
NEW WONDER DRUG FOR MS TECFIDERA – (BG12)

The cost to an MS patient is between $60,000 in the US and $70,000 per year in Canada…and Biogen claims it’s effective for inhibiting MS symptoms…but they don’t quite know how it works…by their own admission (the medical research equivalent of throwing crap at the wall to see what sticks). Formerly it was only prescribed for symptoms ofpsoriasis. So how did dimethyl fumarate qualify to become the leading candidate for the treatment of MS?

With self-imposed funding caps for research, drug companies are performing big data searches on thousands of old clinical trials to look for unintended side-effects of molecules that can be interpreted to mean ‘efficacy’ for different diseases. Biogen found dimethylfumaric acid (BG-12), which demonstrated inhibition of immune cells by stimulating the expression of anti-inflammatory cytokines within the central nervous system, in previous trials. Theoretically, this old finding made it effective for the treatment of MS, and expensive-looking but short duration trials of only two years were performed to re-purpose and dress up a drug they already knew they were going to release for the treatment of Relapsing/Remitting MS. But where is Biogen’s conclusive proof that this relatively short period of clinical experimentation justifies the use of this method of disease treatment, and how solid is their data?

Why Should We Trust Drug Company Research Data?
According to manufacturer assertions, Tecfidera is effective as a disease modifying therapy (DMT), but the drug manufacturers also said that Copaxone (glatiramer acetate) was an effective DMT until lack of efficacy was proven in several studies between 2004 and 2012 when FDA warning letters finally went out to the manufacturer, TEVA. In the meantime, billions of dollars of these classes of drugs were sold to MS patients for almost 2 decades (avg sales of over $4bil per year for Copaxone alone) based on exaggerated claims and misrepresented research. Since the warning letter went out, TEVA’s incredible response was to ignore the letter, and to immediately initiate a strategy to actually double the recommended dose to patients in an effort to avoid losing their patent protection for Copaxone which was about to expire! Where a letter like that from the FDA would have you or me shaking in our boots, TEVA basically the told the FDA to go______ themselves. In fact, neither the multiple studies that have found Copaxone ineffective, nor the FDA warning letter ever stopped neurologists from prescribing glatiramer acetate even though as far back as 2004, the Cochrane review provided evidence that glatiramer acetate “did not show any beneficial effect on the main outcome measures in MS, i.e. disease progression, and it does not substantially affect the risk of clinical relapses.” Remarkably, Copaxone continues to be TEVA’s cash cow and at this writing they have been granted the right to appeal their expired patent to the US Supreme Court, despite having almost no basis for a justifiable petition.

Now here we go again with four newly-licenced drugs of the same suppressive immunomodulatory class, (others are Aubagio, Gilenya, and Lemtrada…all re-purposed…or ‘repositioned’ molecules discovered by searching old clinical trial databases for unintended side-effects of failed compounds that were meant to do something else entirely, including Tecfidera (the emerging market leader). These are the new generation of medications that are intended to replace the previous generation of injectable medications, and they were licenced entirely on evidence of safety and efficacy produced by the drug companies and accepted without question by the FDA. The big difference is that they can be taken orally and do not need to be injected. So what do the watchdog groups say about these four medications? Dr. Derek Lowe, Molecular Biologist at Duke University, former drug company insider, and now author, blogger and critic of the current system of re-purposing failed drugs says:‘Randomly throwing these compounds against unrelated diseases is unlikely to give you anything… My best guess is that they have a shot in closely related disease fields, but will ultimately fail elsewhere’.

I notice that there are a lot of ‘may’ claims regarding the efficacy of Tecfidera. For example, it may be neuroprotective; it may have anti-inflammatory properties; it may protect central nervous system tissues from damage by free radicals; it may reduce relapse rates (of MS) by about 35% (NOW UP TO 50% IN THEIR LITERATURE); the pill form may increase the efficacy of the medication. We don’t know because only 2 years of testing was done before it was licenced and released.  So then again…it may not…because the drug companiesdon’t release a lot of research and they lie about safety and efficacy. To unravel the claims, it also may take many years for monitor organizations such as the Cochrane Collaboration to refute shaky drug company evidence based on short and poorly designed trials. But taking note that the claims don’t realistically reflect what Biogen established as a result of their research, Cochrane has already produced a special WARNING STATEMENT specifically regarding these 4 drugs including Tecfidera: ‘…that (drug company) conclusions (regarding these new drugs) do not take into account studies of high enough quality, treatment complications beyond two years, compliance data, (or) reformulation of the investigational drugs or physician experience. There were no adjustments for the era of the study or differing baseline characteristics of the patients at study entry.”
All pretty damning stuff if you dig a bit deeper and read beyond the drug company promotional hype that proliferates an internet search. You have to do deeper dives to read the critical analyses. Wheelchair Kamikazehas done his own informal poll on the benefits of Tecfidera. Over 500 MS patients honestly reporting their results on his site so far have NOT been impressed by their health outcomes in the least; basically PLACEBO can produce the same or better outcomes without the negative side-effects. The question here is who to believe…the drug companies backed by their neurologists who have a vested interest in the financial success of Tecfidera, or the patients who actually take the medication who just want some treatment that’s going to workand who have NO vested interest in reporting that they remain sick and non-responsive to their medication?

