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BIO: 

Lisa has been a pioneer in the bio-

tech/emerging pharmaceutical indus-

try for 20 years. She is founder and 

CEO of Napo Pharmaceuticals, which 

brings proprietary products to the 

global marketplace through local 

partnerships. Napo embraces the "tri-

ple bottom line" goals of enhancing 

financial return by addressing global 

health needs in its development strat-

egy and environmental sustainability 

in sourcing its lead product, which is 

harvested from rain forest areas. Prior 

to founding Napo, she founded Sha-

man Pharmaceuticals, Inc., a natural 

product pharmaceutical company, in 

1989. As CEO, she has raised >$250 

million (including leading two IPOs). 

1987 to 1989 Ms. Conte was a Vice 

President at Technology Funding, 

Inc., a venture capital firm. From 

1985 to 1987 she conducted risk and 

strategy audits for start-up companies 

at Strategic Decisions Group. Lisa 

received her AB in Biochemistry from 

Dartmouth College, her MS in Physi-

ology/Pharmacology from the Univer-

sity of California at San Diego and her 

MBA from the Amos Tuck School, 

Dartmouth College. She is the recipi-

ent of several entrepreneurship 

awards, including the 1994 E&Y En-

trepreneur of the Year Award, has sat 

on several industry and academic 

boards, and was a nominee for the 

2009 BIO Humanitarian Award. 

 

Company Profile: 

Napo focuses on the development 

and commercialization of proprietary 

pharmaceuticals for the global mar-

ketplace. The company’s business 

model merges traditional high-value 

markets in the West with the higher 

volume business models of emerging 

and developing economies. Napo’s 

discovery process is based on the 

knowledge of traditional healers, or 

shamans, working in rain forest areas 

and provides benefit sharing to the 

communities with which it works. 

 

Interview conducted by: 

Lynn Fosse, Senior Editor 

 

CEOCFO: Ms. Conte, what was your 

vision when you founded Napo? 

Ms. Conte: Our vision was clear. We 

wanted to have global access to New 

Chemical Entities (NCEs) and pro-

prietary drugs for every single country 

and population, then create a busi-

ness model that would allow that to 

happen. It would incorporate emerg-

ing and developing populations into 

new medicine access as well as the 

traditional western market business 

model, which the pharmaceutical in-

dustry generally employs. The second 

part of the vision and innovation is on 

the front end, that the discovery of our 

products originate in plants that have 

been used for thousands of years. 

Therefore we are more likely to find 

an active component that is safe and 

effective. 

 

CEOCFO: There are many plants. 

How do you decide what to focus on 

today? 

Ms. Conte: Today our lead product is 

crofelemer, which is a pure entity that 

is awaiting approval from the FDA. 

The first indication is for chronic diar-

rhea and people living with HIV/ 

AIDS. Based on the mechanism of 

action, which is basically a functional 

normalizing mechanism in the gut that 

is not systemically absorbed, it can 

address acute diseases like cholera, 

acute diarrhea from E. coli, and the 

devastating dehydration that often 

results. It also includes chronic GI 

disorders like irritable bowel syn-

drome where we have shown benefit 

in the treatment of pain for chronic 

diseases. Crofelemer is very safe be-

cause it is not systemically absorbed. 

There are beautiful stories where the 

traditional medicine, known in the 

rainforest as Dragon’s Blood, has 

some benefit in treating diarrhea and 
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the dehydration associated with it, yet 

there are other components in the 

traditional “gamish” that have some 

undesirable side effects. We are able 

to start with that traditional knowledge 

and then bring in modern medicine, 

isolate, identify, chemically character-

ize the active component, test it clini-

cally and in accordance with FDA 

drug development principles, and 

then present it to all populations in a 

safer, more effective manner. We find 

all of our products through what we 

call ethnobotany, which is the study of 

how native populations use plants for 

medicinal purposes. We are working 

with western trained physicians where 

we have done cultural training before 

we send them into the rainforest. 

They then work with traditional healer 

almost like a patient consult.” I have a 

patient home in the US,” and then our 

physician gives signs and symptoms 

of the diseases that we are interested 

in. We learn how the shaman or the 

healer in that particular cul-

ture might treat the patients 

with some plant concoctions 

which then forms a prioritiza-

tion process to bring those 

plant concoctions home and 

begin the process of isola-

tion, identification, charac-

terization, safety and effi-

cacy testing, and again pri-

oritization, until we have our lead 

compound. Crofelemer, came all the 

way through the prioritization process 

of a couple of hundred plants to be 

our lead compound and NCE. 

