
 

 

Trinity Delta

Hutchison China MediTech 

A wealth of opportunity for surufatinib 

2020 will be a pivotal year for Hutchison China MediTech (Chi-Med), and surufatinib 

will play a key part. The potential China launch of this, Chi-Med’s first wholly owned 

drug, is now expected within the next 12 months. The new drug application (NDA) for 

surufatinib in epNET (extra-pancreatic neuroendocrine tumours) was accepted by the 

Chinese regulator in November 2019, and there is the prospect of a second NDA filing 

for pancreatic NET (pNET) in the coming months. Further news flow is expected with 

the China Phase IIb/III biliary tract carcinoma (BTC) interim analysis in mid-2020, and 

initiation of the US/Europe Phase III registration study for NET in a similar timeframe. 

Reviewing our surufatinib assumptions and updating our model following the c$118m 

ADS offering lifts our valuation to $5.21bn ($37.73/ADS) or £4.01bn (580p/share). 

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) (190.6) 

Net Income (US$m) (23.0) (71.3) (135.9) (153.3) 

Earnings per ADS (US$) (0.22) (0.57) (1.05) (1.13) 

Cash (US$m) 358.3 301.0 179.3 128.0 

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.  

▪ Plans for surufatinib China launch in 2020  Subject to timely review and approval 

by the regulator, surufatinib is on track for its first China launch in epNET in late-

2020, with Chi-Med expanding its China Oncology commercial infrastructure to 

300-350 reps in anticipation. Filing in a second indication, pNET, is likely mid-2020 

following the early stop of the SANET-p pivotal study for efficacy.  

▪ SANET-p mPFS yet to be disclosed  The pre-defined mPFS primary endpoint was 

met at the SANET-p planned interim analysis; full data is expected at a future 

scientific conference. For context, the Phase II study in NET (including both epNET 

and pNET patients) rendered a 19.4 month mPFS in pNET (n=41). Disclosed clinical 

data from the Phase II and the SANET-ep studies (ESMO 2019) indicate that 

surufatinib has broad efficacy across NET subtypes and could rival everolimus.  

▪ Wider opportunities outside China NET  Surufatinib is being studied in multiple 

clinical trials as monotherapy and in combination with PD-1 inhibitors. A China 

Phase II combination with toripalimab began in January. Key upcoming catalysts 

include interim analysis of the China Phase IIb/III registration study in BTC (biliary 

tract carcinoma) in mid-2020; the FDA end-of-Phase II meeting for NET in H120; 

and potential initiation of the pivotal US/Europe Phase III in mid-2020.  

▪ Updated valuation is $37.73/ADS  or 580p/share  We employ a DCF-based SOTP 

approach that includes a clinical pipeline rNPV. Revising our surufatinib assumptions 

in pNET and the recent ADS offering (assuming pro forma net cash of £258.7m) 

generates a valuation $5.21bn ($37.73/ADS) or £4.01bn (580p/share) vs $5.14bn 

($38.55/ADS) or £3.95bn (593p/share) previously. 
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Chi-Med: Appealing prospects for surufatinib   

Surufatinib is on track to become the first of Hutchison China MediTech’s (Chi-

Med) wholly owned drugs to reach the market in China in late-2020. Both pivotal 

trials in neuroendocrine tumours (NET) were stopped early for efficacy at 

planned interim analyses having already met the mPFS (median progression free 

survival) primary endpoint. The China NDA for ep-NET (extra-pancreatic NET) 

has been accepted for review, while the SANET-p study outcome will be 

discussed at a pre-NDA meeting to determine next steps in pNET (pancreatic 

NET). Clinical data suggests that surufatinib has utility across the spectrum of 

NETs, which ultimately could result in a broad label encouraging its use in all 

patients irrespective of NET subtype. We have revisited our surufatinib 

assumptions, which, coupled to updating our model for the recent ADS offering, 

increases our valuation to $5.21bn ($37.73/ADS) or £4.01bn (580p/share). 

