
 
 

Press Release 

Savolitinib completes enrolment for Phase II clinical trial in Papillary Renal Cell 

Carcinoma 

 

 

London: Tuesday, 13 October 2015: Hutchison China MediTech Limited (“Chi-Med”) (AIM: 

HCM) today announces that Hutchison MediPharma Limited (“HMP”), its drug R&D 

subsidiary, and AstraZeneca AB (publ) (“AstraZeneca”) have completed enrolment in a 

global Phase II study of savolitinib (AZD6094), a potent and highly selective mesenchymal 

epithelial transition factor (“c-Met”) inhibitor.  This is a Phase II study to evaluate the efficacy 

and safety of savolitinib monotherapy (600 mg once daily) in papillary renal cell carcinoma 

(“PRCC”) in the United States, Canada and Europe.  PRCC represents about 14% of all new 

cases of kidney cancer.   

 

Savolitinib is a potential global first-in-class inhibitor of c-Met, receptor tyrosine kinase, an 

enzyme which exhibits aberrant behaviour (e.g. gene amplification, over-expression and 

mutation) in many types of solid tumours.  Savolitinib was developed as a potent and highly 

selective oral c-Met inhibitor that was designed to address renal toxicity, the primary issue 

that has to-date prevented other selective c-Met inhibitors from gaining regulatory approval.  

In Phase I/Ib clinical studies, savolitinib has shown promising signs of clinical efficacy, 

causing tumour size reduction, in c-Met aberrant patients in PRCC, non-small cell lung 

cancer, colorectal cancer and gastric cancer. 

 

This Phase II study is an open-label, single-arm, multicentre study designed to evaluate the 

efficacy and safety of savolitinib in patients with locally advanced or metastatic PRCC.  A 

total of 90 patients have been enrolled in 22 centres, making it the largest prospective 

clinical study in PRCC ever conducted.  The primary objective of this study is to assess the 

anti-tumour activity of savolitinib in patients with PRCC, with secondary assessment 

objectives including progression free survival, duration of response, safety and tolerability 

and pharmacokinetics and pharmacodynamics.  Importantly, tumour samples from each 

patient are concurrently being subjected to molecular analysis to determine c-Met status in 

order to better understand the relationship between c-Met aberration and clinical outcome. 

 

The interim data of the Phase II trial is expected to be published at the American Society of 

Clinical Oncology meeting in 2016.   
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Notes to Editors 

About the c-Met signal pathway 

 

C-Met, which is also known as hepatocyte growth factor receptor, or HGFR, is a signalling 

pathway that has specific roles in normal mammalian growth and development.  The 

aberrant activation of c-Met has been demonstrated to be highly correlated in many cancer 

indications, including kidney, lung, gastric, colorectal, oesophageal and brain cancer and 

plays a major role in cancer pathogenesis including tumour growth, survival, invasions, 

metastasis, the suppression of cell death as well as tumour angiogenesis.  To date, no 

selective c-Met inhibitors have received regulatory approval. 

 

C-Met also plays a role in drug resistance in many tumour types.  For instance, c-Met gene 

amplification has been found in non-small cell lung cancer and colorectal cancer following 

epidermal growth factor receptor inhibition treatment, leading to drug resistance.  

Furthermore, c-Met over-expression has been found to emerge in renal cell carcinoma 

following anti-VEGFR treatment. 

 

About PRCC 

 

In 2014, approximately 356,000 new cases of kidney cancer were observed globally, which 

is expected to grow to approximately 413,000 by 2020.  Renal cell carcinoma accounted for 

approximately 87% of all new cases of kidney cancer globally, including approximately 

263,000 new cases of clear cell renal cell carcinoma and approximately 48,000 new cases of 

PRCC. 

 

No targeted therapies for PRCC have been approved and there are no standard first-line 

treatments specifically for metastatic PRCC.  Anti-angiogenic drugs have shown limited 

activity against PRCC in retrospective studies, but very few prospective studies in pure 

papillary histology have been reported.  In a retrospective study, investigators collect data 

from past records without conducting follow-up with patients, as is the case with a 

prospective study. 

 



About savolitinib for PRCC and other indications 

 

During the Australian Phase I study of savolitinib, positive outcomes among PRCC patients 

had a strong correlation to c-Met gene status.  Three of eight PRCC patients treated 

achieved a partial response.  One of these patients has been on the drug for over 2 years 

and has had tumour measurement reduction of greater than 85%.  A further three of these 

eight PRCC patients achieved stable disease.  Importantly, the level of tumour response 

among these eight PRCC patients appeared to correlate with c-Met gene status. 

 

Currently, we and AstraZeneca, our partners on savolitinib, are conducting nine clinical 

studies of savolitinib monotherapy treatment as well as savolitinib in combination treatments 

with other tyrosine kinase inhibitors and chemotherapy in kidney, lung and gastric cancers.  

Furthermore, by the end of 2015, we expect to initiate three further proof-of-concept studies 

for savolitinib, two of which will involve combinations with immunotherapies.   

 

About HMP 

 

HMP is a novel drug R&D company focusing on discovering, developing and 

commercialising innovative therapeutics in oncology and autoimmune diseases.  With a 

team of around 250 scientists and staff, its pipeline is comprised of novel oral compounds for 

cancer and inflammation in development in North America, Europe, Australia and Greater 

China.  

 

HMP is a subsidiary of Chi-Med.  For more information, please visit: www.hmplglobal.com. 

 

About Chi-Med 

 

Chi-Med is a China-based globally-focused healthcare group which researches, develops, 

manufactures and sells pharmaceuticals and health-related consumer products.  Its 

Innovation Platform focuses on discovering and developing innovative therapeutics in 

oncology and autoimmune diseases for the global market.  Its Commercial Platform 

manufactures, markets and distributes prescription drugs and consumer health products in 

China.  

 

Chi-Med is majority owned by the multinational conglomerate CK Hutchison Holdings Limited 

(SEHK: 0001).  For more information, please visit: www.chi-med.com. 
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