
This weekend I was sent the transcript of a scary back 
and forth between a knowledgable stem cell expert and 
a layperson who wanted to open a stem cell therapy  
clinic using IV infusions of umbilical cord blood. It 
got me thinking that a blog was needed on stem cell 
treatment side effects with a focus on the type of IV 
umbilical cord “stem cell” treatments being offered at 
alternative medicine clinics all over the U.S. If you or a 
loved one have had one of these treatments or plan on 
getting one, please read this article.

Umbilical Cord Blood or Tissue
Umbilical cord blood or tissue is taken from the  
umbilical cord of a live birth. The umbilical cord,  
placenta, and other birth tissues are normally consid-
ered medical waste in a hospital, but they can contain 
live cells if they are processed immediately and these 
cells are placed in culture (1). However, that’s not what 
clinics all across the country offering umbilical cord 
blood stem cell treatments are using; they instead are 
using dead (non-viable) umbilical cord products that 
contain no live stem cells, but may or may not have 
some other live cells. It’s the cells in these products 
that pose the biggest potential for stem cell treatment 
side effects. Let me explain.

Umbilical Cord Stem Cell Treatments
The type of stem cell treatment side effects we’re  
discussing here are those associated with clinics that 
offer to treat everything from neurologic diseases to 
aging to knee arthritis by offering an infusion of um-
bilical cord stem cells. The clinic may or may not also 
offer a local injection of cells, for example, in the knee. 
The rationale that’s given for using these “stem cells” 
is that these products contain millions of live and very  
vital young stem cells which will repair damaged  
tissue in the patient’s body or rejuvenate it in some 
way. These therapies are also offered to reduce an  
abnormal immune response in the patient’s body.

Urban Myth 1: Umbilical Cord  
“Stem Cell” Treatments Contain Million  

of Live and Functional Stem Cells
The classic sales pitch of these clinics is that your stem 
cells are too old and as a result, you need donor stem 
cells from a baby’s birth tissues that contain millions 
of live and vibrant stem cells capable of fixing your 
body. The problem is that this claim has been shown in  
multiple studies to be fiction (2-4). Why?

One of the things that these clinics never tell patients 
and they may also not understand themselves, is that 
the research showing that umbilical cord tissues con-
tain live stem cells all take fresh tissues and bring 
them to a lab for immediate processing. This includes  
isolating and then culturing these cells to get more. 
This is night and day different from what you’re being 
offered in these clinics. That product suffers from many  
issues such as having these birth tissues sit in a fridge 
in the hospital, transporting those tissues to a pro-
cessing lab, processing those tissues, freezing the 
cells, shipping those cells, and then shock thawing all 
of this in the doctor’s hand at the bedside. Hence, when 
the products that patients actually get injected with 
are tested, they usually contain all dead cells with no 
living or functional stem cells.

Urban Myth 2: The Umbilical Cord 
Products Used in these Clinics  

are “FDA Approved”
We’re all used to the idea that drugs are “FDA Approved” 
which means that the agency has spent years evaluating  
the safety and efficacy of the product through many 
clinical trials. However, umbilical cord tissue products  
aren’t “FDA Approved” but instead the products are  
registered without any FDA review (5). While this means 
that the agency can come and inspect where the  
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tissues are processed, it doesn’t warrant anything 
about the tissues to the public. That means that these 
birth tissues are “buyer beware.”

A concrete example of the fact that these birth tissues 
aren’t “FDA Approved” just occurred. In this case, doz-
ens of people across the country became seriously ill 
when they received a Liveyon umbilical cord product. 
Many ended up in the ICU because the product was 
contaminated with bacteria. All the FDA and CDC could 
do was to issue a warning because this product was 
registered and not approved (11).

Urban Myth 3: Umbilical Cord  
“Stem Cell” Treatments Aren’t  
Recognized as Foreign Tissue

The sales pitch for countless chiropractic, alternative, 
and integrated health clinics is that they can infuse 
these umbilical cord “stem cells” from another person 
because the cells won’t be detected as foreign by the 
patient’s body. The medical term for this is that the 
cells are “immune privileged”. Meaning that they won’t 
provoke an immune response as would normally be 
seen with any foreign tissue. Regrettably, this is also 
medical fiction. Let me explain.