 

CEOCFO: How do you decide which 

diseases find solutions? 

Ms. Conte: We choose our therapeu-

tic areas of interest from primarily a 

market perspective. Diseases that 

know no borders are important to us 

like diarrhea, dehydration, and diabe-

tes. There needs to be a symptom 

that can be seen and discussed. 

 

CEOCFO: How receptive is the medi-

cal community? 

Ms. Conte: Many people do not real-

ize that 25 percent of the drugs ap-

proved today have been New Chemi-

cal Entities, some either from direct 

isolation from a plant, like crofelemer, 

which is not synthesizable, or they are 

semi synthetic modifications of a 

structure that originally came from a 

plant. Mother nature’s pharmacy was 

the start of all this thousands of years 

ago, but it is still very important today 

for coming up with chemical and 

pharmacological diversity because 

not only are we bringing in the chemi-

cal diversity that we were able to get 

from a plant, as opposed to the syn-

thetic situation, but also the way we 

do our discovery process, we are not 

constrained by known mechanisms of 

action. If we look at the typical drug 

discovery of a particular enzyme or 

molecular target and the needle-in-

the-haystack approach, you are only 

going to find things that work by that 

mechanism of action. We are looking 

at a medicine that manages a particu-

lar symptom and are unconstrained 

with how it works. We screen typically 

in whole animal models or symptom 

models and then we back into what is 

the mechanism of action. We are able 

to discover a new mechanism of ac-

tion, new ways of treating patients 

and new ways of dispensing medi-

cine, which is exactly what we have 

done with crofelemer. That is exciting 

to the medical community and to cli-

nicians who are participating in clini-

cal trials. They love to work with a 

first-in-class agent, bring it to their 

patients and have a new way to treat 

a disease. It does not matter where it 

comes from, what matters is what you 

are giving them. 

 

CEOCFO: Are you working with part-

nerships or joint ventures? 

Ms. Conte: I wish we were going it 

alone. This is our first drug and with a 

startup pharmaceutical biotech com-

pany taking a discovery process that 

costs big pharma over a billion dol-

lars, you figure you will have to part-

ner along the way. There have been 

dozens, if not more than one hundred, 

contractors, partners and licensees 

along the way. Our biggest challenge 

is to manage a contractor to have a 

sense of urgency to perform as they 

promised. Most recently with one of 

the first products that is going through 

the FDA, we had a commercial part-

ner, we did not have an intention of 

having a sales force or selling directly 

so we licensed to a company called 

Salix, which is a public company in 

the gastrointestinal area and they 

were supposed to be there for the fi-

nal Phase 3 development. Napo had 

already started the Phase 3 clinical 

trials and regulatory filings. We filed a 

legal complaint against Salix in May 

of 2011 for alleged breach of contract 

and serious lack of performance. Our 

biggest challenge is managing this 

partner that is standing in the way of 

crofelemer getting out to the patients 

who need it most and standing in the 

way of our shareholders getting the 

return they deserve for the risk-based 

investment they made. What Napo is 

pursuing now without interference is a 

veterinary indication for crofelemer. It 

turns out dogs and cats get a great 

deal of watery diarrhea 

themselves as well as feed 

animals, although we are 

initially focusing on compan-

ion animals and some high-

value animals like race-

horses and camels. At this 

point, we are taking the 

product through the veteri-

nary division of the FDA on 

our own to limit any of dependence on 

partners. 

 

CEOCFO: Is that a much simpler 

process? 

Ms. Conte: I do not know that I would 

use the word simpler. Because we 

have done so much for the human 

product and will be developing the 

same formulation in dogs, it is pretty 

streamlined because there is the base 

of hundreds of millions of dollars of 

work that was done to get crofelemer 

to the NDA stage for human products. 

It is sort of fascinating. This plant 

knowledge starts out in humans and 

then you purify it to pure highly char-

acterized compounds which have to 

go into animals before it can go back 

into humans, then all that work that 

you did in humans is beneficial to the 

streamlined process for a veterinary 

product. 

 

CEOCFO: What is in the pipeline? 

