                                  Towards a patient bill of rights part 2

Knowing Better and Doing Better- The Future of Stem Cells is Now.
We honor God when we use our intelligence to create for the greater good. That honor is of the highest order when we use everything that God has given us to create something that will improve or save lives. Improving the human condition is also the ultimate act of human kindness, and I believe that all humankind is good at its core.  If we accept that human beings are essentially good, it also naturally implies that we understand the difference between good and evil, or right and wrong. Interestingly, even recent psychological experiments with babieshave demonstrated that they know the difference between right and wrong at a very early age, long before socialization has occurred. Knowing the difference is part of the natural instinct of man. Doing wrong comes from man being put in desperate or artificial situations.

I started down the path of investigating stem cell therapy because it naturally felt like the right thing to do. I reasoned that if what we find within a person can be used to heal that person with just a bit of help and guidance, isn’t that good? Isn’t that the right thing to do? I knew it was right to attempt to find a place from withinthat we could look to as a source of healing. ‘From within’ is quite an ambiguous phrase. ‘From within’ could also mean the intangible ‘strength of character’ qualities we find within ourselves, not just beating hearts and breathing lungs. A requirement for survival is our spiritual strength that also comes from within. Spiritual strength is every bit as important as anything else that would keep the life force strong, including the physical attributes of organs that pump away inside, or our immune systems that protect us from disease; and cells that work relentlessly to restore the original DNA to maintain balance which is also known as ‘healing’. The will to live under extraordinarily difficult circumstances requires a special inner strength rooted in spirituality that can overcome personal pain and suffering. The fortunate ones among us will never have to face these extraordinary circumstances. And those who are challenged with a debilitating chronic terminal illness certainly do confront iteach day of their lives.

Lack of Progress towards a Cure
We now have a century and a half of major medical advancements behind us. For the good of humankind we have developed the scientific tools that have refined our understanding of natural organisms and organic chemistry to a complex level. The age of modern medicine has seen ancient diseases such as polio and smallpox eradicated, diabetes controlled, grave infections overcome, human bodies cured in a thousand other ways, including valve and organ transplants to replace worn out and diseased tissue. And life-saving folk remedies that could be bought for centuries in apothecaries across Europe became the antecedent for the contemporary science of pharmacology (the science of the study of changes brought about in living organisms by chemically acting substances).

Yet we are seemingly no further along the path to either curing or controlling neurodegenerative diseases than we were before the age of modern medicine despite the fact that we have learned so much. Neurodegenerative diseases are a group of disorders that seriously and progressively impair the functions of the nervous system through selective neuronal vulnerability of specific brain regions. What we know for sure is that mitochondrial dysfunction and oxidative stress play a contributory role in neurodegenerative disease pathogenesis, including in four of the most prevalent diseases; Alzheimer’s, Parkinson’s, MS, and Amyotrophic lateral sclerosis. Basic similarities that connect these diseases to each other at the cellular level should suggest potential therapies that could guide us toward a cure for many diseases simultaneously. But after a century of investigation, medical science has not been able to identify or validate that medicinal therapy is useful to resolve the disease process when directed at these targets; that is, the primary mechanism by which brain cells are lost, fail, atrophy or become toxic. In fact no medically approved therapies exist that can slow the chronic progression of any one of these neurological diseases by even a month over a lifetime.

Modern Medicine has Failed Patients in Favor of Profits
So why are we looking to chemicals exclusively for the key to unlocking complex brain disorders? The few drugs that medical science has found only modify these diseases and are are crudely effective at best with most having major negative side-effects for the unfortunate patient. With researchers concentrating on chemicals exclusively as potential therapeutic agents, little has been found in that realm to be effective. That hasn’t stopped drug companies from producing chemical formulations and the neurologists from prescribing those medications specifically for each of those neurologic diseases. But the truth is that whether or not a patient with one of these diseases takes those disease modifying drugs, they will deteriorate and suffer through their disease along the same timelines as they naturally would have otherwise.

