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MEI Pharma (MEIP - $3.26) 

Kyowa Hakko Kirin Japan Commercialization Deal Illustrates 

More Recognition of ME-401 Value by the Industry 

MEIP announced this morning an exclusive license agreement with Kyowa Hakko 

Kirin (4151 JP – NR) for the development and commercialization of ME-401 in Japan. 

The initial indication of ME-401 to be developed is relapsed or refractory (r/r) follicular 

lymphoma.  

• Details. To MEIP, the terms of the deal include receiving $10MM upfront 

payment and potentially the development and commercialization milestones 

totaling up to $87.5MM from Kyowa Hakko Kirin. In addition, MEIP is also 

eligible to receive tiered double-digit royalties extending into the mid-teens. 

Kyowa Hakko Kirin plans to initiate a Phase I study in Japan in 2019. MEIP is 

on track to start a ME-401 single agent Phase II study in r/r follicular lymphoma 

in 4Q18 potentially as a registration trial for accelerated approval. Eligible 

patients of the study are those who have failed at least two prior systemic 

therapies including chemotherapy and an anti-CD20 antibody treatment. 

• Implications. We view the Kyowa Hakko Kirin deal an important validation 

of ME-401’s value by a major player in the industry; and it potentially is a part 

of a broader global commercialization of this novel PI3Kδ inhibitor in r/r FL. 

MEIP still retains all ME-401’s commercial rights for the two major markets 

(the U.S. and EU). The Kyowa Hakko Kirin development is on the heels of an 

earlier R&D collaboration of ME-401 with BGNE’s zanubrutinib (BTK 

inhibitor) in r/r MCL, DLBCL, FL and potentially other B cell malignancies. 

Together, these deals have expanded the recognition that ME-401 could be a 

novel and potent PI3Kδ inhibitor that could have greater utilities (either as 

single agent or in combination) in B cell malignancies. Near term, major 

investor focus on ME-401 will be the commencement of pivotal study in r/r FL 

and additional data readouts at the ASH conference.  

• Action. We are reiterating our Buy rating and $10 target price to reflect that 

the company will have two products at or approaching late clinical 

development stage, and multiple catalysts over the next 18 months. Our 

valuation is based on probability adjusted DCF, NPV-driven sum-of-the-parts 

and peer comparable analyses. 
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(June)  1Q 2Q 3Q 4Q FY P/E  

FY-19E  -0.11 -0.14 -0.14 -0.15 -0.55    NM  

FY-18A  -0.24   -0.16   -0.16   -0.36   -0.97    NM  

FY-17A  -0.12   0.32   -0.02   -0.12   0.07    NM  

FY-16A  -0.13   -0.15   -0.16   -0.17   -0.62    NM  
         

Source: Laidlaw & Company estimates  
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Anticipated milestones in 2018 and beyond 

 

Source: Laidlaw & Company estimates and company presentation.  

  

Program Indication Event Timing Importance

Potentially complete Phase III study patient enrollment Late 2019 ***

Potentially report Phase III study top-line results Late 2020/2012 ****

Potential FDA meeting discussing pivotal study 2H18 ***

Potentially start single agent registration trial in r/r  FL 

patients
4Q18 ****

Potential FDA approval decision on duvelisib in CLL 1Q19 **

Potentially report results of the umbralisib Phase IIII 

(UNITY-NHL) trial - FL
Mid-2019 ***

Initial single agent data readout of the Phase I trial 1H19 ***

Initial combination data readout of the Phase I trial 4Q19 ****

ME-344 Breast cancer (HER-2
-
) Potentially report results of Avastin combination trial 1H19 ***

**** / ***** Major catalyst event that could impact share price very significantly while *** event is more informative 

B-cell malignanciesVoruciclib

Acute myeloid leukemia 

(AML)
Pracinostat

ME-401 Follicular lymphoma
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Major risks 

Clinical study failure could have a major impact on MEIP share value. 

Despite the robust Phase II study results of pracinostat in AML, it remains 

difficult to fully handicap the outcome of the Phase III study given the differences 

in study design.  In addition, it would be difficult to further assess the potential 

outcome of the proposed pivotal trial of ME-401 in follicular lymphoma due to 

limited earlier clinical data.  Should any of these studies fail to successfully meet 

the primary endpoint of their respective clinical study, MEIP share value could 

be substantially impacted. Failures in clinical development of other pipeline 

products could have similar negative impact on share price as well. 

