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Intercept Pharmaceuticals (ICPT - $188.95) 

Initiation of Coverage – Going Down the Road, Feeling Fine with  

the Leader in the NASH space 

We are initiating coverage of Intercept Pharmaceuticals (ICPT) with a BUY rating 

and a $515 price target. ICPT’s main development drug is obeticholic acid (OCA), 

for treating primary biliary cirrhosis, an orphan liver condition in women. In 

January 2014 ICPT also posted statistically significant results in a Phase 2 trial of 

OCA to treat nonalcoholic steatohepatitis (NASH), where the trial was stopped 

early due to the massive efficacy (p=0.0024) OCA demonstrated in treating this 

devastating disease. NASH with fibrosis affects approximately 14 million people in 

the US and without a liver transplant it is tantamount to a death sentence, as there 

is no treatment for it. Based on the Phase 2 results ICPT will initiate a Phase 3 trial 

in the current quarter that could definitively position OCA as the go-to treatment 

for NASH should the trial demonstrate efficacy on the co-primary endpoints of 

lowering fibrosis and improving NASH by at least one score. ICPT is targeting 

ambitious endpoints, but the results – if positive – should be unequivocal. 

 OCA for NASH opportunity hard to overstate. The Phase 2 top-line data for 

OCA in NASH was so compelling in January 2014 that partner NIDDK was 

obliged to halt the trial early and report results. Additional “cuts” of the data 

by ICPT suggest that OCA could be even more efficacious than the interim 

results showed. With an estimated 8 million late stage NASM patients in the 

US this indication has the makings a true “blockbuster” opportunity. 

 OCA for PBC approval expected in 2Q16. This is the first indication for 

which OCA is likely to be approved, and given the highly statistically 

significant results in p3 (p<0.0001) we anticipate FDA approval in 4Q15. 

 Deep pipeline of additional follow-on indications. ICPT is looking at using 

OCA for a variety of other liver-related indications, including portal 

hypertension, primary and secondary bile acid diarrhea, and primary sclerosing 

cholangitis. 

 Initiate with a Buy, $515 price target. Our price target is based on a sum-

of-the-parts with NASH at $437/share, PBC at $36/share, and the 

remaining pipeline and cash at $42/share. 
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(Dec)  1Q 2Q 3Q 4Q FY P/E  

FY16E  ($2.49) ($2.62) ($2.50) ($1.90) ($9.50) NA  

FY15E  ($1.21)A ($1.54)A ($2.34) ($4.74) ($9.90) NA  

FY14  ($0.58) ($0.84) ($1.44) ($1.46) ($4.36) NA  

FY13  ($0.39) ($0.47) ($0.57) ($0.44) ($1.87) NA  
         

Source: Laidlaw & Company estimates  
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Summary and Investment Thesis 

We are initiating coverage of Intercept Pharmaceuticals (ICPT) with a BUY rating 

and a $515 price target. ICPT is focused on novel therapeutics to treat chronic 

liver diseases through bile acid chemistry. ICPT targets both orphan and more 

prevalent liver diseases that have limited FDA approved treatment options. The 

lead product, obeticholic acid (OCA), is a bile acid analog that appears to have 

broad liver-protective properties. The lead indication is primary biliary cirrhosis 

(PBC), an orphan indication primarily affecting women where the standard of 

care fails ~50% of the time. ICPT has presented positive top-line data for OCA in 

a Phase 3 trial demonstrating that OCA can reduce the liver enzyme alkaline 

phosphatase (ALP) below 1.67x upper limit of normal (p<0.0001) while 

maintaining normal bilirubin, while also hitting statistical significance on 

multiple secondary endpoints (p<0.0005). OCA for PBC was filed in June 2015 

with an FDA decision anticipated in 1Q16 under the accelerated approval process. 

Additionally in January 2014 ICPT’s partner, the National Institute of Diabetes 

and Digestive and Kidney Diseases (NIDDK), stopped a Phase 3 trial of OCA for 

treating nonalcoholic steatohepatitis (NASH) early due to the superior efficacy 

(p=0.0024) demonstrated in that trial. While the PBC indication targets an orphan 

population (~20,000 in the US), the NASH indication targets about 14 million 

people with fibrosis (and significantly more if earlier-stage patients are included). 

In short, ICPT appears to be sitting on a real “blockbuster” drug for NASH. When 

faced with the ability to potentially treat what is currently effectively a death 

sentence (without a liver transplant), we anticipate that there could be some off-

label adoption of OCA among gastroenterologists for NASH should the FDA 

ultimately approve OCA for PBC in 2016. 

 OCA for NASH. OCA is a first-in-class farnesoid X receptor (FXR) 

agonist targeting the significant unmet medical need to treat NASH, 

which is similar to alcoholic cirrhosis of the liver. The advanced form of 

NASH with fibrosis affects approximately 14 million people in the US 

alone, with no FDA approved treatments available. Having successfully 

completed a Phase 2 NASH trial (FLINT) sponsored by the NIDDK that 

was stopped early due to efficacy, the company is expected to start a 

Phase 3 trial in 3Q15 (REGENERATE) that could read out interim data 

in 1H18 that is expected to serve as the basis for NDA filing. In the 

REGENERATE trial ICPT will look to show the co-primary endpoints of 

improvement of fibrosis with no worsening of NASH and NASH 

resolution with no worsening of fibrosis. A high bar to be sure, but given 

the robust positive results in the FLINT trial we believe that 

REGENERATE should hit its primary endpoints and ultimately receive 

FDA approval. 
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 OCA for PBC. OCA has demonstrated in a robust Phase 3 trial that it 

can reduce the liver enzyme ALP below 1.67x upper limit of normal 

(p<0.0001) while maintaining normal bilirubin, while also hitting 

statistical significance on multiple secondary endpoints (p<0.0005). On 

the basis of the Phase 3 POISE trial results ICPT filed the NDA for PBC 

in 2Q15. The second confirmatory outcomes trial (COBALT) is currently 

underway under the accelerated approval process, and will likely take a 

minimum of 5 years to read out. With approximately 20,000 patients in 

the US and EU each, and with US pricing initially set at ~$50,000/year 

(Laidlaw estimate), we believe OCA could reach sales of ~$275MM by 

2018 in the US alone. The key question remains regarding whether the 

FDA will ultimately accept the surrogate endpoints of lowering ALP 

while maintaining normal bilirubin as predictive of the clinical outcome 

of maintaining liver function. We believe the FDA will accept those 

endpoints. 

 

 Deep pipeline of additional follow-on indications. ICPT is looking at 

using OCA for a variety of other liver-related indications, including portal 

hypertension, primary and secondary bile acid diarrhea, and primary 

sclerosing cholangitis. ICPT should be presenting multiple Phase 2 trials 

for these indications underway with data possibly in 2016. ICPT is also 

investigating INT-767, a more potent FXR for diabetic nephropathy that 

could advance into Phase 1 trials in 2H15. 

Valuation 

We value ICPT at a $515/share price target based on a sum-of-the-parts valuation 

and led by the NASH indication at $437/share, the PBC indication at $36/share, 

and the remaining pipeline and cash at $42/share. See our sum-of-the-parts 

valuation table below. 
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Figure 1. Valuation 

 

Source: Company Reports: Laidlaw and Company estimates 

Figure 2. Upcoming ICPT Catalysts 

 

Source: Company Reports: Laidlaw and Company estimates 

Company Description 

ICPT is a biopharmaceutical company focused on the development and 

commercialization of novel therapeutics to treat chronic liver disease by utilizing 

its expertise in bile acid and chemistry. ICPT’s goal is to develop treatments for 

both orphan liver diseases and more prevalent liver diseases for which there are 

currently limited therapeutic solutions. ICPT’s lead product candidate is OCA, a 

bile acid analog derived from the primary human bile acid chenodeoxycholic acid 

(CDCA). OCA also selectively binds to and induces activity in the FXR, which 

ICPT believes has broad liver-protective properties. 