Chi-Med’s most advanced unpartnered asset, surufatinib (formerly HMPL-012 or 

sulfatinib), has achieved several recent milestones in NET (Exhibit 1). Over the 

past nine months positive results from two China Phase III trials (SANET-ep in 

June 2019; SANET-p in January 2020) have reported, with acceptance of the first 

surufatinib NDA by the China NMPA (National Medical Products Administration) 

in November 2019 and subsequent grant of Priority Review status for ep-NET. 

Subject to regulatory approval, surufatinib will launch in its first indication in China 

in late-2020. This will mark a watershed for Chi-Med, as the first launch through 

its growing China Oncology commercial infrastructure, which is targeting 300-350 

reps by the time of surufatinib launch. 

Exhibit 1: Surufatinib status in China NETs 

 

Source: Hutchison China MediTech 

Chi-Med will discuss the SANET-p data and the regulatory process for surufatinib 

in p-NET at a pre-NDA meeting with the Chinese regulator. Extrapolating from 

our assumed timelines for ep-NET and factoring in some common submission 

materials (ie CMC, preclinical data) with the surufatinib ep-NET NDA, we believe 

the China NDA for p-NET could be filed mid-2020. Given that the clinical data 

disclosed to date suggests that surufatinib is an effective therapy for all NET 

subtypes, we also believe there is potential for surufatinib to receive a broad label.   

First surufatinib China approval 

could come in late-2020 

Second China NDA filing 

possible in mid-2020, with 

potential for a broad NET label 
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Surufatinib news also expected outside China NET 

China NET is the first of multiple opportunities for surufatinib. The China and 

Global surufatinib development programme is focused on cancer indications with 

high unmet need and with potential for a rapid path to market given the relative 

rarity of the cancer types targeted and limited treatment options.  

Chi-Med’s strategy across its TKI pipeline is to initially develop its programmes as 

monotherapies. However, as the pipeline consists of highly specific first- or best-

in-class TKIs these offer advantages both in terms of targeted efficacy and cleaner 

toxicity profiles, making them ideal candidates for combination approaches. 

As a novel selective oral small molecule TKI (tyrosine kinase inhibitor) with an 

angio-immuno kinase profile, surufatinib is differentiated from other VEGFR 

(vascular endothelial growth factor receptor) TKIs. In addition to VEGFR, 

surufatinib targets FGFR (fibroblast growth factor receptor) and CSF-1R (Colony 

stimulating factor-1 receptor). This profile supports development both as a multi-

functional monotherapy agent and in combination with checkpoint inhibitors. 

Surufatinib has been dosed in c800 patients to date.  

Key ongoing trials are shown in Exhibit 2. 

Exhibit 2: Selected ongoing and planned surufatinib clinical trials 

Trial Indication Comment 

Phase IIb/III 

(China) 

2L Biliary tract 

cancer (BTC)  

Status: Interim analysis (first 80 patients) expected mid-2020 

Design: Multi-centre, randomized (1:1), open-label, active control trial (n=298) of 

surufatinib 300mg once daily vs capecitabine in unresectable/metastatic BTC.  

Endpoints: Primary endpoint is OS; secondary endpoints include PFS, ORR, DCR, DoR, 

safety and tolerability. 

Phase III (Global) 2L NET Status: 2L NET US/EU registration study in planning.  

Phase II (China) 2L BTC Status: Enrollment complete; top line data submitted for publication.  

Design: Single-arm open label multi-centre POC study (n=32) of surufatinib in 2L BTC. 

Simon’s two-stage design: stage 1 (n=16) if ≤3 pts without progression or death at 

week 16 the study will be stopped, otherwise stage 2 will accrue 16 additional patients.  

Endpoints: primary endpoint of PRS rate at week 16; secondary endpoints include 

safety/tolerability, vital signs, ORR, DCR, DoR, PFS, OS. 

Phase Ib/IIa 

(Global) 

Non-pancreatic 

NET (epNET), 

pNET, BTC, and 

soft tissue 

sarcoma (STC) 

Status: Phase II expansion (pancreatic NET) initiated July 2018. Preliminary data from 

25 evaluable patients presented at ESMO 2019. 

Design: Multi-centre, single-arm, open-label study (n=105) to evaluate efficacy and 

safety of surufatinib monotherapy in (a) 2L BTC and (b) advanced pNET.   

