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Intercept Pharmaceuticals (ICPT - $163.21) 
A Worldwide Launch on a Single Orphan Drug – What Could Go 
Wrong? Lowering Rating to Sell, PT to $105 
We are lowering our price target and rating on ICPT this morning following the 
company’s reported 2Q16 EPS last night. The company indicated that FY17 
operating expenses are likely to be higher than the $360M-$400M spend for 
FY16, and that the uptake of Ocaliva for PBC in the US and the EU should be 
expected to proceed at a rather moderated pace. The company has ~$850M in cash 
(pro-forma) following the July convertible debt offering (which netted ~$409M), 
which at ICPT’s current prolific spending means they will be down to a year of 
cash in 2017 (again). While the company has been adept at raising prodigious 
amounts of capital to date, a key architect of that fund raising ability – former 
CFO Duncan – has stepped aside for new CFO Kapadia. ICPT’s key asset, OCA 
for NASH, remains the main reason to own the stock but the pivotal 
REGENERATE Phase 3 trial data is now a 2019 event (from 2H18 previously), 
and the important CONTROL lipid study is now a 2H17 event (from 4Q16 
previously). ICPT is currently rolling out an expensive worldwide infrastructure to 
launch a single orphan drug – Ocaliva – which can mean years of slogging to 
profitability unless additional products can be found to add to the reps’ bags to 
help more fully utilize the sales force. Our new price target incorporates what we 
believe are more conservative rollout expectations for Ocaliva for PBC and OCA 
for NASH, and also incorporates the now extended launch timelines. We are 
lowering our PT to $105, which is ~40% lower than ICPT’s current trading level, 
which drives our new Sell rating. 

• NASH timelines slippage & lowered expectations. Most of our lowered PT 
comes from somewhat more conservative launch expectations for OCA for 
NASH, and also from our expectations for the launch to be pushed out at least 
another year to 2H20 (from 2019 previously).  

• Single product launches are challenging. ICPT doesn’t dispute this, and guides 
to a moderated launch. With quarterly Ocaliva sales a key focus until 2019 we 
expect the sales ramp could disappoint Street expectations. 

• Lowering rating to Sell, $105 PT. Our price target is based on a sum-of-the-
parts analysis, with NASH at $66/share, PBC at $36/share, and the remaining 
pipeline and cash (end 2016) at $43/share. 
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(Sep)  1Q 2Q 3Q 4Q FY P/E  
FY17E  ($2.78) ($2.76) ($2.92) ($3.02) ($11.50) NA  
FY16E  ($2.89)A ($3.14)A ($3.64) ($4.19) ($13.79) NA  
FY15  ($1.21) ($1.54) ($1.69) ($2.95) ($8.04) NA  
FY14  ($0.58) ($0.84) ($1.44) ($1.46) ($4.36) NA  

         

Source: Laidlaw & Company estimates  

FOR ANALYST CERTIFICATION AND DISCLOSURES, PLEASE SEE DISCLOSURES SECTION AT THE END 
OF THIS REPORT.  This report has been prepared by Laidlaw & Co (UK), Ltd. Investors should be aware that the firm 
may have a conflict of interest that could affect the objectivity of this report.  Investors should consider this report as only 
a single factor in making their investment decision.  All prices are those current at the end of the previous trading session 
unless otherwise indicated.  Prices and consensus estimates are sourced from a reliable market source 
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Revising NASH launch for a more moderated rollout. We have revised our expectations for the 
OCA for NASH uptake projections (see Figure 1 below) as well as extending our projections out to 
2023 (from 2021 previously). While we still see OCA for NASH as a potential “blockbuster” drug (ie: 
sales over $1B) we believe a more moderated ramp might be warranted given the slow moving nature 
of the disease and the multiple co-morbidities typically associated with a NASH diagnosis including 
obesity and heart disease. The very real potential dyslipidemia issues could limit usage among some 
patients and moderate the initial roll out. That said, we still project sales over $4B by year 4 of launch, 
which would be considered a winner in most people’s books. 

