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WCLC 2019: detailed FALUCA data disclosed 

Top-line data from the pivotal China Phase III FALUCA fruquintinib monotherapy trial 

in 3L NSCLC (third-line non-small cell lung cancer), released November 2018, 

indicated the study missed its overall survival (OS) endpoint but met all secondary 

endpoints. Full data presented at the 2019 World Congress on Lung Cancer revealed 

median OS of 8.94 months for fruquintinib vs 10.38 months for placebo (p=0.0841). A 

post hoc sensitivity analysis suggested use of subsequent anti-tumour therapies 

following disease progression was likely to have contributed to this result. FALUCA 

data coupled to the rapidly evolving treatment landscape in NSCLC supports Chi-

Med’s decision to focus on development of fruquintinib in combination with PD-(L)1 

checkpoint inhibitors; China Phase I combination studies have begun. However, the 

major near-term catalyst for fruquintinib remains commercial: potential NRDL 

inclusion in Q419 would provide strong impetus to China revenues.  

Year-end: December 31 2017 2018 2019E 2020E 

Sales (US$m) 241.2 214.1 183.1 206.9 

Adj. PBT (US$m) (53.5) (86.7) (172.1) (191.1) 

Net Income (US$m) (23.0) (71.3) (135.9) (153.9) 

Earnings per ADS (US$) (0.22) (0.57) (1.05) (1.18) 

Cash (US$m) 358.3 301.0 179.3 271.0* 

Adj. EBITDA (US$m) (17.2) (69.7) (128.8) (146.9) 

Source: Trinity Delta  Note: Adjusted PBT excludes exceptionals, Cash includes short-term investments, Adjusted 

EBITDA includes equity in earnings of equity investees. *2020E cash figure includes assumed raise of $250m. 

▪ Primary endpoint missed but no other surprises  Full FALUCA data showed median 

OS for fruqunitinib monotherapy was 8.94 months vs 10.38 months for placebo 

(hazard ratio 1.02, p=0.841). However, all secondary endpoints were met (p<0.001), 

including progression free survival (PFS: 3.68 months vs 0.99 months), objective 

response rate (ORR: 13.8% vs 0.6%), disease control rate (DCR: 66.7% vs 24.9%), 

and duration of response. Fruquintinib’s safety profile was consistent with Phase II.  

Post-hoc analysis indicates role of newer therapies  Since FALUCA initiation in 

December 2015, several new drugs have been approved in China in NSCLC (ie 

osimertinib, anlotinib); their availability may have influenced the study result. For 

context, median OS was 6.3 months for placebo vs 9.6 months for anlotinib in the 

Phase III ALTER 0303 study in a similar NSCLC patient population. Subsequent 

therapies provided OS benefit to patients in both FALUCA arms but were received 

by a higher percentage of placebo patients. Post hoc sensitivity analysis showed 

that fruquintinib prolonged median OS vs placebo (7.00 months vs 5.06 months, HR 

0.64, p=0.010) in patients who did not receive subsequent therapy.  

▪ China reimbursement to catalyse sales  Potential NRDL (National Reimbursement 

Drug List) inclusion in Q419 would significantly boost Elunate (fruquintinib) market 

penetration and future revenues. Over H218/H119, the drug generated $8.3m in 

royalty/manufacturing revenue for Chi-Med on c$13.1m of in-market China sales. 

▪ Valuation remains £5.93/share and $38.55/ADS  Our DCF-based SOTP model 

includes an rNPV of the clinical pipeline and generates a valuation of $5.14bn 

($38.55/ADS) or £3.95bn (£5.93/share). We anticipate multiple clinical, regulatory, 

and commercial catalysts will unlock further value over the next 12 months. 
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Exhibit 1: Summary of financials 

 
Source: Company, Trinity Delta  Note: Adjusted numbers exclude exceptionals. Historic and forecast EPS are 
adjusted for one-to-ten ordinary share split, with new ADS ratio of 1:5 shares. Our estimate of $250m proceeds 
from the proposed equity raise are shown as short-term debt in FY20e, until transaction size, structure, and terms 
are confirmed. 