We are able to start with that traditional knowl-

edge and then bring in modern medicine, iso-

late, identify, chemically characterize the active 

component, test it clinically and in accordance 

with FDA drug development principles, and 

then present it to all populations in a safer, 

more effective manner. - Lisa A. Conte 
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Ms. Conte: On the drug side, we 

have another product in the area of 

diabetes which is a great area for eth-

nobotanical reach. Diabetes is world-

wide. It is in every culture that you 

can imagine and it is something 

where there are signs and symptoms 

you can talk about, such as if a pa-

tient does not get his medicine every 

day, he is very weak and you can give 

more and more clinical symptom 

“hints.” Ultimately you can say that 

the urine is sweet or the ants run to-

wards the urine. That has been a 

beautiful area for discovery. We have 

a lead compound that has a number, 

it is called NP-500 and that is ready to 

go in Phase 2, and NP-500 is a totally 

new mechanism of action because we 

were focused on the symptom of re-

ducing blood sugar levels or ensuring 

the sweet urine from being sweet. The 

mechanism is a hormone-sensitive 

lipase inhibitor. We are struggling at 

the moment because that should be 

progressing in the traditional pharma 

business model with a partner but we 

are a little gun shy with depending on 

partner performance right now, so we 

will figure out how to progress that 

over the next months. In a different 

arena, we have a personalized envi-

ronmental genomic test to measure 

an individual’s personal sensitivity to 

an environmental toxin and the first 

one that we have focused on is mer-

cury. Between you and me, two per-

fectly normal people, does one of us 

have a predisposition where we would 

have a greater neurobehavioral deficit 

from eating fish, normal exposure 

from dental fillings and cosmetics and 

other environmental exposures in life 

like those new light bulbs when they 

break? Coming at it from a pharma-

ceutical approach, we in-licensed 

pharmaceutical grade data that dem-

onstrate a statistically significant neu-

rocognitive deficit in children between 

the ages of eight and fifteen of almost 

a couple of years deficit in their per-

formance. It is about 20% of the male 

population that is affected. This fits 

within our vision. It is something that 

is important to the world and envi-

ronmentally sound. Personalized 

medicine is very much where the 

pharmaceutical industry is going. We 

have always been cutting-edge, there 

first with our emerging market busi-

ness model, cutting-edge with bring-

ing in a personalized medicine ap-

proach. It s a nice business in that at 

this point we can go forward our-

selves, we do not have to bring in a 

partner or worry about the uncertainty 

of regulatory approval, it is an imple-

mentation play. 

 

CEOCFO: How big a problem is mer-

cury? 

Ms. Conte: Mercury is huge. We are 

targeting mothers, defined as if you 

want to become pregnant; you are 

pregnant, nursing or you have a 

young child that you are feeding. 

Therefore, the data that we have is in 

children. As I said, if there was a 20% 

chance that your child had a particular 

genomic profile that made them so 

highly sensitive to a sushi meal or a 

dental amalgam which a pediatric 

dentist will suggest because they are 

cheaper than the ceramics, or you 

could be living in a city right next to a 

coal fire plant and your child could 

have a three-year deficit on the cogni-

tive performance—this is so compel-

ling, how could you not want to know 

and take action. As a mother, I would 

want to know that information. That 

would change my behavior with my 

children. 

 

CEOCFO: How are you funded today 

for getting through the next steps? 

Ms. Conte: We are doing well. It is 

always creative to get through the 

next step but with each step you have 

more value, so right now we have an 

NDA pending. The final Phase 3 study 

produced highly significant results on 

the primary endpoint—a p-value of 

0.0096, exceeding the agreements 

made during SPA discussions Napo 

held with the FDA. The FDA has not 

requested additional trials. The issues 

still in question seem to be controls 

and process issues manufacturing of 

the API, which is one of the key 

breaches we allege in our lawsuit, so 

we feel very confident about the 

product’s performance and the ap-

provability of the product. It is much 

different than risk based development 

funding when you are in Phase 1 or 

Phase 2 and if the product does not 

work, it does not work. I do feel that 

now, particularly as we bring in the 

mercury sensitivity tests, everything is 

more of an implementation play at 

this point for our lead products and we 

are just around the corner from gen-

erating revenue and getting to profit-

ability. Then we can be more confi-

dent in the funding of our pipeline 

products and not bringing on partner-

ships that may turn out to be ques-

tionable but bring them on when it 

makes sense like big pharmaceutical 

companies. We do not get stuck in a 

partnership situation where a licensee 

feels they have a right to destroy a 

company, destroy a product and 

damage populations that need a 

novel medicine. 

 

CEOCFO: Why should they pay at-

tention to Napo Pharmaceuticals? 

Ms. Conte: We have a proven dis-

covery model, a business model that 

is already being recognized in the 

pharmaceutical industry for an eco-

nomic rationale for global access to 

NCEs. You get the same western rate 

of return. You add to that a higher 

volume of emerging and developing 

economies and a vision that will see 

us through until this lead product is 

available to every patient around the 

globe, and many animals too. I would 

say the future is looking very bright 

and exciting. 
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