Endpoints: PFS, ORR, DCR, DoR, TTR, OS, and safety and tolerability. 

Phase II (China) Advanced solid 

tumours 

Status: combination study with Tuoyi (PD-1) enrolling. 

Design: Multi-centre, single arm, open-label study (n=80) to evaluate efficacy and 

safety of surufatinib combined with toripalimab in advanced solid tumours. 

Endpoints: primary endpoints of safety run-in (six patients) and ORR; secondary 

endpoints include DoR, PFS, DCR, OS, and safety and tolerability. 

Phase I (US) Solid tumours Status: combination study with Tuoyi (PD-1) in planning. 

Source: Trinity Delta, Hutchison China MediTech, Clinicaltrials.gov   Note: OS = overall survival, PFS = progression free survival, DCR = 
disease control rate, DoR = duration of response, TTR = time to response, ORR = overall response rate, POC = proof of concept, PK = 
pharmacokinetics 

Surufatinib has a unique angio-

immuno kinase profile, with 

potential synergy with 

checkpoint inibitors 

Focused on rare cancers with 

high unmet need and limited 

treatment options 

https://clinicaltrials.gov/ct2/show/NCT03873532
https://clinicaltrials.gov/ct2/show/NCT02966821
https://clinicaltrials.gov/ct2/show/NCT02549937
https://clinicaltrials.gov/ct2/show/NCT04169672
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News flow beyond China NET should be abundant in 2020. For China Oncology, a 

major catalyst will be the interim analysis of the China Phase IIb/III registration 

study in biliary tract carcinoma (BTC) in mid-2020. The Global Innovation pipeline 

should also deliver important events with the FDA end-of-Phase II meeting for 

NET targeted for H120, followed by the potential initiation of the US/Europe 

Phase III registration study in mid-2020. We highlight that surufatinib has recently 

been granted FDA Orphan Drug designation for pNET. 

Evaluation of surufatinib as part of a combination approach is also progressing, 

particularly with its PD-1 monoclonal antibody collaborations. These include 

global partnerships with Shanghai Junshi for Tuoyi (toripalimab) and Innovent 

Biologics for Tyvvt (sintilimab). Surufatinib’s ability to inhibit tumour associated 

macrophage (TAM) production amplifies the PD-1 induced immune response, and 

thus the simultaneous targeting of multiple cell types and signalling pathways in 

the tumour microenvironment may elicit a potential synergistic anti-tumour effect.  

The combination of surufatinib with a PD-1 inhibitor has the potential to unlock 

wider opportunities in multiple cancer indications, provided that clinical data 

supports the tolerability and effectiveness of the combination(s). Since signing its 

first PD-1 collaborations in November 2018, Chi-Med and its partners have made 

steady progress towards and into the clinic with the first combinations. 

The Shanghai Junshi global collaboration is the most clinically advanced. The 

China Phase I dose-finding study of surufatinib and toripalimab completed last 

year; preliminary safety and efficacy data is expected to be presented at an 

upcoming scientific conference. A Phase II combination trial in advanced solid 

tumours was initiated in January 2020. Global combination studies of surufatinib 

with toripalimab, and with sintilimab are in planning. 

Re-evaluating the NET opportunity 

NET is an umbrella term for tumours that develop from cells in the endocrine and 

nervous systems, most commonly in the digestive and respiratory tracts. It can be 

split into two distinct populations based on molecular genetics and treatment 

options. Non-(extra)-pancreatic NET (epNET) is the more common representing 

c90% of NETs; the remainder are pancreatic NET (pNET). 

epNET is typically treated with somatostatin analogues (lancreotide, octreotide) 

which inhibit release of various hormones. The global standard of care for 

advanced (unresectable or metastatic) pNET is targeted therapy: approved drugs 

include Sutent (sunitinib, Pfizer), a multi-kinase TKI (targeting VEGFR, PDGR, c-kit, 

Flt3, Ret), and mTOR inhibitor Afinitor (everolimus, Novartis). Sunitinib approval 

validates targeting VEGF pathways in pNET, and surufatinib data to date has 

shown anti-tumour activity in heavily pre-treated patients and across multiple 

tumour types, supporting the rationale for development in both NET populations.  

