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In our previous report for Q1-2018 we determined that based on its burn rate, “RedHill 
will have to raise capital in anticipation of its announcement of top-line Phase III 
results for Crohn’s disease, expected in mid-2018”. 
 On August 9, 2018 RedHill released a prospectus for $175M in funding (gross). 

 On this date, RedHill announced the pricing of an underwritten offering of 4,166,667 American 
Depositary Shares (“ADSs”), each representing ten of its ordinary shares, at an offering price of 
$6.00 per ADS, for gross proceeds of approximately $25 million, before commissions and other 
offering expenses. The offering closed on August 14, 2018, and is expected to fund the company’s 
operations until Q2-2019. 
 

 

Top-line results from its Phase III study with RHB-104 for Crohn’s disease (MAP US 
study) were released on July 30, 2018; we assume future success in the Phase IIIb 
clinical trial, but also commercial difficulties down the track. 
 Crohn’s is a chronic disease that needs to be treated daily. The reduced activity presented in RHB-

104 from week 16 and 26 up to week 52 may not be suitable for Crohn’s patients. 

 Biologic drugs (monoclonal antibodies) present higher remission rates at week 52 than RHB-104. 
Additionally, biological drugs induce response and remission more rapidly and offers targeted 
immunosuppression with reduced side effect. 

 Data regarding patients completing the trial and dropout rate is not mentioned.   

 An open-label extension Phase III study (MAP US2 study) is ongoing to evaluate the safety and 
efficacy of RHB-104 in subjects who remain with active Crohn’s disease (CDAI ≥ 150) after 26 
weeks of blinded study therapy in the Phase III MAP US study. 

 

On 30 August 2018 RedHill released its financial report for Q2-2018, detailing the following: 
 
RedHill presented higher net revenues than H1-2017, totaling $4.8M for H1-2018; 
however, revenues did not meet our expectations. 
 Gross profit of $3.1 million in H1-2018, a 10-fold increase on H1-2017. 

 Operating loss of $19.6 million in H1-2018, a decrease of 21% on H1-2017. 

 Debt-free balance sheet with $28 million in cash at the end of Q2-2018. 
 

We decrease our valuation of the company to $157.5 million (NIS 568M) corresponding 
to a target price ranging between NIS 2.17 and NIS 2.29; a mean of NIS 2.23 ($6.1 per 
ADS). Our last target price was NIS 2.59. 
 The decrease is mainly attributable to an increase in the number of shares resulting from 

capital raised at discount. 

 We assume future commercial difficulties based on current weak commercial ability with GI 
sales. 

 Numerous current and future treatments for Crohn’s disease with higher significant clinical 
52 weeks results (see our appendix).  

 In our Annual Report for 2017, published 11 March 2018 we raised the target price to 2.59 
from the price of 2.27 set in our Q3-2017 report, published 14 December 2017.  

Q2-2018 Update Report                                                                 5 September, 2018 

RedHill announces top-line results from Phase III study of RHB-104 in 

Crohn’s Disease; cash balance improved with $25M (gross) raised at a 

discount; Top-line results for TALICIA® (RHB-105) - H. pylori infection 

expected by the end of 2018; target price reduced to NIS 2.23 
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RedHill Biopharma Ltd. (“the Company" and/or "RedHill”) is an Israeli publically-traded 
specialty biopharmaceutical company focused on the development and commercialization of 
late clinical-stage drugs candidates. The Company’s main focus is advanced clinical 
development and commercialization in the US of orally-administered, proprietary, small 
molecule drugs for the treatment of gastrointestinal and inflammatory diseases and cancer.  
 
RedHill is currently promoting three gastrointestinal products and is advancing multiple 
clinical programs: three Phase III for gastrointestinal and inflammation indications and 
multiple Phase II for various indications including multiple myeloma, hepatocellular 
carcinoma, pancreatic cancer, and irritable bowel syndrome with diarrhea. 

Highlights & Analysis 
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Financial Highlights for H1-2018 

H1-2018 Financial Results 

Net Revenues for the first six-months of 2018 were $4.8 million, an increase on total revenue generated in 

the corresponding period in 2017. The increase was due to the advancement of promotional activities for 

Donnatal®, and EnteraGam® and the initial promotion of Esomeprazole Strontium Delayed-Release 

Capsules 

Gross Profit for the first six-months of 2018 was $3.1 million, a 10-fold increase compared to the 

corresponding period in 2017. The dramatic increase was a result of increased revenues outlined above. 

Research and Development Expenses for the first six-months of 2018 totaled $12.5 million, a decrease of 

33% from the corresponding period in 2017. This can be attributed to substantial investment in the Phase III 

trial for Crohn’s disease made in H1-2017. 

