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The development of new 
cancer therapies for humans 
is inefficient and costly. One 

reason for this is that submission 
of clinical trial data to the FDA for 
approval, currently receives a “Yes” 
or “No” decision. In other words, the 
FDA does not currently offer any 
scenario that is in between approval 
or disapproval such as an approval 
subject to certain conditions etc. 
Therefore, it not uncommon for 
a company to spend many years 
conducting clinical trials, thousands 
of hours and millions of dollars, only 
to have their application denied. This 
often happens because clinical trials 
have been poorly designed. 

Poorly designed clinical trials 
are frequently based solely 
upon pre-clinical mouse 

studies. These mouse studies 
usually involve the creation or 
introduction of a disease into mice 
versus studying mice that have 
contracted the disease naturally, 
i.e. “naturally occurring disease”. 
Many promising cancer drugs or 
therapies fail in human clinical trials 
despite evidence of effectiveness 
in traditional pre-clinical mouse 
studies because these contrived 
disease models often lack key 
characteristics of human cancers-
-such as long latency, genomic 
instability, and heterogeneity among 
the tumor cells and the surrounding 
microenvironment. 

Clinical Development Strategy Stated another way, studying 
cancers that naturally develop 
in dogs, cats and horses is 

significantly superior to studying 
unnaturally occurring cancer in mice 
because the cancers of cats, horses 
and especially dogs, share many 
characteristics with human cancers 
such as histological appearance, 
tumor genetics, biological behavior, 
molecular targets, therapeutic re-
sponse, and acquired resistance, 
recurrence, and metastasis. In 
addition, the immune systems of 
companion animals are similar to 
that of humans. For these reasons, 

studies with dogs, cats and horses, 
and the results derived from these 
studies, are superior models for 
testing cancer vaccines or other 
therapies for use in humans. This 
strategy uses the concept of 
“Comparative Oncology”.

At Morphogenesis, we have 
embraced the Comparative 
Oncology concept and have 

taken it many steps further into the 
development of our cancer vaccines 
for the treatment of cancers in 
companion animals.
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How We Used The
Comparative Oncology Approach

Mouse Studies
(completed: data used to develop 

canine lymphoma trial)

Canine Lymphoma Trial
(completed: data used to develop 

human Phase I trial)

Human Phase I Lymphoma Clinical Trial
(set to go at the 

University of Nebraska)

A good example of the application of Comparative Oncology would be 
how we approached our human non-Hodgkin B cell lymphoma human 
clinical trial. This approach, as advocated by the National Cancer 
Institute, is illustrated here.:

Mouse Pre-clinical Study
The development of our ImmuneFx cancer vaccine platform began with 
a study in mice. This was a laboratory mouse model for neuroblastoma 
where the mice were treated with a vaccine derived from the same 
very aggressive cancer cells that were used to create the mouse 
model. The results were so promising, we decided to move on to a more 
difficult to treat disease, spontaneously occurring canine lymphoma.

Canine Lymphoma Clinical Trial
Canine B cell lymphoma is a particularly aggressive disease that when 
untreated results in death within 7 to 59 days from diagnosis. We knew 
this would be a very difficult disease to treat with a cancer vaccine, 
which relies on the ramp-up of the immune system, since the cancer 
cells multiply so quickly. However, we felt that if our therapy could 
make a significant impact on survival and quality of life in these dogs, it 
would certainly make a difference in human lymphoma as well as other 
slower growing types of cancer—and it did.

Human Lymphoma Clinical Trial 
The data we obtained from the canine lymphoma trial was then 
used to plan our human Phase 1b lymphoma trial and support our 
Investigational New Drug application that was submitted to the FDA. Cancer studies with dogs redefine the term 

“Man’s Best Friend”
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Maya Jerald, DVM, Veterinary Research Scientist, Maya earned her bachelor’s degree 
from Cornell University and her doctorate of veterinary medicine from Tuskegee 
University. Maya is currently the Veterinary Research Scientist for Veterinary 
Oncology Services. Maya has been instrumental in the development of standard 
operating procedures and continues to work diligently through laboratory research 
to improve the quality of life for veterinary patients.