The following link contains excerpts that were written by various physicians who participate in a Q+A blog on a regional MS Society website blog regarding MS and their medications. Patients ask questions of these doctors on an online forum and the doctors answer them directly. Most questions are about medications.  It wasn’t necessary to frame each question because the consistency of the doctors’ answers is more revealing:http://www.regenetek.com/special-view/patients-questions-answered-by-ms-society-sponsored-physicians/
Those answers are typical of what average doctors know about MS; and the same would be true of their knowledge of other neurodegenerative diseases. Physicians find it difficult to admit that nothing in their learnings either before or after medical college has given them the ability to meet the same standard of care with which they treat and manage other diseases. After all, there are no drugs that will cure neurodegenerative diseases, and in fact these diseases are categorized as ‘incurable.’ Yet despite a history of failure over decades, and no real understanding of what must be done to effectively target a cure, more drugs continue to be patented and approved for use as therapies. Three new drugs were recently approved in the suppressive immunodulatory class for MS [1] [2] [3]; yet apart from being able to be taken orally instead of via injection, these drugs are not an improvement over the previous generation of MS medications. Despite the billions spent on investigating drug therapies for effective treatment of neurodegenerative diseases, none have even hinted that they can be meaningfully effective as cures. Modern medicine has failed these patients and the solution to finding an effective cure for neurodegenerative diseases is regarded as the medical equivalent of the ‘holy grail’.

I should make it clear that the burden of failure is all on the patient. And furthermore that many people who have studied the issue feel that cures are possible in the very near future. But the path to cures has been laden with artificial obstacles. The drug companies easily manage to recover their research and developmental coststhrough the patenting and licensing of medications that are minimally useful and are sanctioned and prescribed by the same doctors that freely admit that ‘luck’ has more to do with a patient’s effective treatment than the medication. Indeed, even more luck is necessary for patients to avoid some of the significant side effects of these drugs. These medications are also among the most lucrative medications that the drug companies distribute since they are generally prescribed for long-term use. Company shareholders demand dividends and the market takes notice when any drug company announces a new medication for MS or Alzheimer’s. This is because with neurodegenerative diseases, especially ones such as MS, these medications are generally taken during the course of a normal lifetime and will cost each patient a staggering amount over that time. What do they actually cure or prevent? Well, nothing. I speak daily to patients, some of whom are taking these medications and others who are not. From my perspective, I cannot perceive a difference as to their disease progression either way. And patients on medications are all experiencing many significant negative side-effects. From a risk/benefit analysis, it must be admitted that the hazards are far too high. Informed patients understand this. But here it is useful to note that these drugs are prescribed by neurologists because they are the only tool they have in their kit. There are no other choices and the drug companies make absolutely certain it remains that way. The drug companies actively interfere with therapies that show promise in research trials and do everything they can to discredit, misinform and otherwise keep the vocabulary out of public usage, and this includes for patients and doctors alike.

A New Therapeutic Paradigm
We already know where to look for useful therapies. To prove this, I’m going to go through a bit of the science and then some evidence that informs us.  Stem cells and especially specific types of mesenchymal stem cells (MSCs) derived from the patient’s own bone marrow (also known as autologous cells) have shown enough efficacy in clinical trials to be the most likely source from which to find the cure for many types of diseases. No longer must embryonic stem cells from other humans be considered as the most effective cell types. Using one’s own cells lays to rest safety issues as well as the legacy moral and ethical questions about where heterologous cells (cells from other donors including infant umbilical cords) might have come from, if used for treatment in others. If the science has progressed to the state where the source of the safest and most effective healing cells comes from within the patient’s own body, no religious or patient group would have any issue whatsoever with a transplant.