Selling, Marketing and Business Development Expenses for the first six-months of 2018 totaled $6.3 

million, an increase of 37% from the corresponding period in 2017. The increase can be attributed to the 

company’s substantial marketing activity in the lead up to the release of top-line data for the first part of its 

Phase III trial in Crohn’s disease. It can be expected that similar activity will take place in H2-2018 in the 

wake of Top-line results for TALICIA® (RHB-105) - H. pylori infection, expected before year’s end.  

General and Administrative Expenses for the first six-months of 2018 totaled $3.9 million, an increase of 

21% compared to the corresponding period in 2017. RedHill did not detail reasons for this increase in its 

financial statements, which is rather unexpected for an increase of such magnitude.  

Operating Loss for the first six-months of 2018 totaled $19.6 million, a decrease of 21% compared to the 

corresponding period in 2017. The decrease a result of substantially reduced R&D expenses and a 10-fold 

increase in gross profit though was partially offset by significant increases in S&M and G&A expenses. 

Net Cash Used in Operating Activities for the first six-months of 2018 totaled $17.9 million, compared to 

$20.0 for the corresponding period in 2017. The decrease is a result of substantial investment in the Phase III 

trial for Crohn’s disease made in H1-2017. 

Cash Balance as of 30 June, 2018 was $28.0 million. Together with the $25M gross capital raised in August, 

the company has sufficient cash to fund its operations until Q2-2019, during which it will need additional 

capital. The prospectus released by the company for gross capital raising of $175M in July 2018 still allows 

for another $150M in gross capital raising. Should this total sum be raised by Q1-2019. The company will 

have sufficient cash to run its operations until Q3-2020, by which time it is expected that the majority of its 

assets currently undergoing clinical trials will either already be commercialized, or on the verge of 

commercialization.  

Capital Raising 

In our previous report for Q1-2018 we determined that based on its burn rate, “RedHill will have to raise 

capital in anticipation of its announcement of top-line Phase III results for Crohn’s disease, expected in mid-

2018”. 

 

On July 23 RedHill released a draft prospectus for $175M in funding (gross). On August 9, 2018 RedHill 

released a full prospectus for a round of capital raising consisting of two parts. Part (a) will see 29,630,235 

Ordinary Shares issuable upon the exercise of outstanding options to purchase the same number of shares 

at a weighted average exercise price of $1.03 (NIS 3.80) - equivalent to 2,963,023 ADSs at $10.30 per ADS. 

Part (b) involves the sale of 2,025,458 ADSs representing 20,254,580 ordinary shares already issued in 

March 2016, which remain unsold.  These are being offered at an exercise price of $1.333 (NIS 4.90) per 

share or $13.33 per ADS). RedHill will pay up to 8% of the capital raised in fees and commissions to 

underwriters and other service providers.  
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On August 9, RedHill announced the pricing of an underwritten offering of 4,166,667 American Depositary 

Shares (“ADSs”), each representing ten of its ordinary shares, at an offering price of $6.00 per ADS, for gross 

proceeds of approximately $25 million, before commissions and other offering expenses. The trading price of 

RDHL ADSs at the time of the underwritten offering pricing announcement was $6.55. It can be concluded 

that RedHill raised capital at a discount of 9.2%, as per the trading price on August 9. The offering 

closed on August 14, 2018 and is expected to fund the company’s operations until Q3-2019. 

 

Clinical Highlights 

RHB-104 is a combination therapy for Crohn’s disease. The drug combines three well studied antibiotics 

(Clarithromycin, Clofazimine and Rifabutin) that have anti-bacterial and anti-inflammatory activities. The first phase III 

clinical trial (MAP US) assessed the Efficacy and Safety of Fixed-dose Combination of RHB-104; the clinical trial’s 

results were published on 30 July, 2018. The extension study (MAP US II) is still enrolling (testing the effect of RHB-104 

on patients that still have active crohn’s disease in week 26). 

TALICIA® (RHB-105) - H. pylori infection (confirmatory Phase III) (FDA Fast-Track QIDP status). In June 2018 

Redhill enrolled the 400
th
 patient (of the planned total of 444) for its confirmatory Phase III study with TALICIA® (RHB-

105) for H. pylori infection (ERADICATE Hp2). RedHill expects to complete enrollment of the ERADICATE Hp2 study in 

the third quarter of 2018 and announce top-line results in Q4-2018. Subject to a successful outcome and additional 

regulatory feedback, the ERADICATE Hp2 study is expected to complete the package required for a potential U.S. NDA 

for TALICIA®. The filing is planned for early 2019 and, if accepted for review, the FDA could potentially approve 

TALICIA® in the second half of 2019 following a priority NDA review.  

BEKINDA® (RHB-102) 12 mg - IBS-D (Phase II) On January 16, 2018, RedHill announced positive final results from 

the Phase II study with BEKINDA® 12mg for the treatment of diarrhea-predominant irritable bowel syndrome (IBS-D). 