Year-end: December 31 $'000s 2015 2016 2017 2018 2019E 2020E

INCOME STATEMENT

Revenues 178,203 216,080 241,203 214,109 183,099 206,935

Cost of goods sold (110,777) (156,328) (175,820) (143,944) (138,989) (139,554)

Gross Profit 67,426 59,752 65,383 70,165 44,110 67,381

R&D expenses (47,368) (66,871) (75,523) (114,161) (166,681) (206,195)

Selling expenses (10,209) (17,998) (19,322) (17,736) (13,802) (14,194)

G&A expenses (19,620) (21,580) (23,955) (30,909) (37,693) (40,489)

Underlying operating profit (9,771) (46,697) (53,417) (92,641) (174,066) (193,496)

Other revenue/expenses 0 0 0 0 0 0

EBITDA (7,756) (44,356) (50,839) (89,051) (169,888) (189,202)

Operating Profit (9,771) (46,697) (53,417) (92,641) (174,066) (193,496)

Interest income/expense (953) (1,129) (235) 4,969 417 863

Other income/expense 184 470 116 1,017 1,539 1,539

Profit Before Taxes (10,540) (47,356) (53,536) (86,655) (172,111) (191,094)

Adj. PBT (10,540) (47,356) (53,536) (86,655) (172,111) (191,094)

Current tax income (1,605) (4,331) (3,080) (3,964) (4,912) (5,078)

Equity in earnings of equity investees, net of tax 22,572 66,244 33,653 19,333 41,086 42,303

Net Income 10,427 14,557 (22,963) (71,286) (135,936) (153,869)

Minority interests (2,434) (2,859) (3,774) (3,519) (2,915) (3,060)

Net income attributable to equityholders 7,993 11,698 (26,737) (74,805) (138,851) (156,930)

EPS ($) 0.01 0.02 (0.04) (0.11) (0.21) (0.24)

Earnings per ADS ($) 0.07 0.10 (0.22) (0.57) (1.05) (1.18)

DPS ($) 0.00 0.00 0.00 0.00 0.00 0.00

Average no. of shares (m) 546.6 597.2 617.2 664.3 666.1 666.6

Gross margin 38% 28% 27% 33% 24% 33%

EBITDA margin N/A N/A N/A N/A N/A N/A

Underlying operating margin N/A N/A N/A N/A N/A N/A

BALANCE SHEET

Current assets 89,512 167,380 432,195 370,541 249,848 346,842

Cash and cash equivalents 31,941 79,431 85,265 86,036 125,330 267,038

Short-term investments 0 24,270 273,031 214,915 53,928 3,928

Accounts receivable 35,215 45,035 42,270 42,958 40,131 45,356

Inventories 9,555 12,822 11,789 12,309 15,232 15,294

Other current assets 12,801 5,822 19,840 14,323 15,227 15,227

Non-current assets 140,087 175,057 165,737 161,577 190,222 201,569

Property, plant & equipment 8,507 9,954 14,220 16,616 20,401 24,886

Intangible assets 3,903 3,606 3,738 3,533 3,526 3,513

Investments in equity investees 119,756 158,506 144,237 138,318 148,755 155,632

Other non-current assets 7,921 2,991 3,542 3,110 17,539 17,539

Current liabilities (81,062) (95,119) (104,600) (85,479) (114,918) (365,030)

Short-term debt (23,077) (19,957) (29,987) 0 0 (250,000)

Accounts payable (24,086) (35,538) (24,365) (25,625) (30,463) (30,587)

Other current liabilities (33,899) (39,624) (50,248) (59,854) (84,454) (84,443)

Non-current liabilities (46,260) (43,258) (8,366) (34,384) (38,572) (38,572)

Long-term debt (26,768) (26,830) 0 (26,739) (27,000) (27,000)

Other non-current liabilities (19,492) (16,428) (8,366) (7,645) (11,572) (11,572)

Equity 102,277 204,060 484,966 412,255 286,580 144,809

CASH FLOW STATEMENTS

Operating cash flow (9,385) (9,569) (8,943) (32,847) (110,576) (149,528)

Net income 10,427 14,557 (22,963) (71,286) (135,936) (153,869)