If we accept that we can use the patient’s own stem cells to repair diseased tissue, we can move on to the method of treatment. Stem cells act as a healing system for the body, replenishing adult tissues.  When we are children through adolescence, we have billions of stem cells (specifically known as mesenchymal stem cells or MSCs) coursing through our veins, performing surveillance, ready to locate at the site of any injury or inflammation to heal and reduce. Healing happens within days after that. MSCs are the body’s protector when we are young. As we age, the healing cascade of events after injury is different. As most people recognize through personal experience, there is a dramatic difference in healing times for injuries when we are older. Many neurological diseases start to appear at a time the stem cells start to decline in numbers. A quick review of what is going on in the neurodegeneratively diseased brain informs us as to protocol for therapy. When inflammation occurs due to injury, including in age-related chronic brain disorders, immune cells at the site of the disease produce inflammatory mediators known as cytokines. MSCs taken from the patient and grown to therapeutic numbers in vitro are introduced selectively and directed toward diseased tissue. After infusion to the area of injury, through chemotaxis (movement toward a concentration of a chemical), these MSCs find their own way to the area of inflammation (disease).  In response to these cytokines, which act as chemical messengers, attracted MSCs are predisposed to produce nitric oxide and chemokines. Chemokines are protein molecules that serve to attract other cells such as T-cells. T-cells then migrate closer to the MSCs, where they encounter the nitric oxide and chemokines that suppress their function. These MSCs are essentially immune response modulators secreting powerful bioactive molecules, effectively doing what fixed and immobile chemical-based formulations cannot. They are precisely like an entire pharmacy with door-to-door delivery, dispensing exactly the right class, formulation and amount of medication to overcome a disease with none of the adverse side-effects. From the point the cells suppress the disease, their differentiation potential (ability to become a variety of different cell types, including myelin and neurons), make them ideal candidates as cell replacement entities. Since they are the patient’s OWN stem cells, they behave like them and do the job they were meant to do now that they exist again in greater numbers within the diseased area. In other words, without provoking any immune response that leads to graft rejection, these cells grown to therapeutic numbers from the donor patient in vitro, also replace destroyed myelin and neurons in the CNS to restore physical function. Since immunosuppression is necessary for treatment in autoimmune diseases such as MS, Alzheimer’s and Parkinson’s, the multiple properties of mesenchymal stem cells offers great hope for clinically managing these diseases. A great body of evidence from clinical trials from around the world confirm these facts and if this was normal medical research we would already have many more licensed therapies for many more diseases. As it is, only some small trials for treatment of MS are happening in the US, but there are problems here too.

Problems Inherent in US Clinical Trials
A handful of small clinical trials using marrow-derived mesenchymal stem cells are occurring for the treatment of MS in the US at the moment. After a number of years of administrative delays with their applications, both trials, one at Cleveland Clinic, and one at Tisch MS in New York, were granted Phase I status by the FDA and are recruiting a few patients. Phase I of any clinical trial is concerned with ‘safety and tolerability’ issues and there are 4 phases in any clinical trial. It has been commented that at the current rate, it will take between 20 and 30 years for either of these trials to provide proof of efficacy in a human population to the point that any successful protocol could be licensed. Furthermore, the big pharmaceutical companies lobby governments and the FDA relentlessly to keep those therapies that show promise, those that TRULY warrant further investigation, from ever seeing final stage trials. And we have seen over and over again how the big drug companies ALWAYS get what they want.

Most people reading this will already know that the FDA has restricted use of your own cells to regulate your body as if it were a drug factory; in other words, by legislation in the US, your own stem cells are most certainly ‘drugs’.  Even district courts in the US have ruled that the FDA has jurisdiction over all human biologics that include your own feces, basically turning any cell in your body into a ‘drug’ by law. For any cell that is removed and then returned to the same donor patient for any reason whatsoever, FDA drug-approval requirements must be met. The implication for medicine is the immediate impact that this ruling has had on cellular research and especially therapeutic research in the US. Of course, apart from the inherent hypocrisy and lack of recognition for the laws of nature, the lack of common sense is breathtaking. This is why there are only two small clinical trials in the US that are treating a total of 44 patients on a timeline that may take 30 years to meet FDA approval requirements. This regulatory over-reach would only make sense in the context of the FDA attempting to support its corporate partners, the drug companies, by buying them time in the market for recovery of their considerable investment in the newly licensed suppressive immunomodulatory drugs and to gain a greater foothold with other drugs in the pipeline. In a not-so-thinly-veiled act of desperation, working hand in hand with the big drug companies, the FDA has thus forestalled clinical investigations of the only potentially effective therapies that can be used to help repair damaged tissue for neurodegenerative diseases.