The randomized, double-blind, placebo-controlled Phase II study successfully met its primary endpoint, improving stool 

consistency (per FDA guidance definition) by an absolute difference of 20.7% vs. placebo (p-value=0.036). RedHill 

plans to meet with the FDA in the third quarter of 2018 to discuss the design for one or two pivotal Phase III studies.  

RHB-102, 24mg positive results from Phase III clinical study in the U.S for patients suffering from acute gastroenteritis 

(the GUARD study). The study successfully met its primary endpoint of efficacy in treatment of acute gastroenteritis and 

was found to be safe and well tolerated in this indication. 

YELIVA® (ABC294640) – Cholangiocarcinoma (bile duct cancer); (Phase IIa, ABC-108), FDA Orphan Drug 

designation. The company is still enrolling patients for its single-arm Phase IIa study with YELIVA® (ABC294640), for 

Patients with advanced, unresectable intra-hepatic and extra-hepatic cholangiocarcinoma. Enrollment is expected to be 

completed by the end of 2018. The study is being conducted at major Mayo Clinic campuses in Arizona and Minnesota, 

University of Texas MD Anderson Cancer Center and the Huntsman Cancer Institute, University of Utah Health. The 

trial is designed to enroll up to 39 patients.  

RHB-106 – Encapsulated formulation intended for the preparation and cleansing of the gastrointestinal tract prior to the 

performance of abdominal procedures that was licensed to Salix Pharmaceuticals. RedHill recently amended its 2014 

worldwide license agreement with Salix Pharmaceuticals related to RHB-106 encapsulated bowel cleanser, as well as 

additional related rights. The amendment clarifies the development efforts to be used by Salix, as well as providing for 

enhanced involvement by RedHill in certain intellectual property matters.  

RHB-204 - nontuberculous mycobacteria (NTM) infections (planned pivotal Phase III) (FDA Fast-Track QIDP 

status). A pivotal Phase III study with RHB-204 for the treatment of nontuberculous mycobacteria (NTM) infections is 

expected to be initiated in the second half of 2018, subject to regulatory approvals. RedHill plans to assess RHB-204 as 

a first-line treatment of NTM disease caused by mycobacterium avium complex (MAC) infection. 

RHB-107- pancreatic cancer, is a proprietary, first-in-class, orally-administered potent urokinase-type plasminogen 

activator (uPA), presenting a new non-cytotoxic approach to cancer therapy, as well as other indications such as 

inflammatory digestive diseases and inflammatory lung diseases. RedHill acquired the worldwide exclusive 

development and commercialization rights to RHB-107 (excluding in Greater China) for all indications from Munich-

based WILEX AG in June 2014. RHB-107 has undergone several Phase I studies and two Phase II clinical studies, 
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including a Phase II proof of concept study in locally advanced non-metastatic pancreatic cancer, demonstrating safety 

and tolerability. RHB-107 was granted FDA Orphan Drug designation for the adjuvant treatment of pancreatic cancer. 

RHB-104 - Crohn’s disease (MAP US clinical trial) 

Crohn’s disease is a chronic inflammatory disease of the gastrointestinal tract. Genetic, environmental, immunological 

and bacterial factors are all thought to contribute to the disease. Thus, effective therapeutic approaches are of high 

clinical relevance in patients with Crohn’s. Current treatment and development are emerging in order to prevent the 

disease’s progression and promoting remission. 

 

On the 30
th
 of July RedHill published positive results for its phase III clinical trial, MAP US, which aimed in investigating 

the ability of RHB-104 to induce remission in Crohn’s disease patients at week 26. RHB-104 is a combination therapy of 

three well studied antibiotics targeting the hypothesis that Crohn’s disease is caused by Mycobacterium avium 

paratuberculosis (MAP) infection in susceptible patients.  Several days after the first announcement, RedHill published a 

report that elaborates on their phase III results and compares their results to the current available treatments. 

 

The published results were as follows: 

 RHB-104 met the primary endpoint of the trial by achieving remission (CDAI <150) by week 26 (37% vs. 23% placebo, p=0.013). 

 RHB-104 patients had a statistically significant greater response at week 26 (defined as a decrease ≥100 in CDAI from the 

baseline) compared to placebo (44% vs. 31% placebo, p= 0.028).    

 RHB-104 patients demonstrated statistically significant early remission rates. By week 16 (42% vs. 29% placebo, p= 0.019). 

 RHB-104 patients demonstrated statistically significant durable remission over weeks 16-52, defined as continuous remission 

throughout the period, (18% vs. 9% placebo, p= 0.038). 

 At 52 weeks of treatment, remission in RHB-104 continued to be favorable to placebo (27% vs. 20% placebo, p= 0.155) 

 An analysis of maintenance of remission at week 52 in subjects noted to be in remission at week 16 also demonstrated 

statistically significant benefit with RHB-104 over placebo (25% vs. 12%, p= 0.007). 

