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Press Re'ease 
 

Chi-Med High+ights Surufatinib Phase 666 Resu+ts in Neuroendocrine 
Tumors at ESMO 2020 and Pub+ications in The Lancet Onco,ogy 

 
― Phase ((( SANET-p demonstrated surufatinib reduces the risk of disease progression or 

death by 51% in patients with pancreatic neuroendocrine tumors (“NET”) ― 

― SANET-p resuFts compFement previousFy presented positive Phase ((( SANET-ep resuFts 
in patients with non-pancreatic NET, incFuding across muFtipFe subgroups ― 

― ResuFts of both SANET-p and SANET-ep studies pubFished in The Lancet OncoFogy – 

Hong Kong, Shanghai, & F'orham Park, NJ: Sunday, September 20, 2020: Hutchison China MediTech 
Limited (“Chi-Med”) (Nasdaq/A<M: HCM) today announces that positive resuBts of the Phase <<< study of 
surufatinib in advanced neuroendocrine tumors – pancreatic (“SANET-p”) were presented as a proffered paper 
session at the European Society for MedicaB OncoBogy (“ESMO”) VirtuaB Congress 2020 (Abstract Number 
1156O).  ResuBts from SANET-p, in addition to previousBy presented resuBts from Phase <<< study of surufatinib 
in advanced neuroendocrine tumors – extra-pancreatic (“SANET-ep”), are pubBished today in The Lancet 
OncoFogy.  
 
“Surufatinib demonstrated statisticaBBy significant and cBinicaBBy meaningfuB benefits in patients with advanced 
pancreatic NET. These resuBts, combined with positive resuBts from the paraBBeB study of surufatinib in patients 
with non-pancreatic NET, support surufatinib as a promising treatment option for weBB-differentiated NET 
patients regardBess of tumor origin,” commented Dr. Jianming Xu, Bead investigator for the SANET-p study, 
Head of the Department of GastrointestinaB OncoBogy, The Fifth MedicaB Center, GeneraB HospitaB of the PLA 
in Beijing. 
 
As announced in January 2020, the <ndependent Data Monitoring Committee (“<DMC”) for the SANET-p triaB 
recommended that the study stop earBy because it had met the pre-defined primary endpoint of progression free 
survivaB (“PFS”) during a pBanned interim anaBysis.  At data cut-off as of November 11, 2019, 172 patients were 
randomized 2:1 to treatment with either 300 mg of surufatinib oraBBy daiBy (N=113) or pBacebo controB (N=59), 
on a 28-day cycBe.  Median PFS was 10.9 months for patients treated with surufatinib, as compared to 3.7 
months for patients in the pBacebo group (hazard ratio [“HR”] 0.491; 95% confidence intervaB [“C<”] 0.391-0.755; 
p=0.0011).  Benefit was observed across most major subgroups of pNET patients. Objective response rates 
(ORR) were 19.2%1 for the 104 efficacy evaBuabBe patients in the surufatinib group versus 1.9%2 for the 53 
efficacy evaBuabBe patients in the pBacebo group, with a disease controB rate (DCR) of 80.8% versus 66.0%, 
respectiveBy.  Most patients in the triaB had Grade 2 disease with heavy tumor burden, incBuding Biver metastasis 
and muBtipBe organ invoBvement.  Efficacy was aBso supported by BBinded <ndependent <mage Review 
Committee (B<<RC) assessment, with a median PFS of 13.9 months for surufatinib as compared to 4.6 months 
for pBacebo (HR 0.339; 95% C< 0.209-0.549; p<0.0001).   
 
The safety profiBe of surufatinib was manageabBe and consistent with observations in prior studies. Treatment 
was weBB toBerated for most patients, with discontinuation rates as a resuBt of treatment emergent adverse events 
of 10.6% in the surufatinib group as compared to 6.8% in the pBacebo group.   
 
<n the U.S., the Food and Drug Administration (“FDA”) granted surufatinib two Fast Track Designations, for both 
the non-pancreatic NET and pancreatic NET deveBopment programs, and Orphan Drug Designation for 
pancreatic NET deveBopment.  A roBBing new drug appBication (“NDA”) submission is being prepared, to be 
foBBowed by a marketing authorization appBication (“MAA”) submission to the European Medicines Agency 
(“EMA”) in Europe, based on the robust data from the two studies and the ongoing muBti-cohort Phase <b study 
in the U.S.  <n December 2019, an NDA for surufatinib for the treatment of patients with advanced non-
pancreatic NET was granted Priority Review status by the China NationaB MedicaB Products Administration 
(“NMPA”).  A second NDA for surufatinib for the treatment of patients with advanced pancreatic NET has aBso 
been accepted by the NMPA. 
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About NET 

NET form in ceBBs that interact with the nervous system or in gBands that produce hormones.  They can originate 
in various parts of the body, most often in the gut or the Bungs and can be benign or maBignant.  NET are typicaBBy 
cBassified as pancreatic NET or non-pancreatic NET.  Approved targeted therapies incBude Sutent® and Afinitor® 
for pancreatic NET, or weBB-differentiated, non-functionaB gastrointestinaB or Bung NET. 
 