Non-cash adjustments & other operating cash flow (9,863) (27,557) 28,525 31,276 4,959 9,504

Change in working capital (9,949) 3,431 (14,505) 7,163 20,401 (5,162)

Investing cash flow 8,855 (33,597) (260,780) 43,752 152,640 41,235

CAPEX (3,324) (4,327) (5,019) (6,364) (8,347) (8,765)

Change in short term investments 12,179 (24,270) (248,761) 58,116 160,987 50,000

Investment in an equity investee 0 (5,000) (7,000) (8,000) 0 0

Financing cash flow (5,471) 92,435 273,196 (8,231) (2,515) 250,000

Proceeds from equity (1,733) 97,076 291,737 (2,322) (1,310) 0

Increase in loans (3,205) (4,077) (16,947) (4,627) 77 250,000

Other financing cash flow (533) (564) (1,594) (1,282) (1,282) 0

Net increase in cash (6,001) 49,269 3,473 2,674 39,549 141,708

Exchange rate effects (1,004) (1,779) 2,361 (1,903) (255) 0

Cash at start of year 38,946 31,941 79,431 85,265 86,036 125,330

Cash at end of year 31,941 79,431 85,265 86,036 125,330 267,038

Net cash at end of year (17,904) 56,914 328,309 274,212 152,258 (6,034)
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Disclaimer 

Trinity Delta Research Limited ("TDRL"; firm reference number:  725161), which trades as Trinity Delta, is an appointed representative of 
Equity Development Limited ("ED"). The contents of this report, which has been prepared by and is the sole responsibility of TDRL, have 
been reviewed, but not independently verified, by ED which is authorised and regulated by the FCA, and whose reference number is 
185325.  

ED is acting for TDRL and not for any other person and will not be responsible for providing the protections provided to clients of TDRL 
nor for advising any other person in connection with the contents of this report and, except to the extent required by applicable law, 
including the rules of the FCA, owes no duty of care to any other such person. No reliance may be placed on ED for advice or 
recommendations with respect to the contents of this report and, to the extent it may do so under applicable law, ED makes no 
representation or warranty to the persons reading this report with regards to the information contained in it. 

In the preparation of this report TDRL has used publically available sources and taken reasonable efforts to ensure that the facts stated 
herein are clear, fair and not misleading, but make no guarantee or warranty as to the accuracy or completeness of the information or 
opinions contained herein, nor to provide updates should fresh information become available or opinions change.  

Any person who is not a relevant person under section of Section 21(2) of the Financial Services & Markets Act 2000 of the United 
Kingdom should not act or rely on this document or any of its contents.  Research on its client companies produced by TDRL is normally 
commissioned and paid for by those companies themselves (‘issuer financed research’) and as such is not deemed to be independent, as 
defined by the FCA, but is ‘objective’ in that the authors are stating their own opinions.  The report should be considered a marketing 
communication for purposes of the FCA rules. It has not been prepared in accordance with legal requirements designed to promote the 
independence of investment research and it is not subject to any prohibition on dealing ahead of the dissemination of investment research. 
TDRL does not hold any positions in any of the companies mentioned in the report, although directors, employees or consultants of TDRL 
may hold positions in the companies mentioned. TDRL does impose restrictions on personal dealings. TDRL might also provide services to 
companies mentioned or solicit business from them. 

This report is being provided to relevant persons to provide background information about the subject matter of the note. This document 
does not constitute, nor form part of, and should not be construed as, any offer for sale or purchase of (or solicitation of, or invitation to 
make any offer to buy or sell) any Securities (which may rise and fall in value). Nor shall it, or any part of it, form the basis of, or be relied 
on in connection with, any contract or commitment whatsoever. The information that we provide is not intended to be, and should not in 
any manner whatsoever be, construed as personalised advice. Self-certification by investors can be completed free of charge at 
www.fisma.org. TDRL, its affiliates, officers, directors and employees, and ED will not be liable for any loss or damage arising from any use 
of this document, to the maximum extent that the law permits. 

Copyright 2019 Trinity Delta Research Limited. All rights reserved. 

 

More information is available on our website:  www.trinitydelta.org 
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