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Bluebird bio is laying off employees in Europe after failing to reach a reimbursement deal for gene therapy Zynteglo in
Germany. (Bluebird Bio)

The rollout of bluebird bio’s blood disease gene therapy Zynteglo is off to a rough start—to say the least.
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Afterresolving a manufacturing-related setback and overcoming another delay caused by COVID-19, the
Massachusetts biotech has failed to reach areimbursement deal with authorities in Germany, its first launch
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country, the company said Tuesday.

With one European market now out of reach, bluebird is downsizing and plans to “reduce and reshape” its
workforce in the region. A bluebird spokesperson declined to provide specifics, only saying that the plan involves
letting go of an unspecified number of employees.

The setback in Germany isn’t the only driving factor behind the job cut. “[W]e have faced challenges over the last
year that have resulted in the difficult decision to reduce our workforce and say goodbye to some valued
bluebirds,” Andrew Obenshain, bluebird’s president of severe genetic diseases, said in a statement.

In a strategy that many other companies have followed for European drug launches, bluebird targeted Germany for
Zynteglo’s first commercial rollout in beta-thalassemia.

Now, the company says the reimbursement price German health authorities proposed didn’t reflect the potential
lifelong benefits of Zynteglo as a one-time therapy for asevere genetic disease. Therefore, it has decided to
withdraw the drug from the German market.

While bluebird continues to have “productive negotiations” with other European countries, it has decided to cut
staffers to “focus on priority European markets,” the company said. The company will also channel some resources
to R&D to advance its late-stage gene therapy programs.

Germany is arelatively small market for beta-thalassemia with few patients, and discontinuation of sales there has
a“negligible impact on the overall opportunity,” SVB Leerink analyst Mani Foroohar said in a Tuesday note. Instead,
the disease is more prevalentin Italy and Greece, and “maintaining pricing that reflects the value of Zynteglo in
these geographies will be crucial to realizing long-term sales projections and protecting the market positioning
forthe sickle cell indication,” he added.

RELATED: Bluebird Bio hits pause on rollout for ill-fated gene therapy Zynteglo as trial flags 2 cancer cases

Zynteglo earned its EU go-ahead in early 2019. After working out a commercial drug specification problem with the
European Medicines Agency, bluebird had originally planned for alaunch in early 2020. But then the pandemic
derailed that plan.

Just as marketing had finally kicked off earlier this year, bluebird encountered another setback in February. Two
blood cancer cases—one of acute myeloid leukemia (AML) and the other of myelodysplastic syndrome (MDS)—in a
phase 1/2 trial of the gene therapy in sickle cell disease forced the company on its heels.

Bluebird launched an investigation that returned positive news last month. The company found that the AML case
was unlikely caused by the lentivirus vector used to carry the gene therapy. Instead, the patient bears some well-
known genetic mutations and chromosomal defects commonly seenin AML.

RELATED: Bluebird finds gene therapy 'very unlikely' to have caused AML, plans to restart clinical trials
And on Tuesday, bluebird said the MDS case diagnosis has been revised to transfusion-dependent anemia.

With those mysteries seemingly cleared up, bluebird now believes it has enough information to convince
requlators to lift the clinical holds on the sickle cell disease studies—including a phase 3 trial. It expects those
restrictions to be lifted in mid-2021.

But even if the drug is exonerated, it’ll still face an uphill fight with regulators and on the market, RBC Capital
Markets analyst Luca Issi wrote in a March note. The FDA will likely take a cautionary stand with the gene therapy,
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asickle cell disease expert told RBC analysts. After the event, the expert said he’ll use gene therapy initially in
about 3% to 5% of sickle cell disease patients, instead of the around 5% to 10% he had originally planned.

Read More On

https:/mww.fiercepharma.com/marketing/bluebird-bio-lays-off-staffers-europe-as-zynteglo-rollout-hits-a-snag-from-start a7


https://www.fiercepharma.com/topic/layoffs
https://www.fiercepharma.com/topic/job-cuts
https://www.fiercepharma.com/topic/gene-therapy
https://www.fiercepharma.com/topic/blood-diseases
https://www.fiercepharma.com/keyword/bluebird-bio
https://www.fiercepharma.com/keyword/zynteglo
https://www.fiercepharma.com/keyword/germany
https://googleads.g.doubleclick.net/pcs/click?xai=AKAOjsvucZtL7J5bEDgRFWy5YSxigIPQrowmAdgqlXm4PYh5J4T3Y5So_BhmYm4LVESXkLHXnkpfa3ZUtRvqyejn6hyRJukrxsHy5Eeomb29Ar2XrBsKOffFqgG9ChwUqbTWlTydsLho7VTKro2Sjp0RAslBYZdFGvYWJPp_orBjy996M8WByNdsmhshbxpS-2AR2uSRfVTbk8gR8gPX3XHG3H76X4OtaMa_dvRj-E-FK02b3c3xGjcnBky1wUHJ574ZmDMhWLngWIcIyHt5am7bFGKeEi9NtYvnzi1JMZdDKEokZg_vw516Nc3aYH99pkVZFcXp7JxMVjAjSoj0pvs5bks&sai=AMfl-YTeKo5PSqNFUycxsUlZdIGRcvWMgftQkpAfkgoDIv6zQF2tkN17w8qgKT8VVfEE_B8E7beL5najJM1y3RMfoqiTFUCd5FhO2wOyD788tw_zlgl-hcXu8K-ULHHO43mQ&sig=Cg0ArKJSzIBWsRbx9cJv&fbs_aeid=[gw_fbsaeid]&adurl=https://bit.ly/2QlVShE&nm=1

4/28/2021 Bluebird bio lays off staffers in Europe as Zynteglo rollout hits an early reimbursement snag | FiercePharma

actices in Over-
Virtual Patient
ement

Whitepaper
Best Practices: Over-Time Virtual Patient Engagement

Blog
Know What You’re Missing: More Diverse Insights with Virtual Engagement

https://mww.fiercepharma.com/marketing /bluebird-bio-lays- off- staffers-europe-as-zynteglo-rollout- hits-a-snag-from-start

57


https://questex.blueconic.net/s/52E?profileid=acef548a-ca17-4a41-98ba-3135b9016ed5
https://resources.questex.com/c/best_practices_in_ov?x=HPpYSd&lx=0ABW_p
https://questex.blueconic.net/s/52F?profileid=acef548a-ca17-4a41-98ba-3135b9016ed5
https://resources.questex.com/c/how-to-get-more-dive?x=HPpYSd&lx=0ABW_p

4/28/2021 Bluebird bio lays off staffers in Europe as Zynteglo rollout hits an early reimbursement snag | FiercePharma

Clinical Trial Training
and Resource Center

Case Study
Clinical Trial Training and Resource Center

Email

https://mww.fiercepharma.com/marketing /bluebird-bio-lays- off- staffers-europe-as-zynteglo-rollout- hits-a-snag-from-start 6/7


https://questex.blueconic.net/s/52G?profileid=acef548a-ca17-4a41-98ba-3135b9016ed5
https://resources.questex.com/c/case-study-clinical-?x=HPpYSd&lx=0ABW_p
https://googleads.g.doubleclick.net/pcs/click?xai=AKAOjssQR1D0oXIZJE9xF8PKB38LKMvOwXEhD82O5moeHRk6ataeg_1PD6rpuVHV9T7_OUV5i3i6SU1gjY4bAJBpArqm08ji-DXKGOGlRGWwsC7EFSVV3FjM2gJAkFwd8HJyk5o-345BFkzJJthVQfