The dark side of drug trials

Some of you may have seen a documentary on BBC2 recently called ‘The Dark Side of Drug Trials’, exposing the reality of drug trials being outsourced to developing countries in order to bypass more stringent ethical guidelines in developed countries. 

The programme concentrated on a trial for a cancer drug, M4N, developed by an independent researcher in the USA. Having tested it on animals, but not sufficiently to get ethics in the US, she nevertheless approached an Indian hospital based in Kerala to carry out a trial on human subjects. The hospital agreed, but one doctor blew the whistle on his colleagues for not getting proper informed consent.

The one surviving patient lies immobile and ‘sick’ on his bed at home. Previously an active man, the family provider, he now has a mysterious illness and nobody knows whether or not it was as a result of the trial. But in any case, the point is the consent. The patient thought he was receiving local anaesthetic injections. 

This is of course the tip of the iceberg. Over the past 10 years Pfizer and GlaxoSmithKline  have both come under fire- Pfizer for testing a meningitis drug in Nigeria without proper consent during a major epidemic, and GSK for testing a Hepatitis E drug on thousands of Nepalese soldiers - many of whom may have been illiterate - after rumours of bribing civilians to take the drugs led to protests. 

So how do they get away with it? Of course, consent forms must be obtained- but it’s the manner in which they are obtained that’s the problem.

Quotes from patients in India who have undergone drug trials reveal the reality;

"I was just told that the drugs were American. They used to give me the tablets and I used to eat them," says Parshottam Parmar, a patient on a drug trial for an anti-psychotic being conducted for the world's second largest drug pharmaceutical company Johnson and Johnson in a psychiatric unit at a hospital in Gujurat. 

"We just sign because I believe the doctor takes the signature to help us. That's why I sign it."

There is another issue with outsourcing trials. Will the drug ever benefit the population it is tested on? Or will it be patented and marketed at an unaffordable price for that country? 

Thankfully this issue has been aired well in the recent documentary, responses in major newspapers and because of ‘The Constant Gardener’. Exposing these crimes in the media, educating patients about their rights, and foreign doctors about their responsibilities, is the way forward. It’s thanks to the whistle-blowers, who may risk losing their job and reputation, that these things have been brought into the spotlight, but we as doctors also need to ask these kinds of questions about the new drugs that we are expected to buy. Perhaps to a drug rep over lunch- hmm, controversial!
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