ICPT initially developed OCA for PBC as a second-line treatment for patients 

who have an inadequate response to or who are unable to tolerate the current 

standard of care. ICPT is also looking at NASH, portal hypertension, and bile acid 

diarrhea as other possible indications in partnership with the NIDDK. 

Sum-of-the-parts valuation: ICPT

Segment Valuation Per share

(000's) value

OCA for NASH in the US $8,942,930 $322

OCA for NASH EU royalty $3,198,339 $115

OCA for PBC US $673,586 $24

OCA for PBC EU royalty $334,008 $12

OCA for other indications $475,825 $17

Cash (end of '16E) & tech $682,562 $25

$14,307,250 $515

2016 fully diluted shares out 27,764

Event Expected Timing

Initiate P2 lipids trial for OCA for NASH 3Q15

Initiate REGENERATE trial - NASH 3Q15

Dainippon Sumitomo phase 2 Japan NASH data 4Q15

Initiate phase 2b for OCA in Crohn's with sBAD 2H15

FDA approval of OCA for PBC (Fast Track) 1Q16

FDA advisory committee of OCA for PBC 1Q16



 

August 31, 2015 

 

Laidlaw & Company 

Est. 1842 

 

Intercept Pharmaceuticals Page 5 of 29 
Jim Molloy 

 jmolloy@laidlawltd.com 

 

Obeticholic Acid (OCA) for Nonalcoholic Steatohepatitis 
(NASH) 

Key issues: This is the “home-run” indication for ICPT, in our opinion. With 

approximately 14 million patients in the US alone with advanced NASH with 

fibrosis, this indication is the one that drives the most value to shareholders. 

With the start of the Phase 3 REGENERATE trial in 3Q15 we believe NASH 

remains the main reason to own ICPT. 

Background on nonalcoholic steatohepatitis (NASH) 

NASH is a disease subset of nonalcoholic fatty liver disease (NAFLD). NAFLD 

occurs when fat is deposited (steatosis) in the liver in individuals who drink little 

to no alcohol and is the most common chronic liver disease worldwide. In most 

people it causes no symptoms, but in some it can cause inflammation and scarring. 

In approximately 30% of NAFLD patients this inflammation leads to extensive 

scarring and cirrhosis, with liver function progressively declining and eventually 

leading to failure. 

We spoke with a leading fatty liver specialist who believes that new therapies are 

urgently needed in the NASH patient population. Our consultant is seeing 30% of 

her patients with NASH with fibrosis (ranked 1-4, 4=cirrhosis) progressing to 

cirrhosis within five years, with diabetic patients, HIV-positive patients, and 

patients of Hispanic descent seeming to progress even faster. At her clinic 25%-

30% of liver transplants are now for NASH, and she expects that to increase over 

the next 5-10 years as Western diets high in fats continue to drive increased 

obesity rates. 

Figure 3. Image of NASH 

 

Source: Longo DL et al: Harrison’s Principles 
of Internal Medicine, 18th Edition. 

Off-label treatments the current standard of care 

Currently, there are no FDA approved drugs for the treatment of NAFLD or 

NASH. Off-label sales of various therapeutics are currently used to treat 

symptoms of the disease and of various co-morbidity diseases, such as diabetes, 

obesity, and high cholesterol. The standard of care in most cases is healthy 

lifestyle changes and exercise to reduce body weight and treatment of any 

underlying diseases. These treatments, however, have not conclusively been 

shown to prevent disease progression. 
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Patient population 

It is estimated that there are more than 75 million patients in the US with NAFLD. 

Approximately 30% of NAFLD patients develop NASH, or ~22.5 million 

Americans, with approximately 14 million in advanced stages with fibrosis. 

NASH is currently the third leading indication for liver transplant in the US. The 

vast majority (~90%) of patients are female, with most being middle-aged, 

overweight, or obese. Other contributing factors are insulin resistance, release of 

toxic inflammatory protein by fat cells (cytokines), and oxidative stress 

(deterioration of cells) inside the liver cells. NASH is typically ranked as stage 0 

to stage 4, with stage 4 being no fibrosis, and stage 4 being cirrhosis of the liver. 

OCA activation of FXR key in NASH 

What makes OCA relevant in NASH is that FXR activation has been shown to 

play a key role in the regulation of the metabolic pathways disrupted by the 

disease. FXR is viewed as a potential drug target for treatment of the disease, as 

pre-clinical studies in rodents suggest FXR activation inhibits hepatic de novo 

lipogenesis (the enzymatic pathway for converting carbohydrates to fats in the 

liver), increases insulin sensitivity, and protects liver cells against bile acid-

induced cytotoxicity.  

Phase 2 clinical trial halted early due to efficacy 

In January 2014 the NIDDK announced an early halt to the ongoing FLINT trial 

for OCA due to the statistically significant efficacy (p=0.0024) seen at an interim 

look in liver histologies, even counting the second half of the untreated patients 

as trial “failures,” which highlights just how effective OCA appears to be in 

facilitating liver repair. The trial was designed for 280 patients to receive a 25 mg 

single daily dose of OCA vs. placebo for 72 weeks. It was a double-blind trial 

with the primary endpoint based on liver biopsy and defined as improvement of 

two or more points in the NAFLD activity score (a system of scoring the 

histopathological features in the liver) with no worsening of fibrosis (see Figure 

4 below). The trial is a collaboration between ICPT and the US NIDDK, with the 

NIDDK overseeing the clinical research network and providing the majority of 

funding for the trial. 
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Figure 4. Phase 2b Trial 

 

Source: Company Reports and Laidlaw & Company Estimates 

 

Following the announcement of the trial halt ICPT’s stock appreciated 

dramatically, only to retreat after additional safety data from the trial indicated 

that OCA patients had elevated LDL and lowered HDL, and that there were 10 

cardiovascular (CV) serious adverse events (SAEs) in the trial. 

While we agree that CV side effects are something investors should keep a close 

eye on — because the FDA certainly will — we don’t believe the side effect 

profile will keep the FDA from ultimately approving OCA for NASH, assuming 

that this effect can be replicated in Phase 3 trials and the SAEs don’t materially 

change for the worse.  

Dyslipidemia is a real issue, but one that gastroenterologists we’ve talked with 

say can be effectively controlled with statin therapy and well worth the risk of 

chancing, given the risk/benefit OCA appears to convey. If OCA were a restless 

leg drug, or something similar where there are multiple effective treatments 

already approved for a non-life threatening condition, the story might be different. 

Given that a patient’s only current treatment options for advanced NASH are 

either a liver transplant or death, we believe the FDA will also see that the benefits 

far outweigh the risks for OCA approval. 

Regarding the CV SAEs, the company notes that, according to study 

investigators, none of the SAEs were “probably” or “definitely” drug related. 

While this, admittedly, can be a biased measurement, there was also no 

statistically significant difference in SAEs between the active and placebo group 

(although there were numerically more in the active group). 