All live cells treatments like umbilical cord blood or 
other tissues (like Wharton’s Jelly) would need to be 
matched to the patient, similar to a blood transfusion. 
The medical term for this is called “HLA Matching” (6). 
For example, in real-world medical settings like pedi-
atric cancer care where umbilical cord blood is used, 
doctors perform tests on individual lots of umbilical  
cord blood to find out the kinds markers on these 
cells and how similar to or different they are from the 
planned patient. The closer the match, the less the 
chance there is of rejection (7).

One of the problems with medical clinics using umbilical  
cord “stem cell” injections is that while the stem cells 
are dead, they can contain live cells (or dead) that 
still have these foreign markers. Hence, the more  
“mismatched” these markers are to the patient, the 
greater the chance of stem cell treatment side effects. 
What happens when there is a mismatch? Let’s dig in.

Mismatched Cells and GVHD
The biggest problem with existing umbilical cord “stem 
cell” treatments is that no attempt is made to match 
the markers on the cells delivered to the patient with 
the patient’s cells.

Hence, the more mismatched the pairing, the higher 
the risk is for serious stem cell treatment side effects. 
One of those is known as Graft vs. Host disease or 
GVHD for short (8).

The earliest symptom 
of GVHD that patients 
often notice is a skin 
rash or mouth sores. 
In fact, the severity of 
GVHD can be deter-
mined by the extent of 
the skin rash:

• Stage 1	 (mild GVHD): a skin rash over less than 1/4 of 
the body

• Stage 2	 (moderate GVHD): a skin rash over a more 
than 1/4 of the body plus mild liver, stomach, and/or 
intestinal disorders

• Stage 3	 (severe GVHD): more diffuse redness of the 
skin (like a severe sunburn), and moderate liver, 
stomach and/or intestinal problems.

• Stage 4	 (life-threatening GVHD): blistering and/or 
peeling skin, and severe liver, stomach, and/or intes-
tinal problems.

How Long Does it Take  
for GVHD to Start?

Most of the time, you would know you have this type of 
stem cell treatment side effect right after a  treatment. 
However, GVHD can also present anywhere from three 
months to more than a full year following an infusion 
of umbilical cord “stem cells” (9). This type of chronic 
GVHD can range from mild to severe and as a result, 
may be long-lasting and debilitating. For example, 
chronic GVHD can cause skin problems and hair loss or 
can also damage organs like the lungs and liver.

Can GVHD be Treated?
First, the best treatment for GVHD and stem cell treat-
ment side effects is to avoid getting a mismatched  
umbilical cord treatment in the first place. Why?  
Even in highly matched patients, the decision to use 
someone else’s cells is never taken lightly as patients 
can still develop side effects. Hence, using these cells 
to treat incurable cancer is one thing, but using them 
to treat aging or your bum knee presents an unaccept-
ably high risk.

If you have been a victim of an umbilical cord “stem cell” 
treatment and do develop GVHD, what are your treat-
ment options? The biggest single therapy is usually 



 high dose steroids to suppress the inflammatory  
response (10), the problem is that this is a side  
effect-laden treatment. Other options include immu-
nosuppressive drugs like the ones used for patients 
that need an organ transplant, but these drugs also 
have major side effects. Hence, as I said above, the only 
elegant way to treat GVHD is not to get a mismatched 
cell therapy in the first place.

What Recourse Do You Have if  
You Develop Stem Cell Treatment 

Side Effects from an  
Umbilical Cord Therapy?

First, you need to get treated ASAP. Second, you need 
to report your case to the FDA, which has a program 
called MedWatch for products that cause serious side 
effects. As already revealed, while these umbilical cord 
products are not FDA approved, they are only regis-
tered, they still fall under the FDA’s jurisdiction. Hence, 
here’s a link to the FDA MedWatch website. Third, 
you may have a malpractice case against the doctor, 
nurse practitioner, physician’s assistant, or naturo-
path that performed the infusion. Why? Every medical 
school program in the developed world would include  
education on how placing mismatched cells in a  
patient’s body may cause GVHD. Hence, infusing  
cells that have not been matched to treat a non-life 
threatening illness is likely malpractice.