Keeping Us Sick
MS medications are sold into a market where patients don’t EVER get better (because the drug is not meant to treat the CAUSE of the disease, only some disease symptoms) although MS patients live a long time with ever-increasing disabilities until they progress to secondary progressive MS (where there’s a whole other world of serious medications waiting once the patient becomes sicker). MS is actually a ‘dream disease’ for the pharmaceutical companies, because most MS patients deteriorate both neurologically and functionally over years whether they take medications or not.  There’s a long, wide open window to convert this growing patient population to long-term medication revenue. Now if I was a cynical person who believed in conspiracy theories I would suspect that this new array of MS medications was a carefully conceived ‘bait and switch’ strategy perpetrated by the drug companies to replace a less costly drug with a way more expensive one…to gain many more years of patent protection…just to increase profit margins and meet ever-more demanding market expectations. Patient health outcomes are secondary to the goal of revenue and MS medications remain among the most profitable areas of the pharmaceutical business (Let’s do the math on Copaxone…this well-known drug company critic has done it for us…and Tecfidera when established, will dwarf Copaxone revenue). The best part about it for the drug companies, is that these medications don’t even have to be effective!
Now that you know the secret that the drug companies exist to satisfy their shareholders and NOT the health needs of their patients, please read the following article and see if you can appreciate the paradoxical irony. Mentioned in the article is the drug company’s goal to keep the patient on the drug longer before the patient graduates to a secondary progressive phase of their disease. Oh yes, also notice they have only targeted North America, Europe, Australia and the UK for release of these meds…countries with the highest disposable incomes, healthcare systems that will pay for the drug, and regions where they have lobbied governments to control and block the therapeutic use of stem cells for treating neurodegenerative diseases. In fact these drugs are more of a financial breakthrough for investors because they maintain the patient as an acutely ill patient, generating more years of revenue for the company.

A Decision Resources survey found that American neurologists consider Biogen’s Tecfidera to be abreakthrough in the treatment of MS (apparently they are unfamiliar with Wheelchair Kamikaze’s informal patient poll…and presumably ignoring what their own patients are telling them). It is not known what information this survey was based upon although the drug can be taken in capsule form orally by patients, replacing the previous generation of the same medications (i.e. Copaxone) that had to be injected.  If, as pointed out by watchdog agencies, these new non-injectable drugs don’t actually do what they claim, haven’t been tested as rigorously as most other medications in a mad effort to rush them to market to beat the many DMT competitors scrambling for market share, and aren’t really effective towards a cure, by what measure are these drugs considered ‘a breakthrough’ when they only preserve the patient’s state of illness for a longer duration? Perhaps these neurologists own stock in Biogen.

How the Drug Companies Look for their ‘Breakthrough’ Meds in 2014
We all have an image in our heads of the way drug research works. We think of Indiana Jones-type field researchers gathering strange-looking, previously undiscovered plants in dark corners of the Amazon Basin while back in the lab, white-coated technicians pour over test tubes and work with mice, microscopes and trays full of tiny vials. Well that DID happen…but that was the Sixties and those days along with your old Monkees albums, are just a distant memory.  In 2014, the truth is that Tecfidera and these other so called ‘breakthrough‘ medications for MS have not been discovered through careful science that examines new compounds from new biological sources; nor brilliant researchers who, in a ‘Eureka moment’ postulate an outcome through the application of a  hypothesis in consideration of a protocol that can be tested. No, new drug discovery happens inside a drug company computer that silently sifts through mountains of coded data looking for unintentional side-effects of discarded compounds from previous failed clinical trials. When it finds an ‘effect’ it knows that it might have a treatment for some disease. The computer then searches the billions of bits of data to match all possible diseases to that ‘effect’. When the ‘match’ looks like it might score 7 out of 10, company executives make a business decision to perform a few years of testing while cranking up the rhetoric and the promotional hype. In the case of Gilenya (fingolimod), even though there were significant adverse events (multiple patients died in testing AND subsequent to licencing in 2010), the drug company had already fired off the licencing application (along with $3mil) to the FDA and had taken next steps to commercialize it, with the marketing department spinning broad interpretations of the results, twisting the language around the solution and developing a list of plausible claims that could be made, all protected by a legal device called ‘safe harbor’. In today’s world of drug companies having consolidated their power to do pretty much what they want, ’researchers’ do nothing more than take the old drugs off of the shelf and plug them around to see what they might be good for. Why spend money on expensive field research for new drug discovery when the shelves are full of ‘re-purposable’ molecules? Good enough.