Analysis of Trial Results 

Biologic drugs and antibiotics are different in terms of mechanism of action; the first acts on inflammatory 

related cascades while the later on direct killing of bacteria. Loss or reduced activity of each one has a 

completely different meaning in terms of stability, compliance and potential therapeutics. The pathophysiology 

of Crohn’s disease is not completely understood despite recent developments, thus ideally for clinician is to 

select the best agent for individual patients.      

 

The MAP US clinical trial tested the effect of RHB-104 on CD patients with moderate to severe disease. The primary 

endpoint was remission at week 26 and reduction of the total Crohn's Disease Activity Index (CDAI) score to less than 

150. The company achieved remission (CDAI <150) by week 26 (37% vs. 23% placebo, p=0.013). The remission was 

noticed also earlier, by week 16 (42% vs. 29% placebo, p= 0.019). The patients were significantly responsive to the 

treatment on week 26 (decrease ≥100 in CDAI from the baseline) (44% vs. 31% placebo, p= 0.028).     

    
Crohn is a chronic disease that needs to be treated daily. Once analyzing the results, there is clearly a reduced activity 
from week 16 (42%) and 26 (37%) to week 52, thus it is not considered an adequate treatment for all Crohn’s patients. 
In light of these results, RHB-104 durability issue should be addressed. Furthermore, information regarding the patients 
that completed the trial and the dropout rate should be mentioned.  
 
The company is currently enrolling patients for a trial investigating the effect of continuing treatment with RHB-104 from 
week 26.     

 
RedHill will engage in a confirmatory phase III trial based on FDA requirements. These clinical studies will be expensive 
and prolonged (3-4 years). Although their published clarification, the company needs to address some important issues 
from activity of the drug, durability, resistance and prolong activity.   
 
Appendix 2 summarizes the most frequently used biological drugs for Crohn’s treatment and their clinical trials. For 
example, Vedolizumab (GIMINI 2 trial), an open label. The drug was continually taken every 6 and 8 weeks, the patients 
retained their clinical remission at week 52 (36-39% Vs 21.6 in the placebo group). Other Biologic drugs (such as 
Stelara and Risankizumab) have remission rates of ~50% at week 52.  
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Financial Analysis 

Revenues  

In our most recent coverage we outlined that our data (based on the ‘Orange book’ which contains all drugs 

sales data) indicates, for example, that before Redhill was granted the rights for distribution of Donnatel, 

worldwide sales of this drug were $142M in 2015 and $139M in 2016, the majority of sales being in the US. 

We also estimated, based on the same source, sales for the other two GI products for the upcoming years. 

Given that the company doesn’t share any relevant data with regard to its sales (for example, revenue 

sharing agreements, total gross sales), we assumed a 5% revenue share based on our assumptions, and the 

US share of the global market.  

This led us to forecast RedHill’s net revenues for 2018 at approximately $15.9M or approx. $4.0M per 

quarter. RedHill’s sales of its GI drugs totaled $2.4 million and $2.35 million for Q1-2018 and Q2-2018 

respectively.  

We assume, RedHill’s revenue for H1-2018 totals only 60% of its potential based upon total market 

sales in 2015 and 2016. Therefore, these results can be considered a short fall of approx. 40% as we 

have conservatively estimated a 5% revenue share and not taken into account any market 

growth/decline since 2016.  

On a positive note, we addressed RedHill’s new strategy in forming a sales force in the US in our initiation 

report of 12 July 2017. After years of successfully implementing a "standard" drug development strategy, with 

a business model based on licensing out its IP, the company has decided to expand its strategy and set up a 

sales organization in the US that will drive revenues from selling drugs.  

Financially, RedHill maintains a debt-free balance sheet with $28 million in cash at 30 June 2018. Given the 

$25M gross capital raising announced in August 2018, and based on the company’s current net burn rate, 

RedHill needs to raise capital before Q2-2019 in order to sustain its current levels of expenditure. To 

this effect RedHill released a prospectus for $175M in gross capital in July 2018. Net of the $25M raised in 

August, should RedHill raise an additional $150M by Q1-2019 the company will have sufficient cash to FUND 

its operations until Q3-2020, by which time it is expected that the majority of its assets currently undergoing 

clinical trials will either already be commercialized, or on the verge of commercialization. 

We evaluate the company’s equity value at $157.5 million (NIS 568.4M) corresponding to a target 

price ranging between NIS 2.17 and NIS 2.29; a mean of NIS 2.23 ($6.1 per 1 ADS).  

