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It is encouraging that the ongoing debate on current regulations and other obstacles to translation of
cellular therapies to the clinic is now offering an opportunity to voice and consider patients and lay organizations’ perspectives1,2. It is important for CellR4
to provide such platform, where patients and scientists could improve communication and reciprocal
understanding on why, for example, from a patient
perspective evidence-based medicine should not constitute a barrier to try to explore new potential therapeutic strategies and even unproven hypothesis.
My story begins in 2006 when a man posted something about stem cell therapy on an online COPD discussion board. He was immediately branded a quack
and a con artist by the moderators and his posts were
not allowed. There were a few of us however, who
were interested in what he had to say. We tracked him
down and learned that he was in his 70’s, had very severe COPD and had flown to Argentina to have autologous stem cell treatment with a doctor there. His
improvements were remarkable. He said he had one
foot in the grave before getting treated and now he
was back to his daily routine and even able to fly internationally to visit his children. I am happy to report
that he recently celebrated his 83rd birthday.
To anyone not familiar with COPD, the NIH website
states, “COPD is a major cause of disability, and it’s the
third leading cause of death in the United States. Currently,
millions of people are diagnosed with COPD. Many more
people may have the disease and not even know it.
COPD develops slowly. Symptoms often worsen over
time and can limit your ability to do routine activities. Severe COPD may prevent you from doing even basic activities like walking, cooking, or taking care of yourself.
COPD, or chronic obstructive pulmonary
(PULL-mun-ary) disease, is a progressive disease
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that makes it hard to breathe. “Progressive” means
the disease gets worse over time.”
That description doesn’t begin to cover what someone with severe COPD may be dealing with. Something as simple as taking a shower, laughing or
walking more than a few feet can leave one totally out
of breath, gasping for air. Panic attacks often accompany those unable to breathe properly. Catching a cold
can end up in a hospital stay. Frequent bouts of bronchitis and pneumonia are common. Depression can
make a person who suffers from such low quality of
life suicidal. Many patients depend on a caregiver to
take care of them. The cost to society is enormous, not
to mention the cost to individuals and their families.
One of the other ladies who had helped track this
man down and I decided we would like to try stem
cell therapy too. After discovering the rigors of trying to get to the location of the clinic in Argentina,
we faced the reality that it probably was not something either of us were able to physically do since
we both were on supplemental oxygen 24/7.
We continued to research and she found a company in California who offered stem cell treatments
in Tijuana, Mexico. That location was much more
feasible and we made arrangements to get stem cell
treatment. Our naivety was only exceeded by our
excitement. That was in April, 2007.
We were treated in a small clinic in Tijuana.
When we returned to our respective homes, we both
became seriously ill. So ill, that she eventually had
to be hospitalized. To make matters worse, there was
simply no support or information available to patients back then. We both eventually recovered, but
realized we were babes in the woods. Desperately
ill, we had simply gone off trusting that the clinic we
went to was going to produce the same results as the
man who had gone to Argentina who was treated by
a well known Argentinian cardiologist.

It was at this point that my son suggested we start
our own discussion forum. He set it up and the Stem
Cell Pioneers3 site for patient support and stem cell discussion was born. Over the years, it has grown in its
scope. While continuing to be completely patient moderated, we do invite a guest host each month from the
stem cell community to field questions from members.
One of the hardest parts of being involved in the
Stem Cell Pioneers is having members pass away who
lived with the hope that stem cell therapy would become an accessible reality for them in their lifetime.
This situation, as well as my own success with subsequent stem cell therapy, has caused me to take a hard
stance against the overreach of the FDA when it made
the decision to regulate our own stem cells as drugs.
It has opened my eyes to the power and profit involved in that decision. I don’t believe such unprecedented regulation is about protecting patients at all,
especially not when they’re dying. It’s about protecting those who want to profit from our misfortune of
being ill. The amount of money involved is staggering.
Our country is undergoing major political and cultural changes. It seems like everyone is fighting for their
civil liberties. Healthy people are able to march on
Washington, lobby, hold rallies across the country and
gather thousands of signatures almost instantly for one
cause or another. Sick people on the other hand are fighting daily just to stay alive. We don’t have the same voice
as the healthy. The public has little understanding of our
plight, as the media most often seeks its sources from
those who have conflicts of interest who tend to make
them not support patients being treated with their own
stem cells by a physician. Who profits from that? The
answer stands out like an elephant in the room. Physicians of course will profit to a small extent, but not like
academia and Big Pharma will, as they patent designer
type cells and off the shelf stem cell products. Let’s not
forget that jobs and research grants also play a huge part.
Again, money takes precedence over patients.
The media tends to be so biased and misinformed that a new group was formed by patients to
try to force the media to vet its sources and present
both sides to the story. I am proudly a member of
this group – Patients For Stem Cells4.
What is particularly degrading is the paternalistic attitude that is given to patients by many in the industry.
We hear that we don’t know what’s good for us. We
need to be protected. Stem cell treatments are risky.
They aren’t ready for the clinic. They can cause tumors
and graft vs. host disease. They aren’t proven and therefore we would be fleeced of our hard earned money. We
are told that we need to get into FDA approved clinical
trials, not seek treatment elsewhere, ad nauseam. When
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asked to produce published evidence of the risks, most
of these “dads” are silent or they bring forth the same
worn out stories of some treatment gone wrong that was
obviously medical malpractice and unrelated to the stem
cells themselves. When confronted with the fact that
most patients do not qualify for a clinical trial even if
there was one for their disease, they have no answer.
