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GRC 39815 (RORγt inhibitor) 
GRC 39815 is a NCE currently being evaluated as an inhaled compound for the possible treatment of  
Chronic Obstructive Pulmonary Disorder (COPD). It is an inhibitor of the Retinoid-related Orphan 
Receptor gamma t (RORγt). The company recently received an IND approval from the USFDA to 
commence a phase 1 first in human study. 
 
GLENMARK LIFE SCIENCES LTD. (GLS)  
 
Glenmark Life Sciences primarily includes manufacturing and marketing of Active Pharmaceutical 
Ingredient (API) products across all major markets globally. It also includes captive sales (i.e. use of 
API by GPL for its own formulations).  
 
For the second quarter of the financial year, Glenmark Life Sciences Limited registered consolidated 
revenue including captive sales of Rs.5192 Mn (USD 69.44 Mn) as against Rs. 3710 Mn. (USD 53.08 
Mn.), recording growth of 39.9 %. For the first half of the financial year, Glenmark Life Sciences 
consolidated revenue including captive sales was Rs. 9179 Mn (USD 122.76 Mn) as against Rs. 7032 
Mn. (USD 100.62 Mn.), recording growth of 30.5 %. The operating margin for Glenmark Life Sciences 
was 29.03 % for first half of this financial year. 
 
For the second quarter of FY 2020-21, external sales for Glenmark Life Sciences was at Rs.3213.35 
Mn (USD 43.23 Mn) as against Rs. 2,697.81 Mn. (USD 38.42 Mn.), recording growth of 19.11 % over 
the corresponding period last year. 
 
 
The external sales for the API business performed well in the second quarter recording strong growth. 
The India and U.S. API business grew at 30% and 19% respectively. The company successfully 
developed the API for Favipiravir (FabiFlu) launched by Glenmark for treatment of COVID-19 in India. 
GLS continues to look for opportunities for the Favipiravir API and has already started supplying in 
countries like Turkey. During the quarter, GLS submitted one DMF each in Canada, Korea & Russia 
and submitted two DMFs in China. The company is looking to file at least 10 -12 DMFs in the third 
quarter of the financial year.  
 
ICHNOS Sciences  
 
For the second quarter of the financial year, Glenmark invested Rs.2250 Mn (USD 30.09 Mn) as 
compared to Rs. 1935 Mn (USD 27.68 Mn) invested in the corresponding quarter of the previous 
financial year. For the first six month of the current financial year, Glenmark has invested Rs.3980 Mn 
(USD 53.23 Mn) as compared to Rs. 3835 Mn (USD 55.02 Mn) invested in the corresponding period 
of the previous financial year. 
 
For further updates on the pipeline and the organisation, please log on to www.ichnossciences.com. 
The pipeline update for the first quarter of this financial year is published on this site.  
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Disclaimer  
This document has been prepared by Glenmark Pharmaceuticals Ltd. The information, statements and analysis made 
in this document describing company’s objectives, projections and estimates are forward looking statements and 
progressive within the meaning of applicable Security Laws and Regulations. The analysis contained herein is based 
on numerous assumptions. Actual results may vary from those expressed or implied depending upon economic 
conditions, government policies and other incidental factors. No representation or warranty, either expressed or 
implied, is provided in relation to this presentation. This presentation should not be regarded by recipients as a 
substitute for the exercise of their own judgment. 

##### 









 

 

AUTOIMMUNE DISEASE 
ISB 830 (OX40 ANTAGONIST) 

• The double-blind portion of the multinational Phase 2b study of ISB 830 (anti-OX40 
monoclonal antibody) in adults with Atopic Dermatitis (AD) was recently completed.  
This was a two-part, randomized, controlled study which assessed four doses and dosing 
schedules of ISB 830 versus placebo in adult patients with moderate-to-severe AD 
across study sites in the US, Canada, Germany, Czech Republic, and Poland.  Results 
for the primary efficacy endpoint, percent change from baseline in the Eczema Area  
and Severity Index (EASI) score compared to placebo at week 16, are shown in the  
table below.  

 PART 1 PART 2 

 
ISB 830  
300 MG Q2W 
(N=76*) 

ISB 830 
300 MG Q4W 
(N=78*) 

ISB 830  
75 MG Q4W 
(N=77*) 

PLACEBO 
(N=80*) 

ISB 830 
600 MG Q2W 
(N=75*) 

PLACEBO 
(N=74*) 

EASI Score  
% Change from 
Baseline to Week 
16 Mean (SD)  

-57.59 
(36.20) 

-56.73 
(32.54) 

-38.10 
(39.69) 

-42.14 
(38.19) 

-59.74 
(27.12) 

-43.25 
(41.24) 

P-value 0.008 0.061 0.691 n/a 0.008 n/a 

 
 

 

• For both Part 1 and Part 2, larger numerical improvements were seen for the higher dose 
arms of ISB 830 compared to placebo in the secondary endpoints of EASI-753 and 
Investigator Global Assessment4, but the differences were generally not statistically 
significantly different from placebo. 

• In the blinded period of Part 1, no deaths, malignancies, or thromboembolic events were 
reported, and the most commonly reported serious adverse event was atopic dermatitis 
(1.3% vs 1.3% for placebo).  

• In the blinded period of Part 2, there were no thromboembolic events, and one death due 
to pre-existing hypertension was reported in the ISB 830 group. There were no other 
serious adverse events reported.   