It’s not that there isn’t a lot of stem cell research happening. But what is its focus? University researchers who recognize the intrinsic value of stem cells, incentivized by funding for their own research from the drug companies, generally side with them so that their funding isn’t disturbed. They KNOW stem cells are useful and can differentiate in the brain to become oligodendrocytes, myelin, neurons or other parts of the central nervous system. But instead of using the natural ability of the ‘healing cell’, the patient’s own stem cell, they are looking instead for new drugs expressed by stem cells without the stem cells themselves ‘being used as the drug’. With this drug discovery research as the goal, the drug companies are now funding research at Harvard and a dozen other universities so that they can partner with, ‘own’ the patents on the chemicals they discover, and licence the protocols…the current ’holy grail’ of medicine. Again contrary to all evidence from therapeutic trials, the drug companies are rushing to make this happen before any autologous stem cell therapies are licenced. With a nod and a wink, researchers at Harvard and elsewhere around the US and Canada knuckle under a clinical research system that has been thoroughly co-opted by market forces, so that current stem cell studies become nothing more than surreptitious vehicles for promoting new drugs — but not new therapies for neurodegenerative diseases.

We KNOW Better — We MUST Do Better
At the outset of this article, I referred to the fact that ‘doing wrong’ comes from humans being put in desperate or artificial situations. We all know the distinct difference between right and wrong, and in this case there can be no doubt of which is which. It follows this trail: Medical researchers performing stem cell lab research, frightened of having their funding cancelled and losing their chair at a prestigious university say and do things that they know are ridiculous. To be politically correct, they publicly laud the FDA for their equitable and just approach. And they perform stem cell research that investigates drug possibilities only. (yes, it appears WHAT we research and HOW we research is a political statement as much as it is anything else) If necessary they bury their findings or change the data to meet expectations (at least in the early phases to fire up the market), again so they don’t disturb their continuous funding. Meanwhile, the legislative branch rules, and judges uphold that stem cells by themselves are ‘drugs’ and must be kept from use by the public or even unsanctioned research. Witch hunts ensue. Examples are made of non-compliant researchers, and doctors. Stem cell advocates cry foul and tilt at the FDA’s windmill. Through it all, the drug companies spend 4X as much promoting, lobbying governments, and marketing their licenced drug products directly to physicians (called ‘education’) than they do on research. Finally, doctors prescribe the new drugs without any budgetary constraints. They have no idea what these drugs cost and the sacrifices their patients make to be compliant. For these newly released drugs, MS patients for instance, may spend in excess of $70,000 per year for ‘maintenance’ medications that aren’t particularly effective in addition to the cost of other meds (for pain, etc.) and hospitalizations as they progressively deteriorate.

The hardship of cost, a lifetime of progressive loss of function, loss of mental acuity and chronic pain must be considered against the possibility of a single treatment that may provide a cure. Those patients who are faced with a debilitating chronic terminal illness confront pain and personal indignities that challenge their strength of character each day of their lives. As I stated in Part I, a growing group of patients would rather prematurely end their lives than endure the pain and indignity. All unnecessary, but by the time we have exposed and overcome the corruption within the system, many will have died never knowing that the ability to heal themselves, like their spirituality, was within, easily accessible and tragically wasted, while others — the privileged ‘gatekeepers’ of our society — knew better — and kept it from them, so that they could use it only as long as it profited them.