Upcoming Potential Catalysts  

Program Event Significance Timeline Update 

BEKINDA® - RHB-102  
(gastroenteritis & IBS-D) 

Top-line Phase II results (IBS-D) Medium Sep 2017 Achieved 

Top-line Phase III results (gastroenteritis) 
 

Medium 
 

Mid-2017 
 

Achieved 
 

Clinical Study Report (CSR) from the successful 
Phase III study (gastroenteritis) 

Medium Q3-2017 Achieved 

RHB-103 - RIZAPORT® (Migraine) U.S. NDA re-submission Low Oct 2017 Achieved 

RHB-104 
(Crohn's Disease) 

Meeting with Data and Safety Monitoring Board 
Group for the MAP U.S. Phase III study for 
Crohn’s disease including safety and interim 
efficacy analysis, with evaluation of option of early 
stop for success for overwhelming efficacy. 

High 
Mid-2017 

 
 

Achieved 
 
 
 
 

Top-line results MAP US Phase III High Mid-2018 
 

Achieved 

TALICIA™ (RHB-105) 
(H. pylori) 

Initiation of a confirmatory Phase III study for 
treatment of H. pylori infection 

Medium Mid-2017 Achieved 

Top-line Phase III results High Q4-2018 On track 

https://ww2.frost.com/research/equity-research/redhill-biopharma-ltd/
https://ww2.frost.com/research/equity-research/redhill-biopharma-ltd/
https://ww2.frost.com/research/equity-research/redhill-biopharma-ltd/
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YELIVA® 
Completion of enrolment for a Phase IIa study with 
YELIVA® for ulcerative colitis  

Low Q4-2018 On track 

RHB-204 for nontuberculous 
mycobacteria (NTM) infections  

Initiation of pivotal Phase III study (FDA Fast-
Track QIDP status) 

Medium Q1-2019 On track 

 

Sources: Frost & Sullivan Analysis; RedHill. 

 
12 months Stock Movement for TASE:RDHL  

 

Source: Tel Aviv Stock Exchange 

 

 

 

 

 

 

 

 

 

 

 

 

 

15 October: Target price 4.72 

Capital Raising 

17 January: Target Price 2.27 

11 March: Target Price 2.59 

Release of Phase 3 results 
for RHB-104 
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Appendix I - Financial Reports for H1-2018 

Balance Sheet (US$000s) March 31, 2018 June 30, 2018 

Cash and cash equivalents 7,560 5,564 

Bank deposits 13,206 8,225 

Financial assets at fair value through profit or loss 15,584 14,113 

Trade receivables 1,809 1,796 

Prepaid expenses and other receivables 2,019 1,831 

Inventory 560 690 

Total Current Assets 40,738 32,219 

Bank deposits 150 144 

Fixed assets 221 200 

Intangible assets 5,285 5,285 

Total Non-Current Assets 5,656 5,629 

Total Assets 46,394 37,848 

Accounts payable 2,724 4,023 

Accrued expenses and other current liabilities 6,481 5,354 

Payable in respect of intangible asset purchase 500 500 

Total Current Liabilities 9,705 9,877 

Total Non-Current Liabilities: Derivative Financial Instruments 398 2,065 

Total Equity 36,291 25,906 

Total Liabilities and Equity 46,394 37,848 

 

Consolidated Statement of Profit and Loss (US$000s) June 30, 2017 June 30, 2018 

Net Revenues 483 4,795 

Cost of Revenues 272 1655 

Gross Profit 211 3,140 

Research and Development Expenses, Net 8,434 12,460 

Selling, Marketing and Business Development Expenses 3,376 6,293 

General and Administrative Expenses 1,940 3,939 

Operating Loss 13,539 19,552 

Financial Income Net 2,516 (1,501) 

Loss and Comprehensive Loss for the Period 11,023 21,053 

Loss per ordinary share, basic and diluted (USD) 0.06 0.11 

 

 

 

 

 

 

 

 

 

 



 

8 
2018   ©  All rights reserved to Frost   & Sullivan 

 I N D E P E N D E N T  E Q U I T Y  R E S E A R C H  

Appendix II - Current Treatments for Crohn’s 

Vedolizumab (Entyvio®)- GEMINI2 and GEMINI3 

GEMINI2:  

 At week 6, 14.5% of patients receiving the drug in Cohort 1 (placebo/drug) and 6.8% of the placebo group had 

achieved remission (CDAI≤150), p=0.02. 

 Patients in Cohort 1 and Cohort 2 (drug-open label) who responded to induction therapy 39.0% (every 8 weeks) 

and 36.4% (every 4 weeks) were in clinical remission at week 52, compared to placebo (21.6%).  

GEMINI3:  

 The proportion of patients in clinical remission at week 6 for the TNF antagonist–failure population - no 

statistically significant difference was observed between the vedolizumab (15.2%) and placebo (12.1%) 

groups.  

 In the TNF antagonist–failure population, greater proportions of vedolizumab-treated patients than placebo-

treated patients were in clinical remission at week 10 (vedolizumab, 26.6%; placebo, 12.1%). 