Failure or substantial delay of regulatory approval could have a major 

negative impact on MEIP share value. Even if MEIP’s pipeline products 

complete clinical studies successfully, risks remain as whether the regulatory 

agencies could approve the regulatory filing. If unsuccessful or with substantial 

delaying due to various factors, such as requirement for additional studies, the 

MEIP shareholder value could also be significantly impaired.    

Commercial risks remain difficult to handicap. Despite MEIP’s drugs could 

be approved, it may be difficult to more precisely forecast the commercial value 

of the drug due to various reasons.  Multiple factors that could affect the future 

sales of a drug include: 1) change of competitive landscape, possibly due to 

entrance of new and better drugs of the same drug class; 2) the pace of physician 

adoption for the drug use; 3) pricing flexibility; 4) level or acceptance of 

reimbursement by third party insurers, and 5) potential change of the treatment 

paradigm and render some drug obsolete. In short, if the company’s sales 

substantially fall short, we believe shareholder disappointment could negatively 

impact the company’s valuation. 

Additional financings could dilute shareholder value. The company currently 

has ~$102MM total cash. As such, MEIP would most likely need more financial 

resources going forward if they want to conduct more later stage clinical studies 

and potentially participate in the commercialization of approved drug. Unless the 

company can successfully explore non-dilutive financial sources, the value of 

current shareholder might be reduced with additional equity offerings, unless the 

share price increase if the upsides created due to greater financial source could 

offset the dilution of current shareholders.  

Limited trading liquidity limits shareholder options. Given daily trading 

volume of MEIP shares are relatively modest, some investor could be hesitating 

to own the shares as relatively illiquid trading volume could face constraints if 

they want to increase or reduce their positions in a volatile stock market.  
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Figure 1: Income Statement 

 

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

  

MEI Pharma, Inc.  –  Income Statement

('000 $)

1Q19E 2Q19E 3Q19E 4Q19E

2Q15 2Q16 3Q18 4Q18 1Q19 2Q19 2Q20 2Q21 2Q21 2Q22 2Q23 3Q24

Revenues

Product revenues 0 0 0 0 -          -          -          -          0 0 19,332 103,347 209,503 297,800 392,027

ME-401 revenue 19,332 98,818 196,275 274,428 358,988

Pracinostat royalties 4,529 13,228 23,372 33,039

License revenue 0 0 20,880 0 -          -          -          -          0 0 0 0 0 0 0

Research and development revenue 0 0 2,369 1,622 306         328         310         336         1,280 1,318 1,358 1,399 1,441 1,484 1,528

Total Revenue 0 0 23,249 1,622 306         328         310         336         1,280 1,318 20,690 104,746 210,944 299,284 393,555

COGS 1,933 9,882 19,628 27,443 35,899

Cost of research and development revenue 0 0 5,000 3,383 643         689         651         706         2,688 2,769 2,852 2,937 3,025 3,116 3,210

Research and development 23,823 13,403 7,237 17,038 4,905 7,003 7,143 7,286 26,337 32,658 32,984 34,304 35,676 37,103 38,587

General and administrative 8,948 7,601 8,628 9,787 2,529 2,554 2,579 2,605 10,267 10,986 11,425 11,814 12,216 12,631 13,060

Marketing and sales 0 0 18,000 21,600 22,248 22,915 23,603

Operaing expense 32,771 21,004 20,865 30,208 7,434 9,557 9,723 9,891 39,292 46,412 65,261 70,655 73,165 75,765 78,460-           

Operating income (32,771) (21,004) 2,384 (28,586) (7,128) (9,229) (9,413) (9,555) (38,012) (45,094) (46,505) 24,209 118,152 196,075 279,196

Interest and dividend income 77 142 286 591 227         195         171         158         751 440 461 470 450 550 620

Change in fair value of warrant liability (9,705) (1,000)     (1,000)     (1,000)     (1,000)     (4,000) (4,000) (4,000) (4,000) (4,000) (4,000) (4,000)

Financing costs associated with warrants (2,367) 0

Income (loss) before taxes (32,694) (20,862) 2,670 (40,067) (7,901) (10,034) (10,242) (10,397) (41,261) (48,654) (50,044) 20,679 114,602 192,625 275,816

Income tax expense -           -           -           (1) -          -          -          -          -           -           -           (7,238) (40,111) (67,419) (96,536)

Net income (32,694) (20,862) 2,670 (40,068) (7,901) (10,034) (10,242) (10,397) (38,573) (48,654) (50,044) 13,442 74,491 125,207 179,281