Subsequent analysis suggests OCA even more effective than initially thought 

Following the mid-way stoppage of the FLINT trial ICPT released a re-cut look 

at the data, excluding patients who – upon final examination – were determined 

not to have NASH at baseline. Typically we remain very cautious about placing 

too much emphasis on post-hoc analysis of re-cut patient groups post study, but 
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in this case there appears to be some merit in the analysis. Especially since the 

drug hit statistical significance even when these non-NASH patients were left in 

the study. What ICPT showed is that by removing patients who shouldn’t have 

been in the study in the first place – because they were shown at the final reading 

to not have had NASH initially – the drug worked dramatically better and even 

showed a resolution of NASH. If a patient doesn’t have NASH initially, it’s hard 

to improve that patient’s NASH score, so while a post-hoc subgroup analysis 

doesn’t have any scientific validity it does explain why ICPT is so confident about 

their NASH resolution & fibrosis improvement co-primary endpoints in the Phase 

3 REGENERATE trial. 

Figure 5a. Post-hoc analysis on fibrosis improvement & progression 

 

Source: Company Reports 

Figure 5b. Post-hoc analysis on NASH-only patients 

 

Source: Company Reports 

Phase 3 trial starting 3Q15 

ICPT plans to initiate the Phase 3 REGENERATE trial in 3Q15 enrolling 1,400 

patients with biopsy-confirmed NASH and fibrosis stage 2 or stage 3 who will be 

followed for 72 weeks at which point the co-primary endpoints of fibrosis 

improvement with no worsening of NASH and NASH resolution with no 
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worsening of fibrosis will be measured by histological analysis. ICPT will also 

enroll a small group of NASH patients with stage 1 early liver fibrosis with an 

increased risk of rapid progression due to concomitant diabetes, obesity or active 

liver inflammation (ALT >1.5X ULN). These patients will not be included in 

primary endpoint analyses. The 72 week interim analysis will serve as the basis 

for NDA filing (assuming the trial reads out positively). We anticipate the trial 

could take up to 1 year to enroll with the interim look occurring 72 weeks 

following that. We currently estimate a 1H18 interim look, and a 2H18 NDA 

filing. See the clinical trials timeline chart at the end of this report for our trial 

projections. 

The trial will continue following the interim look, with an additional ~1,000 

patients who will be followed until the event-driven end-of-study final analysis. 

The end-of-study analysis will occur when a pre-specified number of end stage 

liver-related complications occur, including progression to cirrhosis as the likely 

vast majority of end-of-study outcome events. 

Figure 6a. Phase 3 trial 

 

Source: Company Reports and Laidlaw & Company Estimates 

Figure 6b. Phase 3 trial design 

 

Source: Company Presentation 

 

Phase 3:  REGENERATE - OCA for NASH with fibrosis

Aim Safety & efficacy of OCA in treating NASH with fibrosis

Design Double blind, global, ~250 site, 3 arm (10mg, 25mg, placebo; 1:1:1), interim look at 72 weeks; then patients 

continue in trial until a # of pre-specified adverse liver related clinical events occur

Dosing 10mg or 25mg OCA orally daily for duration of study enrollment (interim look at 72 weeks)

Endpoints Interim 72 week hitology look on 1,400 patients, 1': Fibrosis improvement with no worsening of NASH & NASH 

resolution with no worsening of fibrosis; 2': various histological & non-invasive endpoints (undefined 8/4/15); 

Final study endpoints will include progression to cirrhosis mortality, transplant, Hepatocellular carcinoma, other 

events

Patients N = 1,400 with biopsy confirmed NASH & fibrosis Stage 2 or 3 for interim analysis, up to 2,500 patients in 

extension trial

Results Interim look expected ~2.5 yrs post initiation (expected start in 3Q15)
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Dainippon Sumitomo Pharma collaboration for Japan 

ICPT licensed the Japanese rights for OCA to Dainippon Sumitomo Pharma, 

which is conducting a Phase 2 NASH trial that completed enrollment in 1Q14. 

Dainippon Sumitomo Pharma will develop and commercialize OCA in Japan and 

China for the treatment of PBC and NASH. Dainippon Sumitomo Pharma paid 

ICPT $15MM upfront, with an additional up-to-$30MM in development 

milestones, $70MM in approval milestones, and $200MM in sales milestones. 

The Japanese Phase 2 study differs in a few key ways from the US FLINT trial. 

First, it is a study of the safety and efficacy of OCA exclusively in Japanese 

NASH patients. The Japanese population, when as compared to Western NASH 

population, typically has a lower BMI, higher rates of dyslipidemia, and lower 

rates of diabetes and hypertension. Second, the Japanese study is a dose-ranging 

study evaluating 10 mg, 20 mg, and 40 mg of OCA once-daily versus placebo, 

whereas in the FLINT trial the highest dose stopped at 25 mg. The trial is also 

smaller than FLINT; with only 200 patients versus 283 patients and there are four 

arms rather than the two in FLINT, nor is the trial powered to show an 

improvement on fibrosis. 
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NASH Competitors 

 

While we believe that ICPT has the clear lead in NASH space – which they 

effectively put on the map in 2013 with the interim stoppage of the FLINT trial – 

there are multiple competitors in various clinical stages following in ICPT’s 

footsteps. Notably Gilead Sciences recently acquired a fully synthetic FXR 

agonist from Phenex Pharmaceuticals that we believe serves to further validate 

ICPT’s OCA for NASH. Ultimately additional approvals in the NASH space 

likely serve to increase prescribing overall, and the management of NASH likely 

becomes a multi-drug treatment approach. With 14 million NASH patients with 

fibrosis in the US and up to 20 million NASH patients overall, we see plenty of 

room for multiple approaches to treat NASH. 

Figure 7. Selected NASH landscape 

 

Source: Company Reports and Laidlaw & Company Estimates 

  

Company Ticker Product MOA Catalyst

Conatus CNAT emricasan caspase protease inhibitor p2 data 1Q15 and design details based on 

2H15 for 2 cirrhotic trials

Durect DRRX DUR-928 endogenous small molecule p1 single-dose injctbl data 4Q15; 

p1 multi-dose injctbl data 1Q16

Enanta ENTA pre-clinical FXR agonist p1 start 1Q16

Galectin GALT GR-MD-02 galectin-3 inhibitor enrolling p2 

Galmed GLMD aramchol synthetic fatty acid/bile acid 

conjugate

p2b interim 2H15

Genfit GNFT GFT505 PPARa/d agonist p3 start 4Q15

Gilead GILD Simtuzumab Mab against LOXL2 p2b cirrhotics, p2b pre-cirrhotics interim 

3Q15

Gilead GILD GS-9674 FXR agonist into clinic 4Q15

Medicinova MNOV tipelukast LT receptor agonist, 5-LO 

inhibitor

IND open at FDA and FDA approved the 

protocol for a p2 first clinical trial

NovoNordisk NVO liraglutide GLP-1 agonist p3 not started

Raptor RPTOR RP103 enteric-coated microbead completion of 12 month treatment for p2b 

occurred 1Q15

Regulus REGUS RG-125 microRNA p1 initiation 4Q15

Shire SHPG LUM002 ASBT inhibitor p2 trial should have started end 2014

Tobira TBIRA immunomodulator 

(cvc)

CCR2/CCR5 agonist 1)CENTAUR study p2b data 3Q16; 

2)ORION study, p2a interim 1H16
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OCA for Primary Biliary Cirrhosis 

 

Key Issues: OCA showed a statistically significant improvement in liver 

enzymes and hit its primary and secondary endpoints in Phase 3 for PBC. ICPT 

filed the NDA and the EMA in June 2015, and we believe OCA gets FDA 

approval in the US in 1Q16 and in the EU in 2H16. 

