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Lev Pharmaceuticals Is Uniquely Positioned To Launch Their C1 Inhibitor Product, 

Which Has Been Used Safely And Effectively In Europe For Over Thirty Years 

To Treat Hereditary Angioedema (HAE) 
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BIO: 

Joshua D. Schein, Ph.D. has been our 

Chief Executive Officer and a Director 

since December 29, 2004 and Chief Ex-

ecutive Officer and a Director of Lev De-

velopment Corp., or LDC since the com-

mencement of LDC's operations in July 

2003. Dr. Schein is also a founder of 

SIGA Technologies, Inc., a publicly 

traded biotechnology company, and 

served as its Chief Executive Officer from 

August 1998 to April 2001. Dr. Schein 

also served as SIGA's acting Chief Ex-

ecutive Officer from April 1998 to Au-

gust 1998, as Secretary and a Director 

from December 1995 to April 2001, and 

as Chief Financial Officer from Decem-

ber 1995 until April 1998. Dr. Schein is 

also a founder of DepoMed, Inc., a pub-

licly traded drug delivery company, and 

served as a director of the company from 

December 1995 to June 1998. From 

January 1996 to August 1998, Dr. Schein 

was an executive officer and a director of 

Virologix Corporation, a private biotech-

nology company that he co-founded and 

subsequently was acquired by Access 

Pharmaceuticals, a publicly traded bio-

technology company. From June 1996 to 

September 1998, Dr. Schein was an ex-

ecutive officer and a director of Callisto 

Pharmaceuticals, Inc., a publicly traded 

biotechnology company that he co-

founded. Dr. Schein is also a founder of 

Hemoxymed, Inc., a publicly traded bio-

technology company. Since 1997, Dr. 

Schein has been a principal of Prism 

Ventures LLC, a privately held limited 

liability company focused on the biotech-

nology industry. From 1994 to 1995, Dr. 

Schein served as a Vice President of In-

vestment Banking at Josephthal, Lyon 

and Ross, Incorporated, an investment 

banking firm. Dr. Schein received a 

Ph.D. in neuroscience from the Albert 

Einstein College of Medicine, an MBA 

from the Columbia Graduate School of 

Business, and a B.A. in biochemistry 

from Brandeis University. 

 

Company Profile: 

Lev is a biopharmaceutical company fo-

cused on developing and commercializ-

ing therapeutic products for the treatment 

of inflammatory diseases. In July, Lev 

announced that it submitted a Biologics 

License Application (BLA) to the U.S. 

Food and Drug Administration (FDA) 

seeking approval of Cinryze(TM) (C1 

inhibitor) for the acute treatment of he-

reditary angioedema (HAE), also known 

as C1 inhibitor deficiency. Lev is the first 

company to submit a licensing applica-

tion for the acute treatment of HAE in the 

United States. Lev's C1 inhibitor, to be 

marketed as Cinryze(TM), has been 

granted orphan drug status for the treat-

ment and prevention of HAE, potentially 

securing, upon approval, market exclusiv-

ity for seven years. Lev has also received 

fast track designation status from the 

FDA, which facilitates the development 

and expedites the review of drugs and 

biologics intended to treat serious or life-

threatening conditions and that demon-

strate the potential to address unmet 

medical needs. Lev is also evaluating the 

development of C1 inhibitor for the 

treatment of acute myocardial infarction, 

or heart attack, and selective other dis-

eases and disorders in which inflamma-

tion is known or believed to play an un-

derlying role. 

 

Interview conducted by: 

Lynn Fosse, Senior Editor 

CEOCFOinterviews.com 

 

CEOCFO: Dr. Schein, what was your 

vision for Lev Pharmaceuticals when you 

became CEO, and where are you today? 