 

Figure 1: OCA for NASH sales revisions 

 

Source: Company reports; Laidlaw & Company estimates 

Figure 2: Variance Analysis 

 

Source: Company reports; Laidlaw & Company estimates 

Intercept Pharmaceuticals 
Quarterly variance analysis

($000's) 2Q15A 2Q16A 2Q16E Variance % Y/Y

US PBC sales $75 0 $75 NM
License revenues $445 5,445 $445 $5,000 1124%
Total Revenue $445 $5,520 $520 $5,000 1140%
     COGS -        -        -        0 NM
          Gross Profit 445 5,520 520 5,000 1140%

       R&D Expense 22,895 38,354 45,000 (6,647) 68%
       SG&A Expense 17,674 40,149 45,500 (5,352) 127%
Operating Inc (loss) (40,124) (72,982) (89,980) 16,998 82%
Int & div income 929 796 500 296 -14%
Pretax Inc (loss) (39,195) (72,186) (89,480) 17,294 84%

     Income Taxes 0 0 0 0 NM
     Div pref. stock 0 0 0 0 NM
NI - ex-1x items (39,195) (72,186) (89,480) 17,294 84%

     Avg Shares (000) 24,014 24,612 25,245 (633) 2%
EPS ex-1x items ($1.54) ($2.93) ($3.54) $0.61 91%
EPS as reported ($1.99) ($3.14) $0.00
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Figure 3: Valuation 

 

Source: Company Reports: Laidlaw & Company estimates 

Figure 4: Ocaliva sales projections 

 

Source: Laidlaw & Company estimates 

Sum-of-the-parts valuation
Segment Valuation Per share

(000's) value
OCA for NASH in the US $1,841,231 $58
OCA for NASH EU royalty $257,665 $8
Ocaliva for PBC US & EU $478,015 $15
OCA for other indications $140,171 $4
Cash (end of '17E) & tech $645,538 $20

$3,362,620 $105
2017 fully diluted shares out 31,928
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Figure 5: Clinical Trial Timeline Estimates 

 
Source: Laidlaw & Company estimates 

 

 

Intercept Pharmaceuticals 
Potential clinical trial timeline estimates

2015A 2016E 2017E #REF! 2019E 2020E
 1QA  2QA  3QA 4QA  1QA  2QA  3QE 4QE 1QE 2QE 3QE 4QE 1QE 2QE 3QE 4QE 1QE 2QE 3QE 4QE 1QE 2QE 3QE 4QE

Ocaliva (OCA) for Primary Biliary Cholangitis (PBC) - APPROVED 5/27/16
NDA filing - 6/29/15;  FAST TRACK DESIGNATION 5/28/14 NDA
Phase 1 bioequivalence/mass balance studies for filing p1
FDA Advisory Committee April 7 (had been expected week of Jan 11) AC
FDA approved May 27 FDA LAUNCH

EMA filing - 6/29/15 MAA
EMA - guide to YE approval, 2017 launch EMA LAUNCH
COBALT - US phase 3 outcomes trial (minimum 5 years to run)

OCA (Obeticholic acid) for Nonalcoholic steatohepatitis (NASH) liver disease - Breakthrough Designation
CONTROL - Lipid metabolism double blind phase 2 trial p2 lipids data
REGENERATE - US phase 3, filing & LT safety trial phase 3 interim phase 3
NDA filing & FDA approval NDA

Japan OCA (NASH) - partner Dainippon Sumitomo Pharma (DSP)
Japanese phase 2 trial, enrollment complete,10/28/15 data p2 - Japan data
Further clinical development timeline uncertain

OCA (Obeticholic acid) for Portal Hypertension in patients with cirrhosis
US cirrhosis phase 2 trial - HVPG primary endpoint phase 2b data
US cirrhosis phase 3 trial phase 3 data

Biliary Atresia  - pediatric patients
CARE p2 trial, N = 60, 11 week trial phase 2 data
Phase 3 trial phase 3 data NDA

Primary Sclerosing Cholangitis (PSC) - orphan designation
AESOP p2 trial, N = 75 (1.5/3/5/10 mg doses vs. placebo) phase 2 data
Phase 3 trial phase 3 data

NDA filing NDA

INT-767 FXR agonist for diabetic nephropathy & chronic kidney diseases
File IND with FDA

Phase 1 trials - indication not disclosed phase 1 data
Phase 2 trials phase 2 data
Phase 3 trials phase 3
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Figure 6: Quarterly Income Statement 

 
 Source: Company Reports: Laidlaw & Company estimates          

  

Intercept Pharmaceuticals 
Quarterly income statement

2015A 2016E
 ($000's except per share)  1QA  2QA  3QA 4QA Year  1QA  2QA  3QE 4QE Year
 Revenues

License fees $1,445 $445 $445 $447 $2,782 $445 $5,445 445 445 6,780
 Total Revenues $1,445 $445 $445 $447 $2,782 $445 $5,520 $1,762 $3,099 $10,826
Expenses