 

Background on primary biliary cirrhosis (PBC) 

PBC is a chronic liver disease that primarily results from autoimmune destruction 

of the small bile ducts within the liver.  White blood cells known as T 

lymphocytes, which are a part of the immune response system, begin to 

accumulate in the liver. These cells invade and destroy the cell lining of the small 

bile ducts, causing irritation and inflammation. With the ducts blocked, bile acid 

builds up in the liver, slowly progressing to toxic levels. As the inflammation of 

the ducts spreads, it also destroys the nearby liver cells. As these cells are 

destroyed, they are replaced by scar tissue (fibrosis) that contributes to cirrhosis, 

which can lead to diminishing liver function.   

Disease progression in PBC varies significantly but is usually relatively slow, 

with median survival in untreated patients of 7.5 years if symptomatic at diagnosis 

and up to 16 years if asymptomatic at diagnosis. Diagnosis for PBC is confirmed 

through a routine liver function test for ALP, which any primary care physician 

can do. ALP is the main biomarker for treatment response as well as prognosis 

(see Figure 8). The PBC meta-analysis included 4,845 patients and confirmed that 

reduction in ALP/bilirubin is highly predictive of clinical outcomes. In December 

2014 the meta-analysis was published in the December 2014 Journal of 

Gastroentrology. 

Figure 8. Meta-analysis, lowering ALP Improves Survival 

 

Source: Company Reports 
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Standard treatment with Urso only ~50% effective 

Currently, the only FDA approved treatment for PBC is Urso (ursodiol), which is 

the standard initial course of therapy for all PBC patients. Ursodiol 

(ursodeoxycholic acid) is a naturally occurring bile acid found in small quantities 

in humans, and it is the least detergent of the various types of bile acids that make 

up the bile pool. Ursodiol assists the liver by diluting the more detergent acids 

and thus making the pool less toxic. The typical daily dose of ursodiol is 

approximately one gram spread over divided doses. Of note is that even though 

ursodiol is the current standard of care, there is an estimated 30%-50% of patients 

fail to respond adequately to treatment. 

There are limited options for these patients, and though a full liver transplant can 

be curative, many fail to receive a donor organ in time. Organ transplantation also 

comes with severe clinical risks, such as infection and rejection, and with PBC 

the disease reoccurrence rate is as high as 18% at five years and up to 30% at ten 

years after transplant. 

Patient population 

While PBC is rare, it is the most common cholestatic liver disease and is the fifth 

most common cause of liver transplant in the US. It also accounts for 

approximately 2% of deaths attributed to cirrhosis. The majority (~90%) of 

patients are women, with approximately 1 in 1,000 women over the age of 40 

afflicted with the disease. The mean age of diagnosis is about 40 years old. Most 

people with PBC are diagnosed before symptoms even begin, with the most 

common symptoms being fatigue and pruritus (itchy skin). 

ICPT estimates that there are approximately 300,000 people with PBC in 

developed countries, with ~60,000 in the US who have been diagnosed and are 

on ursodiol, the standard treatment. As previously noted, 50% of these patients 

do not respond to this drug, which means 20,000 PBC patients are eligible for 

treatment with OCA. Approximately 30% of non-responders to Urso progress to 

liver failure, transplant, or death within five years, so there is a significant unmet 

medical need for new therapies. Disease progression in PBC varies significantly 

but is usually relatively slow, with median survival in untreated patients of 7.5 

years if symptomatic at diagnosis and up to 16 years if asymptomatic at diagnosis. 

Figure 9. PBC 

 

Source: Science Photo Library 
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The Solution: OCA 

The liver performs many essential functions, including the regulation of bile acid 

metabolism. Large amounts of bile acids are secreted into the small intestine every 

day, but only a small quantity is actually lost from the body. The vast majority of 

bile acids are reabsorbed back into the gallbladder.  

In the liver, ingested cholesterol is synthesized into two primary bile acids. These 

acids are secreted into the bile canalicular lumen for storage in the gallbladder. 

Once food enters the small intestines the gallbladder releases bile acids, which act 

as a detergent, emulsifying and breaking down the ingested material, thus creating 

more surface area for digestive enzymes to work with. 

Once the process reaches the end of the small intestines, known as the ileum, a 

system of small veins passively absorbs the acids into the larger main portal vein, 

which delivers the bile acids back into the liver. Liver cells known as hepatocytes, 

which are the main cells of the liver, extract the bile acids and actively secrete 

them into the bile ducts and back into the gallbladder. This digestive cycle of bile 

flow from gallbladder to intestine to liver and back is called the enterohepatic 

recirculation of bile (see Figure 10 below). 

Figure 10. Enterohepatic Recirculation 

 

Source: 2009 American Society for Biochemistry and 
Molecular Biology 

The amount of bile acid produced is a tightly regulated process within the liver 

and intestines. Mediation is accomplished through dedicated receptors. One of the 

best understood is the farnesoid X receptor (FXR), which is a nuclear receptor 

that is activated by high concentrations of bile acid. Once triggered, it inhibits bile 

acid synthesis and promotes bile clearance from the liver. This makes FXR an 

attractive target for the treatment of liver diseases. 
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Figure 11. POISE Study 

 

Source: Company Reports 

 

Pricing remains a key question for both indications 

One of the surprising developments over the past few years in pharma and biotech 

has been the pricing power of drug companies with orphan indications. Long 

relegated to the developmental backwaters as unprofitable, more recently a 

number of new, niche-focused orphan drugs (i.e., fewer than 200,000 patients in 

the US) have appeared on the market. And even more recently, the “ultra-orphan” 

drugs (not strictly defined, but generally recognized as fewer than 10,000 patients 

in the US) have surprised many by their ability to command astronomical prices 

(see Figure 12). While the top-line pricing numbers for some of these products 

(i.e., Soliris at $536,000/year) are stunning, there are so few patients for ultra-

orphan indications that there has been relatively little push-back from managed 

care as the drug is unlikely to break the bank. Combine this with the small trial 

sizes to get FDA approval, seven years of exclusivity on approval, and typical 

pharma margins (~10-12% COGS), and the orphan drug space has become one 

of the most interesting areas for drug development in recent years, with ~200 

orphan drugs in development. 

We estimate that there are approximately 20,000 patients each in the US and the 

EU who fail Urso and are candidates for OCA treatment. This places PBC 

squarely as an orphan indication, and OCA has received orphan drug designation 

in both the US and EU. But given the patient population, small though it is, it’s 

unlikely that OCA will be priced in the “ultra-orphan” $200,000-300,000 range 

like Soliris, Naglazyme, etc. With only ~20,000 patients, OCA is close to ultra-
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orphan, especially given the unmet medical need for Urso failures that may 

otherwise proceed to dialysis (which can cost $50,000-100,000 per year). In acute 

liver failure, liver support devices are more realistically being used as a “bridge” 

to liver transplantation rather than to transplant-free survival, according to the 

Journal of Alimentary Pharmacology and Therapeutics, and a liver transplant can 

cost in excess of $500,000, according to the United Network for Organ Sharing. 

This cost does not include the $50,000-100,000 per year of supportive 

medications/services required post-transplant. 

We think it’s reasonable to estimate that OCA could (at least initially) command 

a “middle ground” price in the range of ~$50,000 annually in the US and possibly 

~$35,000 annually in the EU. This is well below the $400,000+ range of the ultra-

orphans but still a significant premium to a standard course of therapy, especially 

given the enormous costs of the unmet medical need in treating Urso failures as 

they progress to acute liver failure, dialysis, and ultimately a liver transplant or 

death.  