 Greater proportions of vedolizumab-treated patients also had a CDAI-100 response at week 6 (vedolizumab 

39.2%; placebo 22.3%) and at week 10 (vedolizumab, 46.8%; placebo, 24.8%).  

 In the overall population (previously treated with TNF alpha antagonist and naïve population), a greater 

proportion of vedolizumab-treated patients (19.1%) than placebo-treated patients (12.1%) were in clinical 

remission at week 6.  

 Exploratory analyses in the overall population showed that the proportion of patients with a CDAI-100 response 

was greater with vedolizumab at week 6 (vedolizumab, 39.2%; placebo, 22.7%) and at week 10 (vedolizumab, 

47.8%; placebo, 24.2%). 

 Naive subgroup- clinical remission at week 6 (vedolizumab, 31.4%; placebo, 12.0%); remission at week 10 

(vedolizumab, 35.3%; placebo, 16.0%); CDAI-100 response at week 6 (vedolizumab, 39.2%; placebo, 24.0%); 

and CDAI-100 response at week 10 (vedolizumab, 51.0%; placebo, 22.0%) 

o Collectively, the primary and secondary outcome results suggest that in patients with CD and previous 

TNF antagonist failure, effects of vedolizumab on clinical remission may not become evident until 

between weeks 6 and 10.  

Adalimumab (Humira ®)-GAIN, CLASSIC I and CHARM. 

GAIN study-  

 At week 4, 21% of patients in the adalimumab group compared with 7% of patients in the placebo group 

achieved remission. 

 The difference between the adalimumab and placebo groups was evident at week 1 for a decrease of 70 points 

or more in the CDAI score, the more sensitive measure of response. The rates of 70 and 100 point response 

were greater in the adalimumab group than in the placebo group at weeks 1, 2 and 4 as can be seen in the 

Table below.  

 

 

 

 

 

 

 

 70 point response 100 point response 

Adalimumab Placebo Adalimumab Placebo 

Week 1 35% 21% 20% 12% 

Week 2 52% 33% 37% 18% 

Week 3 52% 34% 38% 25% 
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CHARM study-  

The primary objective of the study was to assess the benefit of two adalimumab dosing regimens in maintaining 

clinical remission at 26 and 56 weeks in patients who had an initial response to two adalimumab injections of 80 mg 

at week 0 and 40 mg at week 2. 

Results:  

 Responders in remission (CDAI score 150) at week 26: adalimumab 40-mg every other week 40%, adalimumab 

40 mg weekly 47%, and placebo 17% 

 Responders in remission (CDAI score 150) at week 56 : adalimumab 40 mg every other week 36%, 

adalimumab 40 mg weekly 41%, and placebo 12% 

 

The figure below depicts clinical remission and the maintenance of remission at weeks 26 and 56.  

It is evident that the response to the drug is dose dependent.  

 

 

 

 

 

 

 

 

 

 

 Adalimumab maintained significantly greater rates of response (CDAI score decreased from baseline of 70 and 

100) at both weeks 26 and 56 as seen in the table below.  

 

 

 

 

 

 

 

 

 

CLASSIC I 

 For the primary analysis at week 4, there was a significant difference in the remission rates between the 

adalimumab 80 mg/40 mg (24%), adalimumab 160 mg/80 mg (36%), and placebo (12%) groups. 

 There was a linear dose response across the 3 adalimumab treatment groups at week 4 for the endpoints of 

remission and 100-point response, with the highest dose group demonstrating statistical significance in the 

pairwise comparisons with placebo. 
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Ustekinumab (STELARA®) - UNITI-1 (CD-1), UNITI-2 (CD-2) and IM-UNTI (CD-3). 

 

 

 

 

 

 

 

 

 

Study IM-UNTI (CD-3) - The maintenance study evaluated 388 patients who achieved clinical response (≥100 point 

reduction in CDAI score) at Week 8 of induction with STELARA® in studies CD-1 or CD-2.  

Patients were randomized to receive a subcutaneous maintenance regimen of either 90 mg STELARA® every 8 weeks 

or placebo for 44 weeks:   

 

 

 

 

 

 

 

 

 At Week 44, 47% of patients who received STELARA® were corticosteroid-free and in clinical remission, 

compared to 30% of patients in the placebo group. 
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Disclaimers, disclosures, and insights for more responsible investment decisions 

"Frost & Sullivan" – A company registered in California, USA with branches and subsidiaries in other regions, including in Israel, and including  any 
other relevant Frost & Sullivan entities, such as Frost & Sullivan Research & Consulting Ltd. ("FSRC"), a wholly owned subsidiary of Frost & Sullivan 
that is registered in Israel – as applicable. "The company" or "Participant" – The company that is analyzed in a report and participates in the TASE' 
Scheme; "Report", "Research Note" or "Analysis"  –  The content, or any part thereof where applicable, contained in a document such as a Research 
Note and/or any other previous or later document authored by "Frost & Sullivan", regardless if it has been authored in the frame of the "Analysis 
Program", if included in the database at www.frost.com and regardless of the Analysis format-online, a digital file or hard copy; "Invest", "Investment" 
or "Investment decision" – Any decision and/or a recommendation to Buy, Hold or Sell any security of The company. 

