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NASH R&D remains challenging with mixed outcomes from late-stage trials  

Figure 9: Ph2/3 clincial trial outcome for NASH drug candidates  

Company Drug name MoA 
Phase 

(Trial name) 
Enrollment Indication 

Results 
outcome 

Topline data 
Publish 

Date 
NCT Number 

Madrigal Resmetirom THR β agonist 
Ph 3 

(MAESTRO-NAFLD-1) 
169 NASH Positive 

MRI-PDFF:  
-47.7% vs -6% 

2022-6-25 NCT04197479 

Intercept 
obeticholic 

acid 
FXR agonist 

Ph 3 
(REGENERATE), CRL 

931 
NASH  
(F2-F3 fibrosis) 

Positive 

fibrosis improvement of ≥1 stage with no worsening of NASH: 

23% vs 12% (p=0.0002),  
NASH resolution with no worsening of fibrosis: 
12% vs 8% (p=0.13) 

2019-12-05 NCT02548351 

Inventiva lanifibranor 
Pan-PPAR 

(α/δ/ɣ) 
Ph 2 

(NATIVE) 
247 NASH Positive 

fibrosis improvement of ≥1 stage with no worsening of NASH: 

48% vs 29% 
NASH resolution and no worsening of fibrosis: 
49% v.s 22%, (P<0.001) 

2021-10-21 NCT03008070 

Genefit elafibranor PPARα/δ 
Ph 3 

(RESOLVE-IT) 
1070 NASH Negative 

NASH resolution without worsening of fibrosis:  
19.2% vs 14.7%, (p=0.0659) 

2020-05-11 NCT02704403 

Zydus  Saroglitazar PPARα/ɣ Ph 2 106 NASH  Positive 
ALT level change (4mg 16 wks):  
-45.8% v.s 3.4% 

2021-04-02 NCT03061721 

Takeda pioglitazone PPARγ 
Ph 2 

(PIVENS) 
247 NASH Negative 

Improvement in histologic features of NASH 
34% vs 43% / 19% (Vitamin E / PbO) 

2010-05-06 NCT00063622 

Novo 
Nordisk 

Semaglutide GLP-1 Ph2 320 NASH Positive 
NASH resolution without worsening of fibrosis:  
58.9% vs 17.2% 

2020-05-06 NCT02970942 

Akero Efruxifermin FGF21 

Ph 2b 
(HARMONY) 

128 
NASH  
(F2-F3 fibrosis) 

Positive 
fibrosis improvement of ≥1 stage with no worsening of NASH: 
41% vs 20% 

2022-09-13 NCT04767529 

Ph 2 
(BALANCED) 

30 NASH (cirrhosis) Positive 
fibrosis improvement of ≥1 stage with no worsening of NASH: 
33% vs 0% 

2022-08-22 NCT03976401 

Galmed Aramchol SCD1 inhibitor 
Ph 3 

(ARMOR) 
46 NASH Positive 

fibrosis improvement of ≥1 based on CRN:  
40% 

2022-04-28 NCT04104321 
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Figure 9: Ph2/3 clincial trial outcome for NASH drug candidates  

Company Drug name MoA 
Phase 

(Trial name) 
Enrollment Indication 

Results 
outcome 

Topline data 
Publish 

Date 
NCT Number 

Sanofi rimonabant 
CB1 

antagonist 
Ph 3 165 NASH Terminated 

terminated (company decision taken in light of demands by 
certain national health authorities) 

2016-05-18 NCT00576667 

Gilead selonsertib ASK1 inhibitor 

Ph 3 
(STELLAR-4) 

877 NASH (F4 cirrhosis) Negative 
fibrosis improvement of ≥1 stage with no worsening of NASH: 

14.4% vs 12.8% (p=0.93) 
2020-03-05 NCT03053063 

Ph 3 
(STELLAR-3) 

802 NASH (F3 fibrosis) Negative 
fibrosis improvement of ≥1 stage with no worsening of NASH: 

12.1% vs 13.2% (p=0.93) 
2020-03-05 NCT03053050 

Summit 
Internal 

Medicine 
cenicriviroc 

CCR2/5 
inhibitor 

Ph 3 
(AURORA) 

1779 NASH Negative 
terminated early due to lack of efficacy based on the results of 
Part I of the AURORA study 

2021-01-13 NCT03028740 

Sources: CMS (HK), company news, Cubepharma, Clinicaltrial.Gov  
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Investment Ratings 
Industry Rating Definition 
OVERWEIGHT Expect sector to outperform the market over the next 12 months 
NEUTRAL Expect sector to perform in-line with the market over the next 12 months 

UNDERWEIGHT Expect sector to underperform the market over the next 12 months 

 
Company Rating Definition 
BUY Expect stock to generate 10%+ return over the next 12 months 
HOLD Expect stock to generate +10% to -10% over the next 12 months 

SELL Expect stock to generate loss of 10%+ over the next 12 months 

 
Analyst Disclosure 
 
The analysts primarily responsible for the preparation of all or part of the research report contained herein hereby 

certify that: (i) the views expressed in this research report accurately reflect the personal views of each such 

analyst about the subject securities and issuers; and (ii) no part of the analyst’s compensation was, is, or will be 

directly or indirectly, related to the specific recommendations or views expressed in this research report. 
 