It remains an open question what will happen should OCA be ultimately approved 

for NASH as well. With anywhere from 8 million to 14 million people in the US 

with late stage or fibrosis associated with NASH this is clearly a non-orphan 

population. We estimate that ICPT prices the NASH indication at ~$15,000 

annually in the US, and ~$10,000 annually in the EU, with the PBC price coming 

down to the NASH price range at that point. 

 

Figure 12. Ultra Orphan Drug Pricing 

 

Source: Company Reports 

  

Drug Company Symbol Indication
2014 Annual 

Cost/patient (000)

2014 rev 

(MM)

Soliris Alexion ALXN
paroxysmal nocturnal 

hemoglobinuria
$410 $2,234

Myozyme Sanofi SNY (GENZ) Pompe's $300 $627

Acthar Mallinckrodt MNK (QCOR) Nephrotic syndrome $125 $389

Cerezyme Sanofi SNY (GENZ) Gaucher's $200 $828

Elaprase Shire SHPGY Hunter's Syndrome $375 $593

Fabrazyme Sanofi SNY (GENZ) Fabry's $200 $532

Cinryze Shire (Viropharma) SHPGY (VPHM) hereditary angioedema $350 $503

Kalydeco Vertex VRTX cystic fibrosis $350 $464

Naglazyme Biomarin BMRN Maroteaux-Lamy Syndrome $365 $334

Aldurazyme Biomarin BMRN Hurler syndrom $200 $106

Folotyn Spectrum (Allos) SPPI T-cell lymphoma $360 $12
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OTHER INDICATIONS: PORTAL HYPERTENSION (PH), 
BILE ACID DIARRHEA (BAD) AND PRIMARY 
SCLEROSING CHOLANGITIS (PSC)  

Key Issues: These are interesting indications for OCA, with earlier-stage Phase 

2a programs that have been accelerated following the 2014-2015 share 

offerings by ICPT which have raised approximately $750MM. 

Background in portal hypertension 

Portal hypertension is the increase in pressure within the portal vein, which is the 

vein that carries blood from the digestive organs to the liver. It results as the liver 

becomes cirrhotic and more rigid, thereby offering more and more resistance to 

blood inflow from the vein. Thus, many patients with liver cirrhosis go on to 

develop portal hypertension, and it is a common cause of morbidity and mortality 

at the end stage of all chronic liver diseases.  

The main symptoms and complications of portal hypertension are gastrointestinal 

bleeding, which is marked by black, tarry stool, accumulation of fluid in the 

abdomen, and confusion or forgetfulness due to poor liver function. Another early 

manifestation and complication is the development of esophageal varices 

(extreme vein dilation), which causes the veins in the lower part of the esophagus 

to distend and weaken. In this condition, the veins can burst and lead to 

catastrophic bleeding. 

Figure 13. Portal Vein and Tributaries 

 

Source: Gray’s Anatomy 
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No approved treatment 

Just as with NASH, there are currently no FDA approved treatments for portal 

hypertension.  Treatment focuses on preventing or managing the complications, 

especially the bleeding of varices. The most common treatment used is beta 

blockers, which reduce blood pressure. This treatment however, is only effective 

in 25%-33% of patients and has significant safety issues. 

Patient population 

While the total incidence and prevalence of portal hypertension is not known, it 

has been reported that 2,000 per 100,000 people in the US have liver cirrhosis and 

more than 90% of those individuals develop portal hypertension. As there are 

many causes for liver cirrhosis, the patient population of portal hypertension is 

just over 5.5 million in the US alone. 

In 2Q15 ICPT initiated the PESTO trial, a Phase 2b EU trial with data anticipated 

in 2H16. 

Background on bile acid diarrhea 

Bile acid diarrhea (BAD) is a common subtype of inflammatory bowel syndrome 

with diarrhea (IBS-D), which is marked by chronic watery diarrhea. Fibroblast 

growth factor 19 (FGF19) levels in these patients are substantially low, resulting 

in impaired feedback inhibition of bile acid synthesis. The resulting excess bile 

acids spill into the intestine, where they produce diarrhea by stimulating intestinal 

secretion. FGF19 is synthesized in the small intestine under the direct regulation 

of FXR. 

The Phase 2a OBEDIAH study by ICPT suggested that OCA was effective in 

increasing FGF19 greater than 60% (p=0.007) and increase stool frequency 

(p=0.03) and stool type (p=0.05) while being well tolerated. ICPT has initiated a 

Phase 2b trial in patients with Crohn’s disease and secondary bile acid diarrhea 

with data expected in 2H16. 

Background in primary sclerosing cholangitis 

Primary sclerosing cholangitis (PSC) is a rare autoimmune cholestatic liver 

disease that slowly damages the bile ducts inside and outside the liver. PSC has 

about one-third the prevalence of PBC and more than 60% of cases occur in men. 

There is no approved treatment, but ursodiol is often prescribed off-label for PSC 

patients. Patients whose ALP levels decrease to below 1.5 times ULN have a 

better prognosis than those with persistently high ALP levels. A significant 

proportion of patient’s progress to cirrhosis with corresponding complications 

that include biliary strictures, liver cancer, and cholangiocarcinoma. 

Approximately 75% of PSC patients have overlapping inflammatory bowel 

disease, principally ulcerative colitis. 
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Figure 14. PSC trial design 

 

Source: Company Presentation 

In 1Q15 ICPT initiated a multicenter, 24-week, randomized, double-blind, 

placebo-controlled Phase 2 trial of OCA in 75 patients with PSC. The trial will 

evaluate the effects of 1.5 mg, 3 mg, 5 mg, and 10 mg doses of OCA compared 

to placebo in patients with baseline ALP levels higher than two times ULN. The 

primary endpoint will be the reduction of ALP levels, as compared to placebo. In 

addition, OCA’s effect on other secondary liver function endpoints, as well as 

ulcerative colitis symptoms, will also be assessed. 

Additional pipeline opportunities 

INT-767: This is an orally administered FXR and TGR5 agonist that is derived 

from the primary human bile acid CDCA. TGR5 is another dedicated bile acid 

receptor like FXR that is a target of interest for the treatment of type 2 diabetes. 

INT-767 has been shown to be approximately five times more potent than OCA 

as an FXR agonist and has consistently shown greater anti-fibrotic and anti-

inflammatory effect than OCA in animal models. Currently, ICPT plans to 

advance INT-767 through preclinical studies with a focus on developing it as a 

novel treatment for chronic kidney diseases.  

ICPT plans to initiate an open-label Phase 1 trial of INT-767 in healthy volunteers 

in 4Q14 to evaluate the safety, tolerability, and pharmacokinetics of single and 

multiple ascending doses of INT-767. 

INT-777: This is another orally administered TGR5 agonist that showed potential 

to selectively target TGR5 in the intestine in vitro, with resulting insulin 

sensitizing effects. In animal models, treatment with INT-777-induced GLP-1 

secretion, a glucagon like peptide-1, with resulting insulin sensitivity and 

normalizing of glycemic control increased basal energy expenditure and 

prevention of weight gain and a reduction in the blood lipid levels together with 

liver steatosis and fibrosis. ICPT believes their results could support further 

development in the treatment of type 2 diabetes and associated metabolic 

disorders. 
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Management 

Mark Pruzanski, MD, President and CEO. Dr. Pruzanski is a co-founder of 

ICPT and has served as the chief executive officer and president and has been a 

member of the board of directors since company inception in 2002. He has more 

than 15 years of experience in life sciences company management and in venture 

capital and strategic consulting. Dr. Pruzanski was previously a venture partner 

at Apple Tree Partners, an early stage life sciences venture capital firm he co-

founded in 1999. Prior to that, he was an entrepreneur-in-residence at Oak 

Investment Partners. 