The upshot? It’s amazing that we have physicians who 
should know better than to offer patients mismatched 
umbilical cord “stem cell” treatments and tell them 
that there are no side effects. In the meantime, do 
your homework to protect yourself. If you have been 
treated by a clinic and develop GVHD symptoms, please  
report these as soon as possible to the FDA’s MedWatch  
system. 

References

(1) Srivastava, M., Ahlawat, N. & Srivastava, A. Amniotic Fluid 
Stem Cells: A New Era in Regenerative Medicine. J Obstet 
Gynecol India (2018) 68: 15. https://doi.org/10.1007/s13224- 
017-1034-z

(2) Berger DR, Lyons NF, Steinmetz NJ. In Vitro Evaluation of 
Injectable, Placental Tissue-Derived Products for Interven-
tional Orthopedics. Interventional Orthopedics Foundation 
Annual Meeting. Denver, 2015. https://interventionalortho 
pedics.org/wp-content/uploads/2017/08/AmnioProd 
ucts-Poster.pdf

(3) Becktell L, Matuska A, Hon S, Delco ML, Cole B, Fortier LA. 
Proteomic analysis and cell viability of nine amnion-derived 
biologics. Orthopedic Research Society Annual Meeting, 
New Orleans, 2018. https://app.box.com/s/vcx7uw17gupg-
9ki06i57lno1tbjmzwaf

(4) Panero, A. J., Hirahara, A. M., Andersen, W. J., Rothen-
berg, J., Fierro, F. Are Amniotic Fluid Products Stem Cell 
Therapies? A Study of Amniotic Fluid Preparations for Mes-
enchymal Stem Cells With Bone Marrow Comparison. The 
American Journal of Sports Medicine, 47(5), 1230–1235. 
https://doi.org/10.1177/0363546519829034

(5) US Food and Drug Administration. “Tissue Establishment 
Registration” 11 August 2019, https://www.fda.gov/vac 
cines-blood-biologics/biologics-establishment-registra 
tion/tissue-establishment-registration.

(6) Eapen, Mary et al. Mismatched Related and Unrelated Do-
nors for Allogeneic Hematopoietic Cell Transplantation for 
Adults with Hematologic Malignancies. Biology of Blood and 
Marrow Transplantation, Volume 20, Issue 10, 1485 – 1492. 
https://www.ncbi.nlm.nih.gov/pubmed/24862638

(7) Flomenberg N, Baxter-Lowe LA, Confer D, et al. Impact 
of HLA class I and class II high-resolution matching on out-
comes of unrelated donor bone marrow transplantation: 
HLA-C mismatching is associated with a strong adverse ef-
fect on transplantation outcome. Blood. 2004;104(7):1923–
1930. https://www.ncbi.nlm.nih.gov/pubmed/15191952

(8) Holtan SG, Pasquini M, Weisdorf DJ. Acute graft-versus-
host disease: a bench-to-bedside update. Blood Jul 2014, 
124 (3) 363-373; DOI: 10.1182/blood-2014-01-514786

(9) Lee SJ. Classification systems for chronic graft-versus-
host disease. Blood Jan 2017, 129 (1) 30-37; DOI: 10.1182/
blood-2016-07-686642

(10) Socié G, Ritz J. Current issues in chronic graft-versus-
host disease. Blood Jul 2014, 124 (3) 374-384; DOI: 10.1182/
blood-2014-01-514752

(11) US Food and Drug Administration. “FDA sends warning 
to company for marketing dangerous unapproved stem cell 
products that put patients at risk and puts other stem cell 
firms, providers on notice” 12 August 2019,  https://www.fda.
gov/news-events/press-announcements/fda-sends-warn 
ing-company-marketing-dangerous-unapproved-stem-
cell-products-put-patients-risk-and .

Written by Chris Centeno, MD 
August 12, 2019

https://regenexx.com/blog/stem-cell-treatment-side- 
effects-iv-umbilical-cord-risks/