In 2011 we started providing 
companion animal veterinarians 
with our autologous ImmuneFx 
vaccine (“IFx-VET”).  Check out 
IFx-VET at www.ifx-vet.com. 
The term “companion animals” 
refers to dogs, cats and horses; 
our pets or our “companions”. 
We provide this service through 
our wholly owned subsidiary 
Veterinary Oncology Services, Inc. 
(“VOS”). Check out VOS at www.
veterinaryoncologyservices.com. 
Fortunately, due to the merits of 
our technology, the USDA granted 
us the ability to provide our 
cancer vaccine to veterinarians 
based upon the data from our 
extensive small animal (mice) 
pre-clinical studies. 

Since the inception of VOS, we 
have established a nationwide 
network of veterinarian 
customers that will be used as 
our base when we launch our 
veterinary direct injection and 
allogeneic products. While we 
are attempting to end needless 
suffering in hundreds of pets, we 
have simultaneously accumulated 
a significant amount of data that 
are being used to plan our human 
clinical trials.

Our 
Veterinary Oncology Services Subsidiary

WATCH INTERVIEW WITH MAYA JERALD, DVM
CLICK HERE    

http://www.ifx-vet.com
http://www.veterinaryoncologyservices.com
http://www.veterinaryoncologyservices.com
https://www.youtube.com/watch?v=tHMe7vwoGyo
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With our animal services, 
the power of ImmuneFx 
has been demonstrated 

through over 3,000 doses 
administered so far to animal 
patients with naturally occurring 
cancers. While the patients to date 
have been of the 4-legged variety, 
the results are that more data have 
been collected prior to entering 
human trials than for any other 
cancer vaccine tested in clinical 
trials so far. The truth is that data 
accrued from companion animals 
with naturally occurring cancers in 4 
species, over 95 breeds in with over 
35 different types of cancer, have 
much more predictive value on what 
will happen when administered to 
humans than any experimentally 
induced and contrived laboratory 
mouse model ever could.

With no side-effects and 
a strong correlation 
between clinical efficacy 

and immune response, ImmuneFx 
has proven in animals its ability to 
prime and present the complete 
repertoire of a tumor’s antigens 
to the immune system in such a 
way that evokes a broad spectrum 
of immune response including an 
innate response (the “first attack”) 
and an adaptive response (the 
“second attack”). ImmuneFx, is a 
true multi-indication cancer vaccine 
that effectively combines cell 
and gene therapy to harness the 
immune system’s power to battle 
cancer, and our overwhelming 
animal data validates this.

WATCH INTERVIEW WITH STEVE HAZELL
CLICK HERE    

Steve Hazell, Director of Business Development for Veterinary Oncology Services, brings a 
proven track record of generating ‘out-of-the-box’ approaches, and a high level of experience. 
Steve also has significant “start-up experience,” an essential skill for the more challenging 
aspects of marketing a new service to new clients. Steve is an experienced healthcare 
professional with over 20 years of increasing responsibilities.

Our Preclinical Trial Data Are 
Extensive and Relevant
Treatment Success & 
No Side Effects

4 species of 300 companion 
animals* with similar immune 
systems, comprising
> 95 breeds and >35 different types 
of naturally occurring 
cancers similar to human cancers
*(companion animals = dogs, cats & horses)

These data effectively “de-risk” 
the translation of our ImmuneFx 
technology from veterinary cancer 
applications to human cancer 
applications

We expect our canine and 
our equine study data, 
together with our human 
Phase I trial results, to 
provide sufficient 
validation to attract a 
“Big Pharma” partner

https://www.youtube.com/watch?v=Md9kZxHnTKU
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Clinical Development 
for Human Cancer 
Vaccines

The development of our ImmuneFx 
technology for humans begins 
with the application of what we 
have learned from our studies in 
dogs with spontaneous lymphoma. 
As it turns out, canine B cell 
lymphoma is a good model for 
human non-Hodgkin lymphoma, 
and the data we collected from 
dogs supports the development of 
the autologous whole cell form of 
the vaccine for human lymphoma. 

This Phase 1b clinical trial will 
test the vaccine in previously 
untreated, asymptomatic, indolent 
non-Hodgkin lymphoma patients. 
The primary clinical site will be the 
University of Nebraska Medical 
Center.

We are currently collaborating 
with Moffitt Cancer Center on 
a pre-clinical murine model for 
malignant melanoma. This study 
is testing our direct intralesional 
plasmid DNA alone and in 
combination with checkpoint 
inhibitors. 
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FOR MORE 
INFORMATION

ABOUT HOW YOU CAN
JOIN MORPHOGENESIS,

CLICK HERE.

or email
invest@morphogenesis-inc.com

http://www.morphogenesis-inc.com/?p=1322