The purpose of the Report is to enable a more informed investment decision. Yet, The Report does not include any personal or personalized advice 
as it cannot consider the particular investment criteria, needs, preferences, priorities, limitations, financial situation, risk aversion, and any other 
particular circumstances and factors that shall impact an investment decision. "Nothing in a Report shall constitute a recommendation or solicitation to 
any specific decision maker to make any specific "Investment Decision" - as defined above or by various laws - so Frost & Sullivan takes no 
responsibility and shall not be deemed responsible for any specific "Investment Decision", and will not be liable for any actual, consequential, or 
punitive damages directly or indirectly related to “The Report". 

Without derogating from the generality of the above, you shall consider the following clarifications, disclosure recommendations and disclaimers. Frost 
& Sullivan makes no warranty nor representation, expressed or implied, as to the completeness and accuracy of the Report at the time of any 
investment decision, and no liability shall attach thereto, considering the following among other reasons: The Report may not include the most 
updated and relevant information from all relevant sources, including later Reports, if any, at the time of the investment decision, so any investment 
decision shall consider them; The Analysis considers data, information and assessments provided by the company and from sources that were 
published by third parties (however, even reliable sources contain unknown errors from time to time); The methodology aims to focus on major known 
products, activities and target markets of the company that may have a significant impact on its performance as per our discretion, but it may ignore 
other elements; The company was not allowed to share any insider information; Any investment decision must be based on a clear understanding of 
the technologies, products, business environments, and any other drivers and restraints of the company performance, regardless if such information is 
mentioned in The Report or not; An investment decision shall consider any relevant updated information, such as the company’s website and reports 
on Magna;  Information and assessments contained in The Report are obtained from sources believed by us to be reliable (however, any source may 
contain unknown errors. All expressions of opinions, forecasts or estimates reflect the judgement at the time of writing, based on the company’s latest 
financial report, and some additional information (they  are subject to change without any notice). You shall consider the entire analysis contained in 
the Reports. No specific part of a Report, including any summary that is provided for convenience only, shall serve per se as a basis for any 
investment decision. In case you perceive a contradiction between any parts of The Report, you shall avoid any investment decision before such 
contradiction is resolved. Risks, valuation and projections: Any stock price or equity value referred to in The Report, may fluctuate. Past performance 
is not indicative of future performance, future returns are not guaranteed, and a loss of original capital may occur. Nothing contained in The Report is, 
or should be relied on as, a promise or representation as to the future.  The projected financial information is prepared expressly for use herein and is 
based upon the stated assumptions and Frost & Sullivan's analysis of information available at the time that this Report was prepared.  There is no 
representation, warranty, or other assurance that any of the projections will be realized. The Report  contains forward-looking statements, such as 
"anticipate", "continue", "estimate", "expect", "may", "will", "project", "should", "believe" and similar expressions. Undue reliance should not be placed 
on the forward-looking statements because there is no assurance that they will prove to be correct. Since forward-looking statements address future 
events and conditions, they involve inherent risks and uncertainties. Forward-looking information or statements contain information that is based on 
assumptions, forecasts of future results, estimates of amounts not yet determinable, and therefore involve known and unknown risks, uncertainties 
and other factors which may cause the actual results to be materially different from current projections. Macro level factors that are not directly 
analyzed in the Report, such as interest rates and exchange rates, any events related to the eco-system, clients, suppliers, competitors, regulators 
and others  may fluctuate at any time. An investment decision must consider the Risks described in the Report and any other relevant Reports, if any, 
including the latest financial reports of the company. R&D activities shall be considered as high risk, even if such risks are not specifically discussed in 
the Report. Any investment decision shall consider the impact of negative and even worst case scenarios. Any relevant forward-looking statements as 
defined in Section 27A of the Securities Act of 1933, and Section 21E the Securities Exchange Act of 1934 (as amended) are made pursuant to the 
safe harbor provisions of the Private Securities Litigation Reform Act of 1995. 