Regulatory Disclosure 
 
Please refer to the important disclosures on our website http://www.newone.com.hk/cmshk/gb/disclosure.html or 

http://www.cmschina.com.hk/Research/Disclosure. 

 
Disclaimer 
 

This document is prepared by China Merchants Securities (HK) Co Limited. The information contained herein has 

been obtained from or is based on sources believed to be reliable. China Merchant Securities (HK) Co Limited, its 

holding company or affiliated companies, or any of its or their directors, officers or employees (collectively “CMS”) 

do not represent or warrant, expressly or impliedly, that it is accurate, correct or complete and it should not be relied 

upon. CMS will not accept any responsibility or liability whatsoever for any use of or reliance upon this document or 

any of the content thereof. 

 

This document is for information purpose only. Neither the information nor opinion expressed shall be construed, 

expressly or impliedly, as an advice, offer or solicitation of an offer, invitation, advertisement, inducement, 

recommendation or representation of any kind or form whatsoever to buy or sell any security, financial instrument or 

any investment or other specific product. The securities, instruments or strategies discussed in this document may 

not be suitable for all investors, and certain investors may not be eligible to participate in some or all of them.  

Certain services and products are subject to legal restrictions and cannot be offered worldwide on an unrestricted 

basis and/or may not be eligible for sale to all investors. CMS is not registered as a broker-dealer in the United 

States and its products and services are not available to U.S. persons except as permitted under SEC Rule 15a-6. 

 

Opinions, and associated estimates and forecasts, or any content and information in this document are only current 

as of the date of their publication and will be subject to change without prior notice. Past performance is not 

indicative of future performance. Estimates of future performance are based on assumptions that may not be 

realized. The analysis contained herein is based on numerous assumptions. Different assumptions could result in 

materially different results. Opinions expressed herein may differ or be contrary to those expressed by other 

business divisions or other members of CMS as a result of using different assumptions and/or criteria. 

 

 

This document has been prepared without regard to the individual financial circumstances and investment 

objectives of the persons who receive it. Use of any information herein shall be at the sole discretion and risk of the 

user. Investors are advised to independently evaluate particular investments and strategies, take financial and/or 

tax advice as to the implications (including tax) of investing in any of the securities or products mentioned in this 

document, and make their own investment decisions without relying on this publication. 
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CMS may have a long or short position, make markets, act as principal or agent, or engage in transactions in 

securities of companies referred to in this document and may also perform or seek to perform investment banking 

services or provide advisory or other services for those companies. 

 

This document is for the use of intended recipients only and this document may not be reproduced, distributed or 

published in whole or in part for any purpose without the prior consent of CMS. CMS will not be liable for any claims 

or lawsuits from any third parties arising from the use or distribution of this document. 

 

This document is for distribution only under such circumstances as may be permitted by applicable law. This 

document is not directed at you if CMS is prohibited or restricted by any legislation or regulation in any jurisdiction 

from making it available to you. In particular, this document is only made available to certain US persons to whom 

CMS is permitted to make available according to US securities laws, but cannot otherwise be made available, 

distributed or transmitted, whether directly or indirectly, into the US or to any US person.  

 

In Hong Kong, this document is distributed by China Merchants Securities (HK) Co., Limited, which is a licensed 

corporation to carry on Type 1 (dealing in securities), Type 2 (dealing in futures), Type 4 (advising on securities), 

Type 6 (advising on corporate finance) and Type 9 (asset management) regulated activities under the Securities 

and Futures Ordinance (Chapter 571). 

 

In South Korea, professional clients can get copies of this document (upon request) through China Merchants 

Securities (Korea) Co., Limited 

 

In the United Kingdom, this document is distributed by China Merchants Securities (UK) Limited. This document is 

for distribution only to persons who: (i) are persons falling within the definition of "Investment Professionals" 

pursuant to Article 19(5) of the Financial Services and Markets Act 2000 (Financial Promotion) Order 2005 (as 

amended, the “Financial Promotion Order”); (ii) are persons falling within Article 49(2)(a) to (d) (“High Net Worth 

Companies, Unincorporated Associations, etc.”) of the Financial Promotion Order; or (iii) are persons to whom an 

invitation or inducement to engage in investment activity (within the meaning of section 21 of the Financial Services 

and Markets Act 2000) may otherwise lawfully be communicated or caused to be communicated (all such persons 

together being referred to as "Relevant Persons"). This document is directed only at relevant persons and must not 

be acted on or relied on by persons who are not Relevant Persons. Any investment or investment activity to which 

this document relates is available only to Relevant Persons and will be engaged in only with Relevant Persons. 

 

If there is any inconsistency or ambiguity between the English version and the Chinese version of this disclaimer, 

the English version shall prevail. 
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