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CEOCFO: Dr. Joslyn, would you tell us about Oragenics?
Dr. Joslyn: Oragenics developed biotherapeutics to treat unmet human disease. Oragenics is using the power of 
synthetic biology to create bacteria capable of producing novel classes of antibiotics and treatments for oral mucositis in 
cancer patients.
We have two programs in development right now. One is a novel antibiotic, a brand new class of compound. The second 
one is a treatment for oral mucositis associated with cancer chemotherapy and radiation therapy. Both of these programs 
are constituted through production from bacteria that are able to safely produce products and deliver therapeutics. 

CEOCFO: How have you decided on your approach?
Dr. Joslyn: We work with a company called Intrexon that has helped us formulate novel development plans. What we 
have done in this particular case is first with our antibiotic program, identify a class of antibiotics called lantibiotics that 
have been extremely difficult to produce in very large scale and therefore were never able to be developed as  therapeutic 
agents. For more than fifty years we have known that these antibiotics are very potent antibacterials against Gram-
positive bacteria but we have not been able to harness the ability to produce on large scale. 
Through this relationship with Intrexon, we have been able to identify a method of manufacturing the antibiotics 
themselves that allow us to treat human disease. With respect to the oral mucositis program, we work with Intrexon where 
they have the ability to insert a gene into a common non-pathogenic bacteria that is turned on when we place it at a 
person’s mouth who is suffering with oral mucositis. We are able to take a bacteria that is found in milk, yogurt, cheese, 
and engineered in a way that produces a peptide that helps the mouth heal. We are finding unmet needs and taking 
advantage of our ability to modify bacteria to help us overcome the human disease. 

CEOCFO: Recently you received some supportive FDA feedback on the oral mucositus treatment. Would you tell 
us what they have said and how is it positive?
Dr. Joslyn: We had requested what is called Type C meeting with the FDA. In that meeting we were asking for feedback 
on two major areas; the clinical program itself, like the protocol, how we should enroll patients, how we should analyze the 
data, how we should collect additional information and how often we should treat patients within the protocol. We asked a 
series of questions related to that clinical trial to the FDA. They provided us answers to all of those questions so we are in 
the process right now of editing the protocol.. In addition to that, we had a number of questions related to the 
manufacturing of the actual Lactococcus lactis (L. lactis) bacteria that would ultimately be included in the oral rinse, such 
as how long should we put it up on stability, is the taste masking acceptable. There were a number of questions that we 
wanted answers to before we actually began to enroll cancer patients in our clinical trials. The FDA gave us all the 
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feedback we needed, both the protocol and the manufacturing questions we had and now that we have this feedback we 
can go ahead and complete the clinical trial knowing that the FDA is going to accept the results and continue to work with 
us moving forward. 

CEOCFO: Are people looking in the same areas as Oragenics?
Dr. Joslyn: We work in an area of oral mucositis that is a very common debilitating problem in cancer patients. It is a 
problem that has not had good therapeutic options developed recently. For example, there is a drug called Kepivance that 
is marketed by Amgen. Unfortunately, patients who are undergoing bone marrow transplants receive high doses of 
chemotherapy agents and develop debilitating oral mucositis. We know that those particular patients will receive this 
Kepivance through IV injection for several days while they are receiving their chemotherapy, to help them prevent the oral 
mucositis that they would ultimately develop but it is very inconvenient dosing regimen and expensive. There are a 
number of companies including Oragenics that are looking at ways to develop treatments that are more user-friendly. For 
many cancer patients they receive chemotherapy or radiation therapy and go home that same day. If you develop oral 
mucositis you will be able to take a rinse such as ours and it will produce a protein that is needed to improve the ulcers 
that occur following the receipt of the chemotherapy. There are a number of companies working in the area because of 
the high unmet need and we all take slightly different approaches. Some are trying to develop growth factors, some are 
trying to develop pain medications, anti-inflammatory agents. Hopefully, we will finally will be able to overcome this 
particular condition. Right now, patients who have oral mucositis will take palliative measures. They will take pain 
medicine, or they will constantly try to treat those ulcers with different types of salves and wetting agents. Therefore, you 
are masking the oral mucositis and not really treating or improving the ulcers or curing the ulcer which is the underlying 
condition. With respect to the lantibiotics, this is a brand-new novel antibiotic class that has never been introduced into 
therapeutic medicine before. The advantage of a brand-new class is that bacteria that are already out in the community 
have never seen this particular class of antibiotic and therefore there is not resistance. When you hear of terms like 
Methicillin-resistant Staphylococcus aureus or MRSA, or you hear about vancomycin-resistant enterococci (VRE), those 
are the types of conditions and infections that a brand-new class, like our lantibiotic, is capable of eradicating because 
those particular bacteria have never been exposed to this mechanism of action. It becomes part of the armamentarium of 
trying to control these multi drug resistant bacterial infections that patients will develop over time. This has been going on 
for years and years and there is nothing that is going to stop bacteria from mutating and developing resistance to future 
strains of antibiotics so we are in the fight to try to overcome the current state of bacterial resistance and offer up to 
patients and physicians a new class that they can now effectively treat patients with Gram-positive infections. 