As a recap, both pivotal studies of surufatinib for NET (the 198-pt SANET-ep trial 

and the 195-pt SANET-p study) were stopped early stop at the interim analysis as 

the pre-specified PFS primary endpoint had been met. Full SANET-ep data was 

presented at ESMO 2019 (see our October 2019 Update); the investigator 

assessed PFS was 9.2 months for surufatinib vs 3.8 months for placebo (hazard 

ratio = 0.334, p<0.0001). The mPFS achieved at the SANET-p interim analysis has 

not yet been disclosed but will presented at a future scientific conference. 

Potential synergies with PD-1 

combinations being evaluated… 

Start of Global pivotal trial 

expected in 2020 

…Tuoyi and surufatinib 

combination has moved into 

Phase II 

epNET and pNET distinguished 

by molecular genetics and 

treatment options 

Sunitinib validates VEGF 

targeting, with surufatinib data 

indicating efficacy across the 

NET spectrum 

SANET-ep and SANET-p both 

met mPFS endpoint at interim 

analysis 

…and could open the door to 

utility in multiple cancers... 

https://clinicaltrials.gov/ct2/show/NCT03873532
https://www.macmillan.org.uk/information-and-support/neuroendocrine-tumours-nets
https://clinicaltrials.gov/ct2/show/NCT02588170
https://clinicaltrials.gov/ct2/show/NCT02589821
https://www.trinitydelta.org/research-notes/esmo-2019-surufatinib-epnet-pfs-benefit-confirmed/
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Data from the Phase II China NET trial reported 16.6 month mPFS for the overall 

patient population (n=81), with 19.4 month mPFS seen in pNET patients (n=41) 

and 13.4 month mPFS for epNET (n=40). This may suggest that SANET-p mPFS 

could be greater than in SANET-ep; however, this may depend on patient baseline 

characteristics. For example, SANET-ep had a higher proportion of G2 patients 

with aggressive disease than in the Phase II epNET subgroup. 

Importantly, analysis of SANET-ep data showed that all subgroups favoured 

surufatinib, and all secondary endpoints were consistent with a treatment benefit. 

The totality of the SANET-ep data combined with a positive, albeit undisclosed, 

result in SANET-p provides a wide clinical evidence base across NETs by site of 

origin. Of the globally approved therapies for NETs, everolimus has the most 

comprehensive clinical dataset, although, as shown in Exhibit 3, there remains a 

significant opportunity in lung and other NETs. Thus, there is a potential role for 

surufatinib as either a 1L therapy, or as a 2L treatment option for NET patients 

who progress on everolimus. 

Exhibit 3: Evidence landscape for G1/2 advanced NET by site 

 

Source: Hutchison China MediTech, Yao ESMO 2019 

The potential China NET opportunity could be significant (Exhibit 4), and there are 

several features of the NET market that could enlarge the opportunity further.  

Estimated prevalence of NET in China is c 300k patients, but unlike many cancers, 

there is higher prevalence than incidence as NETs are typically slow growing 

compared with other tumour types. This means that NETs are associated with a 

relatively long duration of survival, and NET patients are typically on drug therapy 

for longer. At present, these patients have limited treatment options, with 

standard treatment protocols used despite the heterogeneity of the disease; 

Phase II NET data was also  

positive 

Broad efficacy of surufatinib  

across NET types potentially 

rivals everolimus 

A significant opportunity for 

surufatinib in China NET 

Numerous market features 

support uptake of a potentially 

universal NET drug 
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hence a potentially universal treatment option should have good uptake. In 

addition, diagnostic improvements coupled with more treatment options could 

increase the recognition of NETs and raise current incidence.  

Exhibit 4: The China NET opportunity 

 

Source: Hutchison China MediTech  Note: [1] current estimated prevalence to incidence ratio in 
China at 4.4, lower than US 7.4 ratio due to lower access to treatment options; [2] NRDL pricing 
references calculations assume FX rate of RMB 6.74/US$ 
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Valuation and financials 

The impressive outcome of the SANET-p trial prompts us to update our valuation 

assumptions for Chi-Med; we have increased our success probability for 

surufatinib in pNET (from 65% as a Phase III programme to the 90% we typically 

employ for pre-approval stages). Additionally, we have fine-tuned our model to 

include the impact of the $118.3m (gross) ADS offering.  