David Shapiro, MD, Chief Medical Officer and EVP of Development. Dr. 

Shapiro has served as the chief medical officer and executive vice president of 

development since 2008. He has more than 25 years of clinical development 

experience in the pharmaceutical industry. Dr. Shapiro founded a consulting 

company, Integrated Quality Resources, which focused on development stage 

biopharmaceutical companies; he was active in this role from 2005 to 2008. From 

2000 to 2005, Dr. Shapiro was executive vice president, medical affairs and chief 

medical officer of Idun Pharmaceuticals, Inc., prior to its acquisition by Pfizer. 

From 1995 to 1998, he was president of the Scripps Medical Research Center at 

Scripps Clinic. Dr. Shapiro has authored more than 20 peer-reviewed publications 

and organized and chaired several conferences aimed at improving product 

development. 

Barbara Duncan, Chief Financial Officer. Ms. Duncan has served as chief 

financial officer and secretary since May 2009 and as ICPT’s treasurer since 2010. 

She has more than 14 years of experience in the life sciences industry. From 2001 

through April 2009, Ms. Duncan served as chief financial officer and then chief 

executive officer at DOV Pharmaceutical, which was sold to Euthymics 

Bioscience, Inc. in 2010. Prior to joining DOV, Ms. Duncan served as a vice 

president of Lehman Brothers Inc. in its corporate finance division from August 

1998 to August 2001. 

Luciano Adorini, MD, Chief Scientific Officer. Dr. Adorini has served as chief 

scientific officer since 2008. Dr. Adorini has more than 20 years of industry 

experience. From January 2002 through December 2007 Dr. Adorini served as 

chief scientific officer at BioXell S.p.A., where he was responsible for advancing 

a broad pipeline of products in multiple disease indications. From January 1993 

to December 2001 he served as associate director of Roche Milano Richerche, 

where he contributed to the development of several drugs. Dr. Adorini has 

authored more than 280 journal articles and other scientific publications. 

Rachel McMinn, PhD, Chief Strategy Officer. Since 2009 until joining ICPT, 

Dr. McMinn was a managing director at Bank of America Merrill Lynch, working 

as the lead research analyst covering the biotechnology industry. Previously, Dr. 

McMinn worked at Cowen and Company as a lead biotechnology analyst and 

started her career as a biotechnology analyst at Piper Jaffrey & Co.  
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RISKS 

Exogenous events could impact our outlook. We believe pharmaceutical 

companies have the least control over competitive, political, and regulatory risks. 

Although we have incorporated competitive assumptions into our forecasts, there 

may be other risks beyond the scope of our analysis. Changes in the drug 

reimbursement system, as well as any political or regulatory amendments, may 

significantly influence the earnings power of these companies. 

Actual clinical results and the FDA’s conclusions may deviate from 

expectations. Many of our assumptions are based on a review of incomplete 

clinical trial data available in the public domain. Often our conclusions are drawn 

from early-stage data, which may not be reflected by pivotal studies. Furthermore, 

the FDA’s conclusions may not coincide with our own, materially changing 

revenue and earnings assumptions. 

Compliance issues, product recalls, and other mandates by regulatory 

authorities could materially change our expectations. Regulatory compliance 

issues, ranging from accounting irregularities to defective manufacturing 

practices, could materially change our assumptions and earnings outlook. 

Codzilla could throw up a huge wake. Unanticipated product recalls and labeling 

changes could also have adverse consequences on our earnings assumptions. 

Legal risks could lead to additional liabilities and revenue loss. In addition to 

the expenses incurred by patent challenges, product liability and other legal suits 

could occur and lead to additional liabilities and revenue loss, which could 

substantially change our financial assumptions. 
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Schedule 1: Projected Clinical Trial Timelines 

 

Source: Bloomberg LP; Company reports; Laidlaw & Company estimates 

 

Intercept Pharmaceuticals 

Potential clinical trial timeline estimates

2013A 2014A 2015E 2016E 2017E 2018E 2019E

 1QA  2QA  3QA 4QA  1QA  2QA 3QA 4QA  1QA  2QA  3QE 4QE 1QE 2QE 3QE 4QE 1QE 2QE 3QE 4QE 1QE 2QE 3QE 4QE 1QE 2QE 3QE 4QE

OCA (Obeticholic acid) for Primary Biliary Cirrhosis (PBC) - Orphan Designation

POISE US/EU phase 3 trial - started Jan 2012 phase 3 - US data

PBC 4,000 patient Supergroup analysis, full data 4Q13 intrm data

Phase 2 Long Term Safety trial (Monotherapy) phase 2

NDA filing - 6/29/15;  FAST TRACK DESIGNATION 5/28/14 NDA

Phase 1 bioequivalence/mass balance studies for filing p1 BE/MB

FDA Advisory Committee (expected) AC

FDA approval & launch (6-mo approval) FDA LAUNCH

EMA filing - 6/29/15 MAA

EMA approval & launch (longer review) EMA LAUNCH

COBALT - US phase 3 outcomes trial (minimum 5 years to run) confirmatory trial

OCA (Obeticholic acid) for Nonalcoholic steatohepatitis (NASH) liver disease - Breakthrough Designation

FLINT US phase 2b - trial halted January 2014 for efficacy Phase 2b (march 2011 start)init top full

Lipid metabolism open label phase 2 trial p2 lipids data

REGENERATE - US phase 3, filing & LT safety trial phase 3 interim phase 3

NDA filing & FDA approval NDA FDA LAUNCH

Japan OCA (NASH) - partner Dainippon Sumitomo Pharma (DSP)

Japanese phase 2 trial, enrollment complete, 4Q15 top line data phase 2 - Japan (two trials) data

Japanese phase 3 trial phase 3 - Japan

OCA (Obeticholic acid) for Portal Hypertension in patients with cirrhosis

PESTO EU phase 2a safety trial - full data EASL April 2014 phase 2 data

PESTO EU phase 2b trial phase 2b data

PESTO EU phase 3 trial phase 3 data

OCA - Primary (pBAD) & secondary Bile Acid Diarrhea (sBAD)

OBEDIAH EU phase 2a trial - full data at DDW May 2014 p2a init p2a data

Phase 2b in Crohn's with sBAD, 2x-blind, multi center, placebo, randomized phase 2b data

Phase 3 trial phase 3 data

Primary Sclerosing Cholangitis (PSC) - orphan designation

Phase 2 trial, N = 75 (1.5/3/5/10 mg doses vs. placebo) phase 2 data

Phase 3 trial phase 3 data

NDA filing, FDA approval NDA

INT-767 FXR agonist for diabetic nephropathy & chronic kidney diseases

Enabling studies, pre-IND pre-IND studies

File IND with FDA IND

Phase 1 trials phase 1 data

Phase 2 trials phase 2 data

Source: Company Reports & Summer Street estimates

Specialty Pharmaceuticals
Jim Molloy (857) 317-5061 jmolloy@laidlawltd.com
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Schedule 2: Quarterly Income Statement 

 

Source: Bloomberg LP; Company reports; Laidlaw & Company estimates 

 

  

Intercept Pharmaceuticals 
Quarterly income statement

2014A 2015E

 ($000's except per share)  1QA  2QA  3QA 4QA Year  1QA  2QA  3QE 4QE Year

 Revenues

License fees $405 $445 $445 $445 $1,742 $1,445 $445 $445 $445 $2,780

 Total Revenues $405 $445 $445 $445 $1,742 $1,445 $445 $445 $445 $2,780

Expenses

Cost of Goods Sold 0 0 0 0 0 0 0 0 0 0

Gross Margin 405 445 445 445 1,742 1,445 445 445 445 2,780

 R&D 9,893 12,119 24,780 21,868 68,661 21,916 22,895 40,000 45,000 129,811

 SG&A 1,951 6,055 6,536 10,009 24,551 8,288 17,674 21,500 64,000 111,462

Total Op Exp 11,844 18,174 31,316 31,877 93,212 30,203 40,569 61,500 109,000 241,272