Dr. Schein: “Our focus at Lev Pharma-

ceuticals is to develop a treatment for 

hereditary angioedema (HAE). HAE, also 



known as C1 inhibitor deficiency, is a 

genetic disease characterized by periodic 

swelling that can occur almost anywhere 

on the body. HAE is most serious when it 

occurs either in the abdominal wall, 

where it causes debilitating pain, or in the 

throat, where the swelling can be life 

threatening. There is nothing approved 

for the acute treatment of HAE in the 

United States, even though in Europe, C1 

inhibitor has been available for more than 

thirty years. Our primary objective at Lev 

is to bring C1 inhibitor, with its thirty 

plus years of safe and effective use in 

Europe, here to the United States. Pa-

tients in the U.S. have been suffering 

from this disease for many years and are 

frustrated because they have seen C1 in-

hibitor used for so long in Europe, but it 

has never been made available 

to them here in the United 

States. In the near-term, Lev’s 

vision is to bring our C1 inhibi-

tor, which we plan to market 

under the brand name Cin-

ryze™, to the patient popula-

tion here in the U.S. Longer 

term, we intend to expand on 

the opportunities we see for the 

development of Cinryze™ to 

treat other diseases where in-

flammation is known to play an 

underlying role.” 

 

CEOCFO: Why has it taken so 

long for anyone to get it into 

the US? 

Dr. Schein: “In order to an-

swer that question, I think you 

have to look at the players in 

the space and how the regula-

tory landscape has evolved. It 

has taken a while for the plasma fraction-

ators, large biotech and pharmaceutical 

companies to appreciate the commercial 

opportunities that exist in developing 

treatments for diseases that affect rela-

tively small patient populations. The Or-

phan Drug Act was effective in its design, 

as many biotechnology companies in re-

cent years began focusing on developing 

treatments for smaller and lesser known 

diseases. Genzyme is certainly the best 

example.” 

 

CEOCFO: There are some interesting 

developments this year. Where are you 

today? 

Dr. Schein: “Yes, we have had a lot of 

exciting developments this year. We just 

completed the second of a two-part Phase 

III registrational clinical trial for Cin-

ryze™. On March 14 2007, we an-

nounced the successful completion of our 

pivotal Phase III clinical trial for the 

acute treatment of HAE, which demon-

strated a clinically and statistically sig-

nificant reduction in the time to un-

equivocal relief of acute HAE attacks. On 

July 31, 2007, we announced that we 

submitted a Biologics License Applica-

tion (BLA) to the FDA seeking approval 

of Cinryze™ for the acute treatment of 

HAE. On September 10 2007, we an-

nounced positive results from our pivotal 

U.S. Phase III trial of Cinryze™ for the 

prophylactic treatment of HAE. In the 

study, the protocol defined primary end-

point was achieved, showing a clinically 

and statistically significant reduction in 

the number of HAE attacks. Based on the 

positive results from this trial, the Com-

pany intends to amend its BLA for Cin-

ryze™ to include the prevention of HAE 

attacks. Cinryze™ is being developed as 

a replacement therapy for both the acute 

and prophylactic treatment of HAE. If all 

goes well, we hope to receive approval for 

Cinryze™ in the first half of 2008.” 

 

CEOCFO: Will you be doing this on 

your own, or bringing in a partner? 

Dr. Schein: “This is a very focused op-

portunity that we have identified. It is 

unusual in that we have a very targeted 

patient population and a very targeted 

physician population that is responsible 

for treating these patients. We also bene-

fit from a very active patient advocacy 

group in the HAE Association (HAEA). 

We intend to market Cinryze™ on our 

own and have been building our own 

commercial infrastructure for the past 

year.” 

 

CEOCFO: Because of the limited mar-

ket, does that make it easier for the medi-

cal community to pay attention to newer 

drugs?  

Mr. Schein: “I think this is a unique op-

portunity for us because we do have a 

very focused and defined patient popula-

tion which makes the commercialization 

somewhat easier than it might 

be for a more diffused and di-

verse patient population. As far 

as our commercialization ef-

forts go, we see this as the ul-

timate biotechnology opportu-

nity for us to pursue on our 

own without having to share 

the economics with a partner.” 

 

CEOCFO: What about people 

being able to pay for this once 

it is available? 