According to Frost and SuBBivan, there were 19,000 newBy diagnosed cases of NET in the U.S. in 2018.  
<mportantBy, NET are associated with a reBativeBy Bong duration of survivaB compared to other tumors.  As a 
resuBt, there were approximateBy 141,000 estimated patients Biving with NET in the U.S. in 2018. 
 
<n China, there were approximateBy 67,600 newBy diagnosed NET patients in 2018 and, considering the current 
incidence to prevaBence ratio in China, potentiaBBy as many as 300,000 patients Biving with the disease in the 
country.3   
  

About Surufatinib 

Surufatinib is a noveB, oraB angio-immuno kinase inhibitor that seBectiveBy inhibits the tyrosine kinase activity 
associated with vascuBar endotheBiaB growth factor receptor (VEGFR) and fibrobBast growth factor receptor 
(FGFR), which both inhibit angiogenesis, and coBony stimuBating factor-1 receptor (CSF-1R), which reguBates 
tumor-associated macrophages, promoting the body’s immune response against tumor ceBBs.  <ts unique duaB 
mechanism of action may be very suitabBe for possibBe combinations with other immunotherapies, where there 
may be synergistic anti-tumor effects. 
 
Chi-Med currentBy retains aBB rights to surufatinib worBdwide. 
 

About Surufatinib Deve'opment 

NET in the U.S. and Europe: <n the U.S., surufatinib was granted Fast Track Designations for deveBopment in 
pancreatic and non-pancreatic (extra-pancreatic) NET in ApriB 2020, and Orphan Drug Designation for 
pancreatic NET in November 2019.  A U.S. FDA NDA submission is being prepared, to be foBBowed by a MAA 
submission to the EMA in Europe.  The basis to support these fiBings incBudes the compBeted SANET-ep and 
SANET-p studies, aBong with existing data from surufatinib in U.S. non-pancreatic and pancreatic NET patients 
(cBinicaBtriaBs.gov identifier: NCT02549937). 
 
Non-pancreatic NET in China: <n November 2019, a NDA for suruflminib for mhe mrelmmenm of plmienms wimh 
ldvlnced non-plncrelmic NET wls accepted for review bn mhe NMPA and granted Priority Review status in 
December 2019.  The NDA is suppormed bn dlml from mhe successfuo SANET-ep smudn, l Phlse ppp smudn of 
suruflminib in patients with ldvlnced non-plncrelmic NET in Chinl for whom mhere is no effecmive mherlpn. A 
1q8-plmienm inmerim lnlonsis wls conducmed in June 201q, oelding mhe pDMC mo demermine mhlm mhe smudn mem 
mhe pre-defined primlrn endpoinm of PFS lnd shouod be smopped elron.  The positive resuBts of mhis mrilo were 
highoighmed in ln orlo presenmlmion lm mhe 201q ESMO Congress (coiniclomrilos.gov idenmifier: NCT02588170) and 
pubBished in The Lancet OncoFogy in September 2020. 4  Median PFS was 9.2 months for patients treated with 
surufatinib, as compared to 3.8 months for patients in the pBacebo group (HR 0.334; 95% C<: 0.223-0.499; 
p<0.0001).   
 
Pancreatic NET in China: <n 2016, we initiated the SANET-p study, which is a pivotaB Phase <<< study in patients 
with Bow- or intermediate-grade, advanced pancreatic NET in China.  FoBBowing an interim anaBysis review 
conducted in January 2020 by the <DMC that recommended the registrationaB study be terminated earBy as the 
pre-defined primary endpoint of PFS had aBready been met (cBinicaBtriaBs.gov identifier: NCT02589821), Beading 
to a second NDA accepted by the China NMPA. The resuBts of this study were presented at the ESMO VirtuaB 
Congress 2020 and pubBished simuBtaneousBy in The Lancet OncoFogy. 5 
 
BiFiary tract cancer in China: <n March 2019, we initiated a Phase <<b/<<< study comparing surufatinib with 
capecitabine in patients with advanced biBiary tract cancer whose disease progressed on first-Bine 
chemotherapy.  The primary endpoint is overaBB survivaB (OS) (cBinicaBtriaBs.gov identifier NCT03873532). 
 
(mmunotherapy combinations: We have entered into coBBaboration agreements to evaBuate the safety, 
toBerabiBity and efficacy of surufatinib in combination with anti-PD-1 monocBonaB antibodies, incBuding with 
tisBeBizumab (BGB-A317, deveBoped by BeiGene, Ltd.), Tuoyi® (toripaBimab, deveBoped by Shanghai Junshi 
Biosciences Co. Ltd.) and Tyvyt® (sintiBimab, deveBoped by <nnovent BioBogics, <nc.), which are approved in 
China. 
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About Chi-Med 

Chi-Med (Nasdaq/A<M: HCM) is an innovative, commerciaB-stage, biopharmaceuticaB company committed, over 
the past twenty years, to the discovery and gBobaB deveBopment of targeted therapies and immunotherapies for 
the treatment of cancer and immunoBogicaB diseases.  <t has a portfoBio of nine cancer drug candidates currentBy 
in cBinicaB studies around the worBd and extensive commerciaB infrastructure in its home market of China. For 
more information, pBease visit: www.chi-med.com. 
 