Cost of Goods Sold 0 0 0 0 0 0 0 263 398 662
Gross Margin 1,445 445 445 447 2,782 445 5,520 1,499 2,701 10,165

 R&D 21,916 22,895 22,337 37,747 104,894 31,607 38,354 50,000 60,000 179,961
 SG&A 8,288 17,674 21,892 38,816 91,163 40,310 40,149 52,750 62,250 195,459
Total Op Expenses 30,203 40,569 44,229 76,562 196,057 71,917 78,502 102,750 122,250 375,419

Inc (loss) from Ops (28,758) (40,124) (43,784) (76,115) (193,275) (71,472) (72,982) (101,251) (119,549) (365,254)

Other income (exp) 272 929 889 637 2,727 726 796 500 500 2,522
Int exp 0
Pretax Inc (Loss) (28,486) (39,195) (42,895) (75,478) (190,548) (70,746) (72,186) (100,751) (119,049) (362,732)

Div. pref stock, not declared 0 0
Adjusted Net Income/(loss) (28,486) (39,195) (42,895) (75,478) (190,548) (70,746) (72,186) (100,751) (119,049) (362,732)

Total non-cash expenses (10,900) (8,700) (8,000) (12,774) (35,881) (55,928) (5,113) (61,041)
Net income as reported (39,386) (47,895) (50,895) (88,252) (226,429) (126,674) (77,299) (423,773)

Adj-EPS ex-1x ($1.21) ($1.54) ($1.69) ($2.95) ($8.04) ($2.89) ($2.93) ($3.64) ($4.19) ($13.79)
EPS as reported ($1.78) ($1.99) ($2.10) ($3.62) ($9.56) ($5.17) ($3.14) ($16.11)
Shares out (000) 22,172 24,014 24,215 24,351 23,694 24,495 24,612 27,678 28,428 26,303
Fully diluted shares (000) 23,581 25,514 25,443 25,601 25,035 26,510 26,612 29,678 30,428 28,307

2015A 2016E
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Figure 7: Annual Income Statement 

 
 Source: Company Reports: Laidlaw & Company estimates          

  

Intercept Pharmaceuticals 
Annual income statement
 ($000's except per share) 2015A 2016E 2017E 2018E 2019E Comments.
 Revenues

Ocaliva US PBC sales $4,046 $51,320 $141,531 $120,940 US launch 2Q16
Ocaliva EU PBC sales 5,714 35,335 69,474 EU launch 2Q17
US NASH royalties for OCA 0 0 Launch 2H20
License fees $2,782 6,780 2,000 2,000 2,000

 Total Revenues $2,782 $10,826 $59,034 $178,865 $192,414
Expenses

Cost of Goods Sold -           662          8,555         19,455        14,513        

Gross Margin 2,782       10,165     50,479       159,410      177,901      

 R&D 104,894   179,961   195,000     215,000      200,000      
 SG&A 91,163     195,459   198,810     206,250      216,000      
Total Op Expense 196,057   375,419   393,810     421,250      416,000      guide: "low end" of $360M-$400M
Inc (loss) from Ops (193,275)  (365,254)  (343,331)    (261,840)     (238,099)     

Interest & dividend inc 2,727       2,522       2,000         2,000          2,000          
Pretax Inc (Loss) (190,548)  (362,732)  (341,331)    (259,840)     (236,099)     
Taxes -           -           -             -              -              
Div. pref stock -           -           -             -              -              
Adjusted Net Income/(loss) (190,548)  (362,732)  (341,331)    (259,840)     (236,099)     
Total non-cash expenses (35,881)    (61,041)    
Net income as reported (226,429)  (423,773)  

Adj-EPS ex-1x ($8.04) ($13.79) ($11.50) ($8.40) ($7.35)
EPS as reported ($9.56) ($16.11)
Shares out (000) 23,694     26,303     29,678       30,928        32,128        
Fully diluted shares (000) 25,035     28,307     31,928       33,428        34,878        
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Major 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 our 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. 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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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 Close8/4/2016 

 

  

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. 62.16% 27.03% 2.70% 

Hold (H) Expected returns to be in line with the sector average over 12 
months. 2.70% 0.00% 0.00% 

Sell (S) Returns expected to significantly underperform the sector 
average over 12 months. 2.70% 0.00% 0.00% 

 

ADDITIONAL COMPANIES MENTIONED 
 
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. 

        © 2016 Laidlaw & Co. (UK), Ltd. 
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NOTES: 
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