Net income attributable to common shareholders ($32,694) ($21,523) $2,670 ($40,068) ($7,901) ($10,034) ($10,242) ($10,397) ($38,573) ($48,654) ($50,044) $13,442 $74,491 $125,207 $179,281

Net Earnings (Losses) Per Share—Basic ($1.16) ($0.62) $0.07 ($0.97) ($0.11) ($0.14) ($0.14) ($0.15) ($0.55) ($0.64) ($0.63) $0.17 $0.92 $1.54 $2.19

Net Earnings (Losses) Per Share—Diluted ($1.16) ($0.62) $0.07 ($0.97) ($0.11) ($0.14) ($0.14) ($0.15) ($0.55) ($0.64) ($0.63) $0.17 $0.92 $1.54 $2.19

Shares outstanding—basic 28,204 34,400 36,813 41,431 70,016 70,516 71,016 71,516 70,766 75,766 79,766 80,266 80,766 81,266 81,766

Shares outstanding—diluted 28,204 34,400 36,938 41,431 70,016 70,516 71,016 71,516 70,766 75,766 79,766 80,266 80,766 81,266 81,766

Margin Analysis (% of Sales/Revenue)

COGS 10% 10% 10% 10% 10%

Costs of R&D NA NA 211% 209% 210% 210% 210% 210% 210% 210% 210% 210% 210% 210% 210%

R&D NA NA 31% 1050% 1603% 2135% 2304% 2168% 2058% 2477% 159% 33% 17% 12% 10%

G&A NA NA 37% 603% 826% 779% 832% 775% 802% 833% 55% 11% 6% 4% 3%

Operating Income (loss) NA NA 10% -1762% -2329% -2814% -3036% -2844% -2970% -3420% -225% 23% 56% 66% 71%

Pretax NA NA 11% -2470% -2582% -3059% -3304% -3094% -3224% -3690% -242% 20% 54% 64% 70%

Tax Rate NA NA 98790% NA NA NA NA NA NA NA NA 35% 35% 35% 35%

Net Income NA NA 11% -2470% -2582% -3059% -3304% -3094% -3014% -3690% -242% 13% 35% 42% 46%

Financial Indicator Growth Analysis (YoY%)

Total Revenue N.A. N.A. N.A. -93% 8% -8% -28% -39% -21% 3% 1469% 406% 101% 42% 31%

Costs of R&D N.A. N.A. N.A. -32% 4% -5% -30% -36% -21% 3% 3% 3% 3% 3% 3%

R&D expenses N.A. -44% -46% 135% -19% 103% 133% 63% 55% 24% 1% 4% 4% 4% 4%

General and administrative N.A. -15% 14% 13% 2% 8% 4% 6% 5% 7% 4% 3% 3% 3% 3%

Sales and marketing 20% 3% 3% 3%

Operaing expense N.A. -36% -1% 45% -19% 46% 50% 23% 30% 18% 41% 8% 4% 4% 4%

Operating Incomes (Losses) N.A. -36% -111% -1299% -20% 50% 55% 28% 33% 19% 3% -152% 388% 66% 42%

Pretax Income N.A. -36% -113% -1601% -10% 65% 72% -46% 3% 18% 3% -141% 454% 68% 43%

Net Income N.A. -36% -113% -1601% -10% 65% 72% -46% -4% 26% 3% -127% 454% 68% 43%

EPS - Basic N.A. -47% -112% -1433% -52% -12% -9% -60% -44% 18% -2% -127% 451% 67% 42%

EPS - Diluted N.A. -47% -112% -1438% -52% -12% -9% -60% -44% 18% -2% -127% 451% 67% 42%

Yale Jen, Ph.D.  212-953-4978

Source: Laidlaw and Co. Research and Cytori Therapeutics' SEC filings

2022E 2023E 2024E 2025E2015 2018 2019E 2020E 2021E20172016
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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 & Company has received compensation from the subject company for investment banking services in the past 12 months and expects to receive or intends to 
seek compensation for investment banking services from the company in the next three months. 
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Rating and Price Target Change History 

 

Source: Laidlaw & Company  Created by: Blue-Compass.net 
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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. 63.16% 22.81% 3.51% 

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

3.51% 1.75% 0.00% 

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

0.00% 0.00% 0.00% 

 

ADDITIONAL COMPANIES MENTIONED 
Kyowa Hakko Kirin (4151 JP – Not Rated) 
BeiGene (BGNE – 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.  
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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 

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 521 Fifth Ave, 12th Floor, New York, NY 10175 USA. 
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