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Evolution of the competitor marketplace with 

“living” key intelligence questions

Usually spanning 12-24 monthsTracker
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What

Our client received real-t ime alerts for crit ical 
developments across 26 high priority targets, with an 
analysis of how it  could impact their programme.

Dig Worldwide curated a monthly newsletter with 

developments for 44 targets, breaking down news by 
significance and analyzing impact. 

Dig updated a baseline bi-annually that tracked 
developments across a total of 96 target compounds. 

This enabled Dig to clarify and keep abreast of the 
evolut ion in a rapidly shift ing landscape of innovative 
therapies.

Why

Our client was developing a therapy in a crowded and 
competit ive market with mult iple possible applications, they 
needed support to clarify the competitor landscape across 
a range of indications to identify their product-market fit .

Where Global

How

In partnership with our AI-driven news curat ion partner and 
with the aid of addit ional digital tools, Dig collated news 
related to the 96 targets. Dig’s analysts processed and 
presented updates to the client regularly.

Case Study: Competitor Tracker in a Complex Landscape
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Case Study: Oral Targeted Therapy Competitor Tracker

What

Dig Worldwide provided an understanding of the clinical 
strategies for two client competitors with oral targeted 
therapies in development. Dig was able to provide 
intelligence on key clinical t rials; detailed insights into the 
molecules in development, and the key competitors' future

development plans. Once the intelligence was collected, 
this enabled the client to assess the impact of the early 
assets and decide how to monitor them accordingly.

Why

The client had an early-stage oral targeted therapy in 
development and wanted to invest igate its direct 
competitors' progress in the field.

Where US, EU

How

Dig conducted primary intelligence; engaging with 
knowledgeable peripheral sources including CROs, 
invest igators/trial sites, industry experts and patient 
organisat ions. Company sources and ex-employees were 
also targeted. This approach allowed for a composite 

picture to be built  and validated along the way.
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Case Study: Competitive Landscape for Oncology Monitoring 

What

Our client’s oncology asset is a standard of care in a 
rapidly evolving treatment landscape and faces constant 
competit ion from novel entrants and combinations in late-
stage clinical development. The client required a 
comprehensive and accurate landscape of t imelines for 

new treatments in development as well as reports on 
the expected impact that these treatments would have 
on the market.

Why

Keeping up-to-date with ongoing clinical t rial 
developments was vital for our client’s st rategic brand plan 
including how it  would posit ion its asset to maintain a strong 
market performance.

Where Global

How

Dig Worldwide delivered swift alerts for significant 
breakthroughs In the secondary domain in collaboration 
with our AI-driven news curation partner. All relevant news 
items were compiled into a comprehensive monthly report, 
ensuring our client 's consistent access to an up-to-date 

landscape. This activity was supported through primary 
intelligence gathering at key conferences; targets included
KOLs, principal invest igators, and employees from the 
target companies.
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March/April 2023 Competitor News

• Cipla Ltd. is seeking to sell generic Cabometyx® 60mg tablets

• Consequently, on the 16th March 2023, Exelixis filed a US lawsuit vs. Cipla Ltd. for alleged patent infringement upon five 
cabo patents. Three of these patents are already involved in Exelixis’ lawsuit vs MSN Labs

• Exelixis is now facing Cabometyx® generic threat from Cipla, MSN Labs and Teva

1(do not edit this text)

• On 2nd March 2023, Exelixis announced CONTACT-03 trial failed to meet PFS co-primary endpoint. No new safety 
signals were observed

• During week commencing 20th March 2023, Roche issued a Dear Investigators Letter informing CONTACT-03 
investigators the trial will be terminated early due to lack of clinical benefit and increased Grade ≥3 AEs

• CONTACT-03 PFS results to be presented at ASCO 23 on 5th June 2023 in GU Cancer Kidney & Bladder oral 
abstract session at 17.30 BST (LBA4500)

• Expects COSMIC-313 next interim analysis data H2 2023

• Depending upon the data, Exelixis will seek to file a sNDA to the FDA

• Landscape updated with earliest approval of cabo+ipi+nivo internally expected Q2 ‘24 (was mid-2024) with Ipsen to 
decide if they will opt-in to COSMIC-313 data 
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RCC Landscape | Europe | Clinical Trials
2023 2024 2025 2026 2027 2028+