 
3 Proportion of patients with ≥75% improvement in EASI score from baseline to Week 16 
4 Proportion of patients with Investigator Global Assessment of clear or almost clear (0 or 1)  
and ≥2 point reduction from baseline at Week 16 

Q2W, every 2 weeks; Q4W, every 4 weeks 
 
*Subjects who received rescue medication for atopic dermatitis during the study are considered 
non-responders in the efficacy analyses. 



 

 

• In Part 1, the most commonly reported treatment-emergent adverse events for ISB 830 
(>5%) were: atopic dermatitis (21.2% vs 22.5% for placebo); nasopharyngitis (8.2% vs 
8.8% for placebo); upper respiratory tract infection (7.4% vs 5.0% for placebo); and 
headache (5.6% vs 10.0% for placebo). 

• In Part 2, the most commonly reported treatment-emergent adverse events for ISB 830 
(>5%) were similar to those reported in Part 1: atopic dermatitis (17.3% vs 16.2% for 
placebo); nasopharyngitis (8.0% vs 9.5% for placebo); upper respiratory tract infection 
(5.3% vs 6.8% for placebo); and headache (6.7% vs 6.8% for placebo).   

• Ichnos is considering a range of options for clinical development of ISB 830, including 
partnering with other companies to further develop the compound.  Additionally, a US 
IND to conduct studies of ISB 830 in additional indications, including Rheumatoid Arthritis 
(RA), is active.   

PAIN 
ISC 17536 (TRPA1 ANTAGONIST) 

• A Phase 2a proof-of-concept (PoC) study of the oral inhibitor of transient receptor 
potential ankyrin-1 (TRPA1), ISC 17536, was previously completed at sites in Europe 
and India in adult patients with painful diabetic peripheral neuropathy (DPN). 
 

• While the primary endpoint of change from baseline to week 4 in average pain intensity 
was not met in the overall study population, a statistically significant reduction in pain was 
seen for ISC 17536 compared to placebo in the pre-specified subgroup of patients with 
preserved small nerve fiber function. 
 

• At a Type C meeting with FDA in March 2020, agreement was reached regarding the 
preclinical plan to enable a randomized, double-blind, placebo-controlled, Phase 2b, 
dose-range finding study for painful DPN. The preclinical studies are ongoing/ 
planned, and a formulation study in healthy volunteers is expected to be completed in 
early 2021.    

ONCOLOGY 
ISB 1302 (HER2 X CD3 BISPECIFIC ANTIBODY) 

• A Phase 1/2, first-in-human study of ISB 1302 to determine the maximum tolerated dose 
(MTD) with bi-weekly dosing in patients with HER2-positive cancers completed 
enrollment in the US and Germany in May 2019. 

• A Phase 1/2 study of ISB 1302 to evaluate a weekly dosing regimen is ongoing. 
 



 

 

ISB 1342 (CD38 X CD3 BISPECIFIC ANTIBODY) 

• A Phase 1/2, first-in-human study of ISB 1342 to determine the MTD with biweekly  
and weekly dosing regimens in patients with refractory multiple myeloma is ongoing.  
Enrollment of patients receiving biweekly dosing was closed in March 2020 following 
evaluation of safety/efficacy and PK/PD of 11 cohorts. 

 
• Enrollment of patients receiving a weekly dosing regimen is ongoing.  

UPDATE ON ICHNOS PRECLINICAL NBE PIPELINE AND NCE  
PRECLINICAL CANDIDATES, UNDER AGREEMENT WITH GLENMARK   
Ichnos will continue to leverage its capabilities in NBEs, particularly through the BEAT® 
platform, and will continue to advance NCEs in oncology through an agreement with 
Glenmark. The Company is planning to advance to IND-enabling studies for a number  
of candidates in 2020 and beyond.  

NEW BIOLOGIC ENTITY (NBE) AND NEW CHEMICAL ENTITY (NCE) ASSETS  
 
CATEGORY/CANDIDATE PRECLINICAL IND-ENABLING STUDIES 

ONCOLOGY NBE    CY 2020                 CY 2021        

ISB 1908  2H 2020  

ISB 1909    1H 2021 

ISB 1442  2H 2020  

AUTOIMMUNE DISEASE NBE 

ISB 880  2H 2020  

ONCOLOGY NCE 

ISC XXXXX   2H 2020  

 
Ichnos continues to advance additional biologic and small molecule candidates with its 
discovery teams in Switzerland and through an agreement with Glenmark, respectively.  

BEAT® T-cell engager 

CD38 x CD47 BEAT® bispecific antibody 

IL-1RAP antagonist monoclonal antibody 

HPK1 inhibitor 

CD38 x CD3 BEAT® bispecific antibody 



 

 

Strategic Priorities for Biologics Discovery Research in      
Immuno-Oncology 

 
FOCUS ON DISEASE-CENTRIC APPROACH AND LEVERAGE BEAT® ANTIBODY ENGINEERING PLATFORM 
TO DELIVER FIRST-IN-CLASS CANDIDATES 

MULTIPLE MYELOMA (MM) HEMATOLOGICAL 
MALIGNANCIES 

SOLID TUMORS 

• Optimize molecular 
attributes of ISB 1342 
(CD38 x CD3) T-cell 
engager 

 
• Deliver a competitive MM 
portfolio by advancing 
next wave of T-cell 
engagers and innate immune 
engagers (e.g., NK, 
macrophages) 

• Accelerate delivery of 
innovative concepts by 
leveraging trispecific  
T-cell and innate immune 
engagers (e.g., NK, 
macrophages) 

 

• Optimize molecular 
attributes of ISB 1302 
(HER2 x CD3) T-cell 
engager 

 