Inc (loss) from Ops (11,439) (17,729) (30,871) (31,432) (91,470) (28,758) (40,124) (61,055) (108,555) (238,492)

Other income (exp) 136 104 228 308 776 272 929 150 150 1,501

Int exp 0 0

Pretax Inc (Loss) (11,303) (17,625) (30,643) (31,124) (90,694) (28,486) (39,195) (60,905) (108,405) (236,991)

Div. pref stock, not declared 0 0

Adjusted Net Income/(loss) (11,303) (17,625) (30,643) (31,124) (90,694) (28,486) (39,195) (60,905) (108,405) (236,991)

Total non-cash expenses (234,726) 51,095 (5,200) (3,700) (192,532) (10,900) (8,700) (9,500) (10,250) (39,350)

Net income as reported (246,029) 33,470 (35,843) (34,824) (283,226) (39,386) (47,895) (70,405) (118,655) (276,341)

Adj-EPS ex-1x ($0.58) ($0.84) ($1.44) ($1.46) ($4.36) ($1.21) ($1.54) ($2.34) ($4.09) ($9.90)

EPS as reported ($12.61) $1.51 ($1.69) ($1.63) ($13.63) ($1.78) ($1.99) ($2.87) ($4.74) ($11.55)

Shares out (000) 19,505 20,965 21,260 21,382 20,784 22,172 24,014 24,514 25,014 23,929

Fully diluted shares (000) 21,958 22,205 22,674 22,494 22,333 23,581 25,514 26,014 26,514 25,406

2015E2014A

Specialty Pharmaceuticals
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Schedule 3: Annual Income Statement 

 

Source: Bloomberg LP; Company reports; Laidlaw & Company estimates 

 

  

Intercept Pharmaceuticals 
Annual income statement

 ($000's except per share) 2014A 2015E 2016E 2017E 2018E 2019E Comments.

 Revenues

US PBC sales for OCA $34,344 $153,600 $276,642 $202,796 US launch 2Q16

EU PBC sales for OCA 53,355 137,177 138,948 EU launch 1Q17

US NASH royalties for OCA -              234,426      US launch 2H19

EU NASH royalties for OCA -              EU launch 1H20

License fees $1,742 2,780       2,000       2,000         2,000          2,000          

 Total Revenues $1,742 $2,780 $36,344 $155,600 $278,642 $439,222

Expenses

Cost of Goods Sold -          -           6,201       23,040       33,197        24,335        

Gross Margin 1,742       2,780       30,143     132,560     245,445      414,887      

 R&D 68,661     129,811   209,000   225,000     230,000      210,000      

 SG&A 24,551     111,462   71,000     90,250       95,000        97,500        

Total Op Exp 93,212     241,272   280,000   315,250     325,000      307,500      2015 OpEx guide: ~$240M

Inc (loss) from Ops (91,470)   (238,492)  (249,857)  (182,690)    (79,555)       107,387      

Interest & dividend inc 776          1,501       400          400            400             400             

Pretax Inc (Loss) (90,694)   (236,991)  (249,457)  (182,290)    (79,155)       107,787      

Taxes -          -           -           (27,343)      (23,311)       34,492        

Div. pref stock -          -           -           -             -              -              

Adjusted Net Income/(loss) (90,694)   (236,991)  (249,457)  (154,946)    (55,844)       73,295        

Total non-cash expenses

Net income as reported (283,226) (276,341)  

Adj-EPS ex-1x ($4.36) ($9.90) ($9.50) ($5.65) ($1.95) $2.30

EPS as reported ($4.36)

Shares out (000) 20,784     23,929     26,264     27,439       28,639        29,839        

Fully diluted shares (000) 22,333     25,406     27,764     28,889       30,639        31,839        
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Schedule 4: Balance Sheet 

 

Source: Bloomberg LP; Company reports; Laidlaw & Company estimates 

 

  

Intercept Pharmaceuticals 
Balance sheet

($000's except per share) 1Q14A 2Q14A 3Q14A 2014A 1Q15A 2Q15A 2015E 2016E 2017E 2018E

Current Assets

Cash and cash equivs 11,211 44,961 18,059 20,023 104,366 88,257 898,269 557,562 323,665 181,971

Investment securities 122,894 254,069 254,747 219,701 297,626 644,062

Certificates of deposit

Prepaid expenses + Other 4,796 7,618 6,283 6,104 8,392 8,637 2,000 2,250 2,250 2,250

Total Current Assets 138,901 306,648 279,089 245,828 410,384 740,956 909,019 570,062 340,665 206,971

Fixed assets (net) 1,910 2,163 5,131 5,852 7,531 9,383 5,852 5,852 5,852 5,852

Security deposits 1,082 1,957 1,801 2,469 3,727 3,517 2,469 2,469 2,469 2,469

Total Assets 141,894 310,769 286,021 254,149 421,643 753,856 917,340 578,383 348,986 215,293

Current Liabilites 

Total Current Liabilites 287,124 11,921 16,496 15,241 18,153 23,788 22,500 25,000 42,750 56,850

LT deferred revenue 8,514 8,908 8,463 8,017 7,572 7,126 8,250 8,500 9,000 9,750

LT warrant liability

Total Liabilities 295,638 20,829 24,959 23,258 25,725 30,914 30,750 33,500 51,750 66,600

Shareholders' Equity 

Common stock 20 21 21 21 23 24 23 23 23 23

Additional paid in capital 289,835 688,486 695,622 700,355 904,714 1,280,187 1,592,760 1,500,510 1,407,810 1,315,110

Accum other inc (loss) 43 (33) (203) (284) (231) (788)

Accumulated deficit (443,642) (398,534) (434,378) (469,202) (508,588) (556,481) (706,193) (955,650) (1,110,596) (1,166,440)

Total SE (deficit) (153,744) 289,940 261,062 230,891 395,918 722,942 886,590 544,883 297,236 148,693

Total liabilities & SE 141,894 310,769 286,021 254,149 421,643 753,856 917,340 578,383 348,986 215,293

Source: Company Reports & Laidlaw estimates
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Schedule 5: Cash Flow Statement 

 

Source: Bloomberg LP; Company reports; Laidlaw & Company estimates 

 

 

 

 

Intercept Pharmaceuticals 
Statement of cash flows

($000's except per share) 1Q14A 2Q14A 3Q14A 2014A 1Q15A 2Q15A 2015E 2016E 2017E 2018E

Operating Cash Flow 

Net Income/Loss (246,029) (212,559) (248,402) (283,226) (39,386) (87,280) (236,991) (249,457) (154,946) (55,844)

Adjustments:

Deprec & Amort 62 1,501 210 443 250 646 250 250 300 300

Stock based comp exp 7,436 11,230 16,464 20,127 9,738 16,369 2,250 2,500 2,500 2,750

Loss om prop/equip disposal 21 21

Amort investment premium 552 2,391 3,366 884 2,595

Changes in Assets & Liabilites (965) (2,732) 2,889 (2,243) (1,080) 4,075 4,613 1,000 13,250 6,100

Prepaid exp & other (2,064) (5,760) (4,269) (4,759) (3,546) (3,581)

Accounts payable 1,504 2,879 7,455 6,200 2,912 8,547

Deferred revenue (405) 149 (296) (742) (445) (891)

