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General Market News:  

• Plans to give generic drugs companies more freedom to manufacture new medicines in the EU more quickly 

moved closer to becoming law  

LINK 

 

• Up to 900 Pfizer staff to ballot for industrial action 

LINK 

 

• The European Commission has expanded the use of Orkambi to include children with cystic fibrosis (CF) 

aged two years to five years. 

LINK 

 

• Novo Nordisk has announced that Ozempic, a new once-weekly GLP-1 analogue injection for the 

treatment of type II diabetes, is now available in the UK. 

LINK 

 

• GSK Chairman Philip Hampton steps down as company preps for split-up 

LINK 

 

• Sanofi and GSK have joined up with a project collecting genomic and health data from 500,000 participants 

in Finland, which could help to develop personalised medicine. 

LINK 

 

• Astellas and KM Biologics to end distribution agreement in Japan 

LINK 

 

• MSD gives Vertex Pharmaceuticals exclusive rights to DNA damage inhibitors 

LINK 

 

• Cost hike of €450m for children’s hospital ‘very disturbing’ with the PAC to hear €50m of overrun for St 

James’s site is to come from the health budget this year 

LINK 

 

NCPE Drug Updates 

• The NCPE recommends that bene-Arzneimittel’s Pentosan Polysulfate Sodium (elmiron®,) not be 

considered for reimbursement at the submitted price. 

LINK 

 

• A full HTA is recommended to assess the clinical effectiveness and cost effectiveness of EUSA Pharma’s 

tivozanib compared with the current standard of care. 

LINK 

 

• A full HTA is recommended for Pierre Fabre Medicament’s Encorafenib (Braftovi®), binimetinib 

(Mektovi®) 

LINK 

 

  

https://www.out-law.com/en/articles/2019/january/generics-closer-to-eu-manufacturing-waiver/
https://www.irishtimes.com/business/health-pharma/up-to-900-pfizer-staff-to-ballot-for-industrial-action-1.3767824
http://www.pharmatimes.com/news/orkambi_use_expanded_for_younger_children_1275856?utm_source=PT%20Daily%20Newsletter&utm_medium=email&utm_campaign=pt%20daily%20news%20alert&
http://www.pharmatimes.com/news/ozempic_launched_for_type_ii_diabetes_in_the_uk_1275959?utm_source=PT%20Daily%20Newsletter&utm_medium=email&utm_campaign=pt%20daily%20news%20alert&
https://www.fiercepharma.com/pharma/glaxosmithkline-chairman-hampton-exits-to-make-way-for-planned-split-up
https://labiotech.eu/medical/finngen-genome-sanofi-gsk/
https://www.thepharmaletter.com/in-brief/brief-astellas-and-km-biologics-to-end-distribution-agreement
http://www.pharmatimes.com/news/merck_gives_vertex_exclusive_license_for_two_dna_damage_response_inhibitors_1276136?utm_source=PT%20Daily%20Newsletter&utm_medium=email&utm_campaign=pt%20daily%20news%20alert&
https://www.irishtimes.com/news/health/cost-hike-of-450m-for-children-s-hospital-very-disturbing-1.3767114?mode=amp
http://www.ncpe.ie/drugs/pentosan-polysulfate-sodium-pps-elmiron/
http://www.ncpe.ie/drugs/tivozanib-fotivda/
http://www.ncpe.ie/drugs/encorafenib-braftovi-binimetinib-mektovi/


Biosimilars/Biologics:  

• The FDA has approved a new biosimilar of Roche's breast cancer drug Herceptin, from Samsung 

Bioepis & MSD ahead of the original drug’s US patent expiry in June. 
LINK 
 

Drug Approvals/Filings:  

• Pfizer looks to move Tafamidis forward with FDA Priority Review 

LINK 

 

• The first therapy to win approval for cancer patients in remission with minimal residual disease in Europe 

is Amgen's BiTE immunotherapy, Blincyto. 

LINK 

 

• Novartis’ crizanlizumab gets FDA breakthrough designation 

LINK 

 

Brexit:  

• The Irish Government has published the next phase of Brexit ‘No Deal’ legislative planning which also 

includes Healthcare.  

LINK 

 

• The European Commission confirms that a no-deal Brexit will see hard border in Ireland 

LINK 

 

• Scramble for UK warehousing to stockpile goods as no-deal Brexit edges closer 

LINK 

 

https://pharmaphorum.com/news/fda-approves-samsung-merck-cos-herceptin-biosimilar/
https://seekingalpha.com/article/4234704-pfizer-looks-move-tafamidis-forward-priority-review
•%09https:/endpts.com/ec-expands-approval-of-amgens-blincyto-fda-gives-uniqure-green-signal-to-begin-huntingtons-study-in-humans-cytokinetics-feedback-on-sma-trial/
https://www.zenopa.com/news/904/novartisu-crizanlizumab-gets-fda-breakthrough-designation
•%09https:/www.dfa.ie/news-and-media/press-releases/press-release-archive/2019/january/irish-government-publishes-next-phase-of-brexit-no-deal-legislative-planning.php
https://www.irishtimes.com/news/ireland/irish-news/commission-confirms-no-deal-brexit-will-see-hard-border-in-ireland-1.3766612
https://www.irishtimes.com/business/economy/scramble-for-uk-warehousing-to-stockpile-goods-as-no-deal-brexit-edges-closer-1.3767102

