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JAK2 has also manifested itself in Xeljanz’s 
emerging clotting concerns at higher dose  
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Mar 20:  PRAC first raises questions on 
higher clot risk at 10 mg vs 5 mg in a study 
among >50 y.o. w/ heart issues 

https://www.ema.europa.eu/en/news/increased-risk-blood-clots-lungs-death-higher-dose-xeljanz-tofacitinib-rheumatoid-arthritis  

May 17:  in a f/u, PRAC restricted pts from 
taking Xeljanz 10 mg in pts who are at high 
risk of clots in lung 

https://www.ema.europa.eu/en/news/restrictions-use-xeljanz-while-ema-reviews-risk-blood-clots-lungs  
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For reference, here is a Galapagos disclosure 
on JAK selectivity of filgotinib: 

July 26, 2019 48 



Umer Raffat    
umer.raffat@evercoreisi.com | W 212-888-3905 | C 646-789-5173 EVERCORE ISI – Biotech & Pharma Equity Research 

Sources: Company documents, Conference Presentations, FDA,  EMA, 
Evercore ISI Estimates, Medical Journals, Pubmed, USPTO, Court documents  

Finally, what do we know about DVT data on 
filgotinib? 
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We’ve seen pooled safety data for FINCH Ph 
3 program in RA (through week 24): 
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Safety data from each Ph 3 FINCH trial: 

 FINCH-1 

 

 

 

 

 FINCH-2 

 

 

 

 

 

 FINCH-3 
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http://scientific.sparx-ip.net/archiveeular/?c=a&view=2&searchfor=FILGOTINIB&item=2019LB0003 

http://scientific.sparx-ip.net/archiveeular/?c=a&view=2&searchfor=FILGOTINIB&item=2019LB0001  

http://scientific.sparx-ip.net/archiveeular/?view=1&c=a&searchfor=phase&item=2019FRI0154  

Technically, FINCH-2 has a 
second thrombotic event 
across FINCH program … 

but its NOT deep vein 
(i.e., not DVT) 

http://scientific.sparx-ip.net/archiveeular/?c=a&view=2&searchfor=FILGOTINIB&item=2019LB0003
http://scientific.sparx-ip.net/archiveeular/?c=a&view=2&searchfor=FILGOTINIB&item=2019LB0001
http://scientific.sparx-ip.net/archiveeular/?view=1&c=a&searchfor=phase&item=2019FRI0154
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If anything, FINCH-1 shows platelet decrease 

 FINCH 1 Ph3 RA Filgo + MTX – Platelet decrease should decrease DVT risk 

 

 

 

 

 

 

 

 FINCH 3 Ph3 RA naïve to MTX, Filgo +/– MTX 
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We have also seen long-term safety from 
DARWIN-3 

July 26, 2019 53 



Umer Raffat    
umer.raffat@evercoreisi.com | W 212-888-3905 | C 646-789-5173 EVERCORE ISI – Biotech & Pharma Equity Research 

Sources: Company documents, Conference Presentations, FDA,  EMA, 
Evercore ISI Estimates, Medical Journals, Pubmed, USPTO, Court documents  

Additional data from DARWIN-1 and -2 
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 DARWIN 1 Ph2b RA, add-on to MTX 24 wk 

 

 

 

 

 

 

 

 

 

 

 DARWIN 2 Ph2b RA mono, 24 wk f/u 
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… and also, EQUATOR Ph2 PsA 
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Meanwhile, FDA appears increasingly more 
comfortable with testicular safety 

 It is my understanding that as GILD/GLPG generated more data, it is not seeing any 
changes on male hormones at 200 mg dose 

 FDA has signed off on filing with interim data 
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Summing it up  

 FDA has issued black box on Xeljanz 10 mg  

 We had previously seen Olumiant launch get affected by DVT 
warnings 

 

 

 Almost all JAK inhibitors share pyrrolo pyrimidine – except 
filgotinib, fedratinib and Aclaris JAK 

 

 JAK2 knockout impairs Mpl’s ability to remove TPO – increasing 
platelets – and thus clotting risk 

 baricitinib’s JAK2 selectivity and increased DVT risk as per FDA 

 Cell based assays best way to assess selectivity 

 

 No DVT imbalance 

 No platelet increase 

 FDA comfortable filing on interim MANTA data on testicular tox 
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Structural 
similarity 

JAK selectivity, 
JAK2 & DVTs  

Filgotinib safety 
experience 

News 
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Appendix  
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Olumiant (baricitinib) launch 
US =  
EU =  
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Germany 
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