Dr. Schein: “Our goal is to 

provide access to Cinryze™ for 

all patients that require treat-

ment for HAE. A patient once 

coined the phrase: “C1 for eve-

ryone” and that has become 

Lev’s motto. That said, we 

have also been meeting with 

payers for the past year and we 

certainly believe this will be a 

reimbursed product. Today, there is no 

approved treatment for acute HAE attacks 

in the US. HAE is a life-threatening or-

phan disease, for which there is a clear 

unmet medical need in the U.S.” 

 

CEOCFO: You are looking to this for 

other diseases as well; what might be 

developed in the future? 

Dr. Schein: “HAE results from an over-

activity of certain basic pathways that are 

involved in the inflammatory process. 

The same pathways that are involved in 

HAE are also involved in many other 

diseases and disorders ranging from in-

flammatory bowel disease, to heart at-

“We are uniquely positioned to launch a very 

successful commercial product into a very tar-

geted and informed patient population that is 

treated by a very targeted group of physicians. 

We are working with a product [C1 inhibitor] 

that has been used safely and effectively in 

Europe for more than thirty years to treat he-

reditary angioedema (HAE). We see the risk 

profile here at Lev to be very different from 

your typical biotechnology research and devel-

opment company. We are a Company focused 

exclusively on the development of a product [C1 

inhibitor] to treat serious diseases where there is 

a solid scientific foundation in place. We see 

many opportunities for Cinryze™ beyond he-

reditary angioedema, where we already have a 

significant body of scientific data to expand 

upon.” - Dr. Joshua D. Schein, Ph.D. 



tacks. To date, there have been many 

studies done with C1 inhibitor in treating 

some of these other diseases. Heart at-

tacks are among the most studied areas 

where C1 inhibitor has been looked at to 

treat patients in clinical trials. In one 

European heart attack study, C1 inhibitor 

was compared to the existing standard of 

care. While the results from this study are 

preliminary, they are quite positive. Fur-

thermore, we intend to use the results 

from this study and others as a basis for 

further clinical development of C1 inhibi-

tor for heart attacks and other indications. 

Other indications include, inflammatory 

bowel disease, bone marrow transplanta-

tion, patients undergoing certain treat-

ments for cancer, and burn injury, among 

other. The challenge for us as a company 

is really to prioritize these different op-

portunities based on the size of the mar-

ket opportunity and the unique advan-

tages that Cinryze™ may provide on the 

scale and scope of clinical development.” 

 

CEOCFO: What is the financial picture 

for Lev? 

Dr. Schein: “We recently completed a 

registered direct equity financing of $35 

million, which we believe will be suffi-

cient to bring us through to a commercial 

launch of the product in the first half of 

next year.” 

 

CEOCFO: Will you tell us about your 

background? 

Dr. Schein: “My training is as a neuro-

scientist. I worked on the biochemistry of 

Alzheimer’s disease and then went to 

business school. For the past sixteen 

years, I have been working with the 

Company’s Chairman, Judson Cooper on 

the formation and financing of biotech-

nology companies. We formed Lev 

Pharmaceuticals in the summer of 2003, 

and have been building the company 

since then; it has been a very exciting 

opportunity for us and everybody in-

volved here. We now have 25 employees 

and we are on the cusp, we believe, of 

launching a very successful commercial 

product.” 

 

CEOCFO: Why should potential inves-

tors pick Lev out of the crowd? 

Dr. Schein: “We are uniquely positioned 

to launch a very successful commercial 

product into a very targeted and informed 

patient population that is treated by a 

very targeted group of physicians. We are 

working with a product [C1 inhibitor] 

that has been used safely and effectively 

in Europe for more than thirty years to 

treat hereditary angioedema (HAE). We 

see the risk profile here at Lev to be very 

different from your typical biotechnology 

research and development company. We 

are a Company focused exclusively on the 

development of a product [C1 inhibitor] 

to treat serious diseases where there is a 

solid scientific foundation in place. We 

see many opportunities for Cinryze™ 

beyond hereditary angioedema, where we 

already have a significant body of scien-

tific data to expand upon.” 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

  

  

  

  

  

  

  

  

  

 

 

Lev Pharmaceuticals, Inc. 

675 Third Avenue, Suite 2200 

New York, NY 10017 

Phone: 212-682-3096 