Cash from operations (12,318) (31,728) (55,595) (87,738) (29,594) (63,595) (229,878) (245,707) (138,896) (46,694)

Investing Activities

Purchase securities (15,724) (161,352) (195,977) (204,344) (122,214) (524,054)

Sale of securities 23,730 37,288 70,045 112,402 43,620 96,418

Purchase of fixed assets (300) (622) (3,690) (4,643) (1,930) (4,177) (100,000) (100,000) (100,000) (100,000)

Cash from investing 7,706 (124,686) (129,622) (96,585) (80,524) (431,813) (100,000) (100,000) (100,000) (100,000)

Financing Activities 

Proceeds from stock, net 183,546 183,475 183,475 191,634 558,930 559,062

Stock issuance costs (339)

Option exercise 2,798 4,466 6,438 7,508 2,989 4,536 5,000 5,000 5,000 5,000

Warrant exercise 

Cash from financing 2,460 188,011 189,913 190,983 194,623 563,466 1,208,124 5,000 5,000 5,000

Forex impact 176

Change in cash (2,152) 31,598 4,696 6,660 84,505 68,234 878,246 (340,707) (233,896) (141,694)

Cash, start of period 13,363 13,363 13,363 13,363 20,023 20,023 20,023 898,269 557,562 323,665

Cash, end of period 11,211 44,961 18,059 20,023 104,528 88,257 898,269 557,562 323,665 181,971

Source: Company Reports & Laidlaw estimates
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DISCLOSURES: 
ANALYST CERTIFICATION 
The analyst responsible for the content of this report hereby certifies that the views expressed regarding the company or companies and their securities accurately represent 

his personal views and that no direct or indirect compensation is to be received by the analyst for any specific recommendation or views contained in this report.  Neither 

the author of this report nor any member of his immediate family or household maintains a position in the securities mentioned in this report. 
 

EQUITY DISCLOSURES 
For the purpose of ratings distributions, regulatory rules require the firm to assign ratings to one of three rating categories (i.e. Strong Buy/Buy-Overweight, Hold, or 
Underweight/Sell) regardless of a firm's own rating categories.  Although the firm’s ratings of Buy/Overweight, Hold, or Underweight/Sell most closely correspond to 

Buy, Hold and Sell, respectively, the meanings are not the same because our ratings are determined on a relative basis against the analyst sector universe of stocks.  An 
analyst's coverage sector is comprised of companies that are engaged in similar business or share similar operating characteristics as the subject company.  The analysis 

sector universe is a sub-sector to the analyst's coverage sector, and is compiled to assist the analyst in determining relative valuations of subject companies.  The 

composition of an analyst's sector universe is subject to change over time as various factors, including changing market conditions occur.  Accordingly, the rating assigned 
to a particular stock represents solely the analyst's view of how that stock will perform over the next 12-months relative to the analyst's sector universe. 
 

Additional information available upon request. 
 

 # Laidlaw & Co (UK) Ltd. has not provided any investment banking services for the company (ies) mentioned in this report over the last 12 months. 
   
 

RATINGS INFORMATION 

Rating and Price Target Change History 

 

Source: Laidlaw & Company  Created by: Blue-Compass.net 

3 Year Rating Change History 

 
3 Year Price Change History 

 
* Previous Close8/28/2015 

 

  

Laidlaw & Company Rating System* 
% of Companies 

Under Coverage 

With This Rating 

% of Companies for which Laidlaw & Company 

has performed services for in the last 12 months 

Investment Banking Brokerage 

Strong Buy 

(SB) 

Expected to significantly outperform the sector over 12 

months. 
0.00% 0.00% 0.00% 

Buy (B) Expected to outperform the sector average over 12 months. 77.42% 29.03% 6.45% 

Hold (H) 
Expected returns to be in line with the sector average over 12 
months. 

3.23% 0.00% 0.00% 

Sell (S) 
Returns expected to significantly underperform the sector 

average over 12 months. 
0.00% 0.00% 0.00% 

 

ADDITIONAL COMPANIES MENTIONED 
Dainippon Sumitomo Pharma Co. (TYO: 4506 – Not Rated) 

Gilead Sciences (GILD – Not Rated) 
 

ADDITIONAL DISCLOSURES 
As of the date of this report, neither the author of this report nor any member of his immediate family or household maintains an ownership position in the securities of 

the company (ies) mentioned in this report. 

This report does not provide individually tailored investment advice and has been prepared without regard to the individual financial circumstances and objectives of 
persons who receive it. Laidlaw & Co (UK), Ltd. recommends that investors independently evaluate particular investments and strategies, and encourages investors to 

seek the advice of a financial adviser.  The appropriateness of a particular investment or strategy will depend on an investor's individual circumstances and objectives.  

The securities, instruments, or strategies discussed in this report may not be suitable for all investors, and certain investors may not be eligible to purchase or participate 
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in some or all of them.  This report is not an offer to buy or sell or the solicitation of an offer to buy or sell any security/instrument or to participate in any particular 

trading strategy. 

Associated persons of Laidlaw & Co (UK), Ltd not involved in the preparation of this report may have investments in securities/instruments or derivatives of 
securities/instruments of companies mentioned herein and may trade them in ways different from those discussed in this report.  While Laidlaw & Co (UK), Ltd., prohibits 

analysts from receiving any compensation. Bonus or incentive based on specific recommendations for, or view of, a particular company, investors should be aware that 

any or all of the foregoing, among other things, may give rise to real or potential conflicts of interest. 

With the exception of information regarding Laidlaw & Co (UK), Ltd. this report is based on public information.  Laidlaw & Co (UK), Ltd makes every effort to use 

reliable, comprehensive information, but we make no representation that it is accurate or complete and it should not be relied upon as such.  Any opinions expressed are 

subject to change and Laidlaw & Co (UK), Ltd disclaims any obligation to advise you of changes in opinions or information or any discontinuation of coverage of a 
subject company.  Facts and views presented in this report have not been reviewed by, and may not reflect information known to, professionals in other Laidlaw & Co 

(UK), Ltd business areas.  Laidlaw & Co (UK), Ltd associated persons conduct site visits from time to time but are prohibited from accepting payment or reimbursement 
by the company of travel expenses for such visits.  The value of and income from your investments may vary because of changes in interest rates, foreign exchange rates, 

default rates, prepayment rates, securities/instruments prices. market indexes, operational or financial conditions of companies or other factors.  There may be time 

limitations on the exercise of options or other rights in securities/instruments transactions.  Past performance is not necessarily a guide to future performance.  Estimates 
of future performance are based on assumptions that may not be realized.  If provided, and unless otherwise stated, the closing price on the cover page is that of the 

primary exchange for the subject company's securities/instruments. 

Any trademarks and service marks contained in this report are the property of their respective owners. Third-party data providers make no warranties or representations 
of any kind relating to the accuracy, completeness, or timeliness of the data they provide and shall not have liability for any damages of any kind relating to such data.  

This report or any portion thereof may not be reprinted, sold or redistributed without the written consent of Laidlaw & Co (UK), Ltd.  This report is disseminated and 

available primarily electronically, and, in some cases, in printed form. 

The information and opinions in this report were prepared by Laidlaw & Co (UK), Ltd.  For important disclosures, please see Laidlaw & Co (UK), Ltd.’s disclosure 

website at www.Laidlawltd.com, or contact your investment representative or Laidlaw & Co (UK), Ltd at 546 Fifth Ave, 5th Floor, New York, NY 10036 USA. 

        © 2015 Laidlaw & Co. (UK), Ltd. 
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