H1 H2 H1 H2 H1 H2 H1 H2 H1 H2 H1 H2

pazopanib + abexinostat

Ph3 RENAVIV (1L/2L)
Xynomic

durvalumab + tremelimumab

Ph3 RAMPART
AZ

belzutifan

Ph3 MK-6482-005 (2/3L)
MSD 

2
L

A
d

j.
1
L

3
L

+

cabozantinib + nivolumab + ipilimumab

Ph3 COSMIC-313 
Exelixis

pembrolizumab + belzutifan + lenvatinib

pembrolizumab/quavonlimab + lenvatinib
Ph3 MK-6482-012

MSD/Eisai

belzutifan + lenvatinib

Ph 3 MK-6482-011 (2L/3L)  
MSD/Eisai 

tivozanib + nivolumab

Ph3 TiNivo-2 (2/3L) AVEO/LG Chem/BMS

subcutaneous nivolumab

Ph3 CheckMate 67T (2L) BMS

belzutifan + pembrolizumab

Ph3 MK-6482-022
MSD

* Awaiting trial location – commenced in China Oct 2022 

nivolumab

Ph3 PART B CheckMate-914
BMS

fruquinitinib + sintilimab*

Ph2/3 NCT05522231 (2L) HutchMed/Takeda

Updated: 01/05/23

New info (vs. previous version)

ipilimumab + nivolumab

Ph3b CheckMate-8Y8
BMS

Confirmatory trial – ipi+nivo already approved (US: April 2018; EU Jan 2019). EPCD pushed back from Sep 2022 to April 

2024 according to CTG listing last updated Jan 2023

Key takeaways:
• COSMIC-313 earliest EU approval 

moved from mid-2024 to Q2 ‘24   
following 2nd interim analysis data 

expected H2 23 (Exelixis Cowen 43rd 

Annual Healthcare Conference Webcast
07/03/2023) 

• LITESPARK-005 - tracking 2 years 

earlier than cited in public domain, 

intelligence gathered at EAU23   
informed a Q4 ’24 approval with MSD 

aiming for a broad 2/3L label. MSD 
sources stated earliest filing is 

expected February ‘24 with as either 

a type II variation or priority review

• Jusnhi: JUPITER-12 trial added to 
landscape following PFS met. 

Earliest EU approval internally 

expected H1 24 via label extension 
depending on EMA approval of  

• tori+ cisplatin+gemcitabine for 1L 
advanced nasopharyngeal carcinoma 

(NPC) based upon the Ph 3 JUPITER-
02 trial

• CONTACT-03 removed following 
early termination of the trial

• CM-67T approval moved from H1 
2025 to H2 2024 following CTG listing 

update with EPCD changed from Dec 
2023 to May 2023 

toripalimab+axitinib

Ph3 JUPITER-12 
Junshi Bioscience
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March/April Competitor News

Junshi Biosciences: 

Announces pivotal Phase 3 

China RENOTORCH trial of 

toripalimab+axi met PFS 

primary endpoint for the 

frontline treatment of 

advanced RCC two months 

ahead of expected trial 

readout

Key Take Home

§ On 26th April 2023,Junshi announced 

pivotal Ph3 RENOTORCH trial of 
toripalimab+axi vs, suni monotherapy 

for the treatment of 1L intermediate to 
high-risk advanced RCC patients had 

met its PFS primary endpoint at the 

pre-specified interim analysis 

§ The IMDC determined 
toripalimab+axitinib significantly 

improved PFS based upon upon

independent radiographic review, 
thereby reducing the risk of disease 

progression or death 

§ Toripalimab+axitinib also improved 

secondary endpoints such as ORR

§ The safety profile of toripalimab in the 

trial was consistent with the known risks 
with no new safety signals identified 

News Summary

§ It is currently unknown if the EMA will 

approve tori+axi for intermediate to high-
risk 1L RCC based on Ph 3 China data 

alone. The EMA is highly likely to 
request for Western population data 

including proven OS benefit 

§ Earliest expected EU approval is H1 

2024 based on label extension 

dependent upon approval of tori with 
cisplatin+gemcitabine for 1L advanced 

nasopharyngeal carcinoma (NPC) based 
upon the China/SE Asia Ph 3 JUPITER-
02 trial – monitoring 

§ If Junshi can secure EMA approval of 

tori+axi for intermediate to high-risk 1L 
RCC, minimal impact is anticipated upon 

cabo+nivo and potentially cabo+ipi+nivo. 

Although China PD-1’s potentially offer 
price benefits, axi is facing LOE in 2025

CI Team Comment
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What

Our client required a comprehensive baseline of clinical-
stage therapeutics aimed at autoimmune indications. This 
included seven different MOAs within four different 
indications. Subsequently, the client required weekly 
monitoring reports highlight ing any new clinical entrants 

either from pre-clinical development or label expansions of 
exist ing therapeutics.

Why

Our client possessed a clinical-stage asset and wanted to 
better understand the competitor space within its own 
therapy area of interest and in related ones.

Where Global

How

We used our bespoke big data capabilit ies by interrogating 
public and subscript ion-based databases to create the 
clinical landscape for our client. For the weekly monitoring 
we cross-referenced up-to-date databases with previous 
versions to identify changes in the landscape and used 

newsfeeds to identify relevant news about clinical entrants. 
Primary intelligence (including conference monitoring) was 
used to validate and expand the big data information to 
bring a successful deliverable to our client.

Case Study: Autoimmune Therapeutics Monitoring 
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