Forward-Looking Statements  

This press reFease contains forward-Fooking statements within the meaning of the “safe harbor” provisions of 
the U.S. Private Securities Litigation Reform Act of 1995. These forward-Fooking statements refFect Chi-Med’s 
current expectations regarding future events, incFuding its expectations regarding the submission of an NDA for 
surufatinib for the treatment of NET in the U.S., China and other jurisdictions, the therapeutic potentiaF of 
surufatinib for the treatment of patients with NET, the further cFinicaF deveFopment for surufatinib in this and 
other indications,  and its expectations as to the timing of the compFetion and the reFease of resuFts from such 
studies. Forward-Fooking statements invoFve risks and uncertainties. Such risks and uncertainties incFude, 
among other things, assumptions regarding the sufficiency of the cFinicaF data to support NDA approvaF of 
surufatinib for the treatment of patients with NET in the U.S. and China or other jurisdictions, its potentiaF to gain 
expeditious approvaFs from reguFatory authorities, the safety profiFe of surufatinib, enroFFment rates, timing and 
avaiFabiFity of subjects meeting a study’s incFusion and excFusion criteria, changes to cFinicaF protocoFs or 
reguFatory requirements, unexpected adverse events or safety issues, the abiFity of surufatinib, incFuding as a 
combination therapy, to meet the primary or secondary endpoint of a study, its abiFity to fund, impFement and 
compFete its further cFinicaF deveFopment and commerciaFization pFans for surufatinib, the timing of these events, 
and the impact of the COV(D-19 pandemic on generaF economic, reguFatory and poFiticaF conditions. (n addition, 
as certain studies reFy on the use of capecitabine, tisFeFizumab, Tuoyi®, and Tyvyt® as combination therapeutics 
with surufatinib, such risks and uncertainties incFude assumptions regarding the safety, efficacy, suppFy and 
continued reguFatory approvaF of these therapeutics. Existing and prospective investors are cautioned not to 
pFace undue reFiance on these forward-Fooking statements, which speak onFy as of the date hereof. For further 
discussion of these and other risks, see Chi-Med’s fiFings with the U.S. Securities and Exchange Commission 
and on A(M. Chi-Med undertakes no obFigation to update or revise the information contained in this press 
reFease, whether as a resuFt of new information, future events or circumstances or otherwise. 
 

CONTACTS 

Knvestor Enquiries  
Mark Lee, Senior Vice President +852 2121 8200 

Annie Cheng, Vice President +1 (973) 567 3786 
  

Media Enquiries  
Americas – Brad MiEes, SoEebury Trout +1 (917) 570 7340 (MobiEe)   

bmiEes@troutgroup.com 
Europe – Ben AtweEE / AEex Shaw, FTS ConsuEting +44 20 3727 1030 / +44 7771 913 902 (MobiEe) / +44 7779 545 055 (MobiEe)  

Chi-Med@fticonsuEting.com 
Asia – Joseph Chi Lo / Zhou Yi, Brunswick +852 9850 5033 (MobiEe), jEo@brunswickgroup.com / +852 9783 6894 (MobiEe), 

yzhou@brunswickgroup.com 

  

Nominated Advisor  

Freddy CrossEey / AthoEE Tweedie, Panmure Gordon 
(UK) Limited 

+44 (20) 7886 2500 

 

 
1 Responses in the surufatinib group inc2uded 13 confirmed partia2 responses and 7 unconfirmed partia2 responses.  
2 There was 1 confirmed partia2 response in the p2acebo group. 
3 According to Frost & Su22ivan, in 2018, there were 19,000 new2y diagnosed cases of NETs in the U.S and an estimated 
141,000 patients 2iving with NETs. The current incidence to preva2ence ratio in China is estimated at 4.4, 2ower than the 
7.4 ratio in the U.S. due to 2ower access to treatment options. 
4 Xu J, Shen L, Zhou Z, et a2. Surufatinib in advanced extrapancreatic neuroendocrine tumours (SANET-ep): a 
randomised, doub2e-b2ind, p2acebo-contro22ed, phase 3 study [pub2ished on2ine ahead of print, 2020 Sep 20]. Lancet 
Onco*. 2020;S1470-2045(20)30496-4. DO[: 10.1016/S1470-2045(20)30496-4. 
5 Xu J, Shen L, Bai C, et a2. Surufatinib in advanced pancreatic neuroendocrine tumours (SANET-p): a randomised, 
doub2e-b2ind, p2acebo-contro22ed, phase 3 study [pub2ished on2ine ahead of print, 2020 Sep 20]. Lancet Onco*. 2020; 
S1470-2045(20)30493-9. DO[: 10.1016/S1470-2045(20)30493-9. 