CEOCFO: Is the medical community paying attention or is it too early?
Dr. Joslyn: We have a number of consultants that work with us. People know about Oragenics and they know about 
these programs. We have not developed so much information yet that the much larger community of physicians beyond 
our experts, know a lot about us. That is clearly an area that upon my arrival we will be looking to expand our visibility first 
within the scientific and clinical community and then in more of general population moving forward.

CEOCFO: What about the investment community?
Dr. Joslyn: I have been working with the investment community for the three months that I have been on this job. 
Financing of small companies like this is one of the biggest issues that we face on a daily basis and we have a plan and I 
am executing that plan right now, to enhance the balance sheet and not only improve our relationships with existing 
investors but also broaden our base and bring new investors into the company. That is clearly one of the primary goals 
that I have as CEO of this company. 

CEOCFO: Everybody knows antibiotics are a problem and there is resistance, does that make it easier for the 
investment community to relate?
Dr. Joslyn: I think that as a government and a society we recognize the need for new antibiotics because people do not 
want to get infections that cannot be cured. More than 20 thousand people will die each year from a Clostridium difficile 
(C. Diff) infection that they get primarily in the hospital or nursing home or rehab center. People do not want to die from 
these types of infections that are easily curable. The issue that we have is that as a society, we have not placed an 
emphasis on the development of these new types of drugs and so bigger companies than Oragenics are not terribly 
excited about developing and putting investment behind companies and drugs that they are not going to get a return on 
their investment. Part of that is the reimbursement scales that big companies do not currently have. Most of the types of 
therapies that big pharmaceutical companies are going after these days are either long chronic therapies like Alzheimer’s 
or CNS type disorders, cardiovascular disease or rare diseases that they can charge extremely high amounts for so their 
return on investment is quite good. Antibiotics do not quite fall into that class because there are a lot of them; right now 
they may not work very well but there are lots of them. Bigger companies are not really willing to make this investment to 



3

develop newer antibiotics and there has not been enough of a public outcry or discussion about what is the best way for 
use of these new antibiotics so that everybody can have a reasonable piece of the pie. That is where you see tiny 
companies like Oragenics with great scientific ideas trudging along and looking to advance their products because we 
know they are good. The problem is getting others to believe and pay for what we believe is good. 

CEOCFO: What surprised you in your first three months as CEO?
Dr. Joslyn: I did not appreciate the value of the oral mucositis program until after I got here. I was very familiar with the 
lantibiotic program, having been involved in the development of that particular class while working for a venture fund in 
New Jersey. I was well versed in lantibiotics as a new antibiotic class of drug development. It was not until I got here and 
dove into the oral mucositis program that I first understood the technology used behind the creation of this treatment 
which was quite exciting. Then to see how in early clinical studies it actually worked quite well, that allowed us to go to the 
FDA with this information, led the company to turn around and say we should be trying to advance this particular 
technology as quickly as we can. While I may have come her under the auspice of developing antibiotics, it was actually 
the oral mucositis program that has me excited right now because I think it is the kind of treatment that will help a lot a of 
people down the road much sooner than the lantibiotic program ultimately will. 