These updates to our assumptions increase our valuation on a whole company 

basis, but the per share/per ADS valuation is impacted by dilution. We now value 

Chi-Med at $5.21bn ($37.73/ADS) or £4.01bn (580p/share) up from $5.14bn 

($38.55/ADS) or £3.95bn (593p/share) previously. 

Our valuation methodology, detailed in our February 2019 Initiation, employs 

conservative assumptions throughout. Upside to our current surufatinib valuation 

could come from a variety of sources, including: the potential for off-label use in 

pNET following approval in epNET; the impact of potential NRDL (National 

Reimbursement Drug List) inclusion on the price/volume dynamics; and potential 

for a swifter approval in pNET given data overlap with the epNET NDA. 

Our new valuation reflects the 22m new shares (4.44m ADS, given the 5 shares:1 

ADS ratio) issued in connection with the $110m (gross) ADS raise in January, and 

the additional 1.67m new shares (333.7k new ADS) issued in the February over-

allotment. In total, gross proceeds from this raise stand at c $118.3m (we estimate 

$106.5m net). We assume pro forma net cash of £258.7m in our valuation. 

Net funds raised will be used to progress Chi-Med’s extensive clinical pipeline and 

build up its commercialisation infrastructure during 2020, while also removing any 

perceived overhang on cash runway in 2020. Our January 2020 Update highlights 

many of the upcoming pipeline opportunities, and valuation inflection points for 

Chi-Med.  

We also highlight that Chi-Med’s largest shareholder, CK Hutchison did not take 

part in the ADS offer which, coupled with its secondary offerings in June and 

September 2019, has reduced its holding to 48.15%.  

Aside from updating the number of shares/ADSs and the new capital raised, there 

are no changes to our estimates, which are shown in Exhibit 5. We anticipate 

reviewing our financial forecasts following the release of FY19 results on March 3, 

2020.  

  

  

Revised assumptions result in 

new valuation of $37.73 per 

ADS or 580p per share 

Surufatinib could also deliver 

further potential upside in NET 

c $118m in new funds will 

progress the pipeline and build 

commercial capabilities 

FY19 results will be released on 

March 3 

https://trinitydelta.org/wp-content/uploads/2019/02/Hutchison-China-MediTech-Initiation-060219.pdf
https://www.trinitydelta.org/research-notes/2020-set-to-be-the-breakthrough-year/
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Exhibit 5: 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.

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 1,395
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) (190,562)
Adj. PBT (10,540) (47,356) (53,536) (86,655) (172,111) (190,562)
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) (153,337)
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) (156,398)

EPS ($) 0.01 0.02 (0.04) (0.11) (0.21) (0.23)
Earnings per ADS ($) 0.07 0.10 (0.22) (0.57) (1.05) (1.13)
DPS ($) 0.00 0.00 0.00 0.00 0.00 0.00

Average no. of shares (m) 546.6 597.2 617.2 664.3 666.1 690.6

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 89,512 167,380 432,195 370,541 249,848 203,844
Cash and cash equivalents 31,941 79,431 85,265 86,036 125,330 124,040
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) (115,030)
Short-term debt (23,077) (19,957) (29,987) 0 0 0
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 102,277 204,060 484,966 412,255 286,580 251,811

CASH FLOW STATEMENTS

Operating cash flow (9,385) (9,569) (8,943) (32,847) (110,576) (148,996)
Net income 10,427 14,557 (22,963) (71,286) (135,936) (153,337)
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) 106,470

Proceeds from equity (1,733) 97,076 291,737 (2,322) (1,310) 106,470

Increase in loans (3,205) (4,077) (16,947) (4,627) 77 0
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 (1,290)

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 86,036 125,330 124,040
Net cash at end of year (17,904) 56,914 328,309 274,212 152,258 100,968
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