Biogen got lucky with one of the drugs they had on the shelf, dimethyl fumarate (Tecfidera) because it had more survivability after oral ingestion in the human body, allowing it to transform into an anti-inflammatory stress protein (with fewer negative side-effects) and it proved less dangerous than fingolimod (Gilenya) for example, which works differently in sequestering lymphocytes, preventing them from realizing an autoimmune response in the CNS. But none of the four oral medications licenced to treat MS symptoms were EVER conceived as appropriate for the treatment of a neurodegenerative disorders and they only work marginally for that purpose, still only masking the SYMPTOMS of the disease. The etiology, or cause of the disease is ignored and does not factor into the equation for these medications. Conducting medical research by looking for the unintended side-effects of a drug and picking the best one is detestable, flat-earth society stuff. It’s the equivalent of making the disease fit the treatment, not the other way around; and it makes a mockery of serious scientific medical investigation.

Additionally, the drug companies consider those long-failed clinical trials appropriate to reducing human phase investigation in their rush to get the drug to market because they already did human testing…decades ago, but for completely different diseases. These drugs (including Aubagio, Gilenya, Tecfidera, and Lemtrada) have recently been slammed by many critics for lacking significant differentiation from their respective predecessor compounds; yet their licencing allows the drug companies to continue to make excessive profits under new patent protections, which don’t do much for the patients but make the company shareholders very happy (and because they cost so little to develop relative to traditional scientific investigation). Where society mistakenly believes that drug companies exist to engage in research to produce cures for disease, in the company shareholders’ risk averse, ‘profit-conditioned’ minds, just the reverse is true. The investors’ view of drug companies that develop medications intended to ’cure’ is that this is NOT a good business strategy in light of the fact that a growing number of ill patients can be maintained in that state on expensive, patent-protected medications on a long-term basis. Morality and ethics aside, the market demands this opportunistic business behavior of the drug companies where tolerated. So the truth is, where it comes to chronic neurodegenerative diseases, the drug companies aren’t even looking for ‘curative’ solutions…something that in their profit-conditioned thinking, they don’t even regard as a conflict of interest.

Indeed current market and pipeline analyses for competition in the global MS therapeutics market indicate emerging trends that include second generation IFNß agents and S1P receptor modulators, kinase inhibitors, MS vaccines, and agents that target novel pathways…but they are quite absent of any stem cell-based therapies which have been the only therapies that have recently provided evidence that a ‘cure’ is possible. A further review of the key industry drivers also indicate that cellular medicine solutions simply don’t factor into any financial implications because of the vigorous federally enforced regulatory restraints on stem cell research and therapies. As far as the market is concerned, it is as if these solutions DON’T NOW, AND NEVER WILL EXIST…

In Our Future there will be a Cure for Neurodegenerative Diseases. The Future is Now.
So what can WE do as patients and as persons with family affected by MS or any one of a growing number of neurodegenerative diseases? For their exclusive right to control the pharmaceutical marketplace, drug companies need to be held to a higher standard, if not by the regulators (FDA), then by the patients and their families whom they ostensibly exist to serve. From now on, QUESTION EVERYTHING YOUR NEUROLOGIST TELLS YOU and join a patient advocacy group for cellular medicine. Educate yourself in all areas, especially the new protocols for cellular medicine and investigate their efficacy in treating neurodegenerative diseases. Neurologists are simply the field force for the pharmaceutical companies and they are incentivised to promote drugs and dissuade their patients and their families from educating themselves regarding other effective therapies, even though the risk of taking the drugs they prescribe will produce serious negative side-effects and are unlikely to change the disease profile or timeline. That’s not good enough.

So get involved. Get active. Email or call your local representative, MP, Senator or Congressman. Post and re-post those therapies that are being clinically studied and appear to be safe and effective. Demand more scientific investigation of cellular medicine. Get in someone’s face and be politically incorrect. Lives are at stake. Only through patient advocacy ‘ a change gonna come’.