TASE Analysis Scheme: The Report is authored by Frost & Sullivan Research & Consulting Ltd. within the framework of the Analysis Scheme of the 
Tel Aviv Stock Exchange ("TASE") regarding the provision of analysis services on companies that participate in the analysis scheme (see details: 
www.tase.co.il/LPages/TechAnalysis/Tase_Analysis_Site/index.html, www.tase.co.il/LPages/InvestorRelations/english/tase-analysis-program.html), 
an agreement that the company has signed with TASE ("The Agreement") and  the regulation and supervision of the Israel Security Authority (ISA). 
FSRC and its lead analyst are licensed by the ISA as investment advisors. Accordingly the following implications and disclosure requirements shall 
apply. The agreement with the Tel-Aviv Stock Exchange Ltd. regarding participation in the scheme for research analysis of public companies does not 
and shall not constitute an agreement on the part of the Tel-Aviv Stock Exchange Ltd. or the Israel Securities Authority to the content of the Equity 
Research Notes, or to the recommendations contained therein. 

As per the Agreement and/or ISA regulations: A summary of the Report shall also be published in Hebrew. In the event of any contradiction, 
inconsistency, discrepancy, ambiguity or variance between the English Report and the Hebrew summary of said Report, the English version shall 
prevail. The Report shall include a description of the Participant and its business activities, which shall inter alia relate to matters such as: 
shareholders; management; products; relevant intellectual property; the business environment in which the Participant operates; the Participant's 
standing in such an environment including current and forecasted trends; a description of past and current financial positions of the Participant; and a 
forecast regarding future developments and any other matter which in the professional view of Frost & Sullivan (as defined below) should be 
addressed in a research Report (of the nature published) and which may affect the decision of a reasonable investor contemplating an investment in 
the Participant's securities.. An equity research abstract shall accompany each Equity Research Report, describing the main points addressed. A 
thorough analysis and discussion will be included in Reports where the investment case has materially changed. Short update notes, in which the 
investment case has not materially changed, will include a summary valuation discussion.  Subject to the agreement, Frost & Sullivan Research & 
Consulting Ltd. is entitled to an annual fee to be paid directly by the TASE. The fees shall be in the range of 35 to 50 thousands USD per each 
participant. Each participant shall pay fees for its participation in the Scheme directly to the TASE. The  lead analyst holds an investment advisory 
license of the ISA and is responsible for this Report, certify that the views expressed in the Report accurately reflect their personal views about the 
company and its securities, and that no part of their compensation was, is, or will be directly or indirectly related to the specific recommendation or 
view contained in the Report. Neither said analysts nor Frost & Sullivan trade or directly own any securities in the company. 

© 2018  All rights reserved to Frost & Sullivan and Frost & Sullivan Research & Consulting Ltd. Any content, including any documents, may not be published, 
lent, reproduced, quoted or resold without the written permission of the companies. 
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Frost & Sullivan* is a leading global consulting, and market & technology research firm that employs staff of 1,800, 

which includes analysts, experts, and growth strategy consultants at approximately 50 branches across 6 continents, 

including in Herzliya Pituach, Israel. Frost & Sullivan’s equity research utilizes the experience and know-how 

accumulated over the course of 55 years in medical technologies, life sciences, technology, energy, and other industrial 

fields, including the publication of tens of thousands of market and technology research reports, economic analyses and 

valuations. For additional information on Frost & Sullivan's capabilities, visit: www.frost.com. For access to our reports 

and further information on our Independent Equity Research program visit www.frost.com/equityresearch.  
 
*Frost & Sullivan Research and Consulting Ltd., a wholly owned subsidiary of Frost & Sullivan, is registered and licensed in Israel to practice as an 
investment adviser. 

 

What is Independent Equity Research? 

Nearly all equity research is nowadays performed by stock brokers, investment banks, and other entities which have a 

financial interest in the stock being analyzed. On the other hand, Independent Equity Research is a boutique service 

offered by only a few firms worldwide. The aim of such research is to provide an unbiased opinion on the state of the 

company and potential forthcoming changes, including in their share price. The analysis does not constitute investment 

advice, and analysts are prohibited from trading any securities being analyzed. Furthermore, a company like Frost & 

Sullivan conducting Independent Equity Research services is reimbursed by a third party entity and not the company 

directly. Compensation is received up front to further secure the independence of the coverage.  

 

Analysis Program with the Tel Aviv Stock Exchange (TASE) 

Frost & Sullivan is delighted to have been selected to participate in the Analysis Program initiated by the Tel Aviv Stock 

Exchange Analysis (TASE). Within the framework of the program, Frost & Sullivan produces equity research reports on 

Technology and Biomed (Healthcare) companies that are listed on the TASE, and disseminates them on exchange 

message boards and through leading business media channels.  Key goals of the program are to enhance global 

awareness of these companies and to enable more informed investment decisions by investors that are interested in 

"hot" Israeli Hi-Tech and Healthcare companies. The terms of the program are governed by the agreement that we 

signed with the TASE and the Israel Securities Authority (ISA) regulations. 
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contact our lead analyst. 
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T:  +972 (0) 9 950 2888 
E: equity.research@frost.com 
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