could be carrying the virus, or have serology indication infection by the virus," Dr Datta said. Most of these types cause harmless warts. "HPV 16 and HPV 18 account for 75% of the cervical cancer burden," he said, "so we focused on these two strains." 
Here is where the importance of the vaccine comes in. A positive Pap smear is too late: the damage leading to cancer has begun. A girl can get infected more than once, and it could take decades for the cancer to develop. 

So the way out is to vaccinate adolescent girls before they become sexually active. GSK has also developed a malaria vaccine after extensive trials in Africa. 

"Recently, we published the results, which are very, very encouraging," Dr Datta said. "It provides protection against falciparum malaria (known here as malignant malaria) and we are now in the next stage of efficacy trials." 

Dr Tilman Ruff, an Australia-based consultant for infectious diseases and public health physician, saidthe results have been "extraordinarily exciting". "These are the best results for any malaria vaccine that has entered trials." 

The vaccine, on which GSK has been for working for the last 20 years, is mainly effective in children, but GSK is now trying to expand it and make it work on adults also. 

"We hope to make this available in four or five years," Dr Ruff said. 

When asked if a vaccine that works on an African population would also work in India, considering the genetic and other differences, Dr Datta said genetic differences are "not even a fraction of a percentage". 

"It’s a fallacy that a vaccine won’t work in a particular racial group," Dr Datta said. The problem is actually more "environmental", he said. Traditionally, clinical trials have been done in the West, where people are fit and have better access to healthcare. Dr Ruff said it is theoretically possible that there might be some future vaccine that might work for some groups and not others. "So far, of all of the vaccines that have been developed in trials, I can think of none that has displayed such differences," he said. Dr Datta and Dr Ruff were here for an international conference of pediatricians, at which they presented a vaccine that works against childhood diarrhoea caused by the rota virus. The GSK vaccine has been evaluated in North America, Latin America, South Africa, Bangladesh, Singapore, Taiwan and Hong Kong. They pointed out that the oral rehydration therapy being promoted by the World Health Organisation since 1971 is yet to take roots. 

"Even today, there are 450,000 children dying every year around the world from rota virus diarrhoea, of which a 100,000 die in India alone," he said.