When reminded that we are simply asking to be able to
access our own stem cells, which would not endanger us
getting graft vs. host disease, we still are treated as if we
are small children unable to make rational decisions on
our own. We are treated as mindless and unable to understand the “science.” It’s degrading and it must stop.
Patients should be treated with dignity and respect. That
respect includes the right for patients, especially no option patients, to be able to access experimental stem cell
treatment by informed consent if they wish.
Academia has brought on a lot of this controversy.
If money played no part, there would be few protestations against patients getting treated by their physicians, even if that treatment was experimental. What
has been done by researchers is particularly egregious.
The holy grail of stem cells has been dangled in front
of us for years now by scientists worldwide. Instead
of moving forward in the U.S., however, we seem to
be slipping back in terms of patient access. We have
waited patiently, paid our tax dollars into the coffer to
fund research and yet here we are years later mired in
a political quagmire and government overreach that
has left no option patients now desperately trying to
get to offshore clinics to save their lives.
The burden of going offshore is tremendous. Not
only the cost in financial terms, but also many sick
people have a difficult time traveling to a doctor’s office, let alone to another country. If medical malpractice occurs, patients have no legal options offshore.
That is why it is imperative to allow access to patients
here in the U.S. to autologous stem cell therapy as the
practice of medicine. Protections are already in place
as physicians must be licensed in the states in which
they practice and carry medical malpractice insurance.
A patient registry could be implemented to track patients to help further establish efficacy.
Patients also question why there are no such regulations in place for IVF procedures, blood transfusions or
surgeries, so why has the FDA encroached on the practice of medicine when it comes to our own stem cells
denying us our civil liberties to use them in clinically
relevant treatments? Again, we have to look at power
and profits. Even former FDA commissioner Dr. Andrew von Eschenbach, cited current FDA Commis-
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sioner Margaret Hamburg’s concession before Congress
that, “The FDA is relying on 20th century regulatory science to evaluate 21st century medical products”5.
He further stated, “Breakthrough technologies
deserve a breakthrough in the way the FDA evaluates them. Take regenerative medicine. If a company can grow cells that repair the retina in a lab,
patients who’ve been blinded by macular degeneration shouldn’t have to wait years while the FDA
asks the company to complete laborious clinical trials proving efficacy. Instead, after proof of concept
and safety testing, the product could be approved
for marketing with every eligible patient entered
into a registry so the company and the FDA can establish efficacy through post market studies”6.
While I agree with Dr. von Eschenbach when it
comes to embryonic stem cells, iPS cells and other designer cells, I don’t think the FDA should be regulating treatments involving our own stem cells at all.
There is already a multitude of published data supporting safety. Doctors should not be subject to FDA
regulations when performing stem cell transplants utilizing our own stem cells any more than they should
when prescribing drugs or doing surgeries. Our own
stem cells should never have been lumped in with embryonic stem cells, iPS cells or other designer type
stem cells. The FDA either made an enormous mistake by regulating our own cells as drugs, or did so because of power, profits and pressure from those who
stand to lose big time if cures or life improvements are
dramatic with simple procedures done with a patient’s
own stem cells administered by a physician.
The lack of empathy from the public is also troubling to patients. While such an attitude has come to be
expected from those with their own conflicts of interest in the industry, it is hard to understand with society
in general. I believe the public is simply not aware of
the plight of terminally and chronically ill patients because unless you are sick or know someone intimately
who is sick, you probably don’t spend much time
thinking about it. The media is quite biased as mentioned above, often not vetting sources that may have
conflicts of interest or ignoring the opposite viewpoint.
They also continue to perpetuate the story that President Bush is responsible for the delay of research and
treatments using stem cells. “If it weren’t for Bush we
would all be able to access stem cell treatment!” I hear
that from otherwise educated people all the time. The
media continues to perpetuate this notion because it
isn’t interested in doing real investigative reporting.
Media continue to recycle the same sources from academia and those with a certain political viewpoint over

and over. It’s a tough battle for patients to fight. I also
believe that most Americans want to believe that the
FDA is protecting us from harm, not doing harm.
My quest to right this wrong continues. I do battle everyday with bloggers, legislators, the media,
and the uninformed. I do it because I believe that
other patients should be as fortunate as I have been
in being able to improve their lives with autologous
stem cell treatment. It hasn’t been easy for me either, but at least I know how to fight this fight.
Many patients simply don’t.
In February 2012, I received an autologous stem
cell treatment that has completely changed my life for
the better. Am I cured? No, but the quality of life improvements I have had are remarkable. I wish them
for everyone who suffers from any disease. I am now
back to doing things that I had given up on. I can plan
ahead with no fear that I will have a bad day and have
to cancel. I am no longer consumed with thoughts of
COPD and all its limitations. I have had no flare ups
since the treatment. My spirits are lifted. Life is worth
living again because of the healing power of my own
stem cells. While I am joyful, many are suffering
badly. What an unnecessary travesty.
The moderators on the original COPD blog where
I first learned of stem cells are all dead. I don’t know
if stem cell treatment could have helped them live
longer, but I turn to the example of the man who went
to Argentina who is still going strong. I took a trip to
visit him. He is a remarkable man who most likely
saved my life. Why is it that 7 years later, patients
aren’t able to easily access stem cell therapy in clinics all over the U.S.? His voice was stifled years ago
because of fear and ignorance. Today our patient
voices are still stifled because of fear, but this is a different kind of fear. This is the fear of those who have
conflicts of interest losing power and profits if commercial clinics that use adult stem cells administered
by physicians are allowed to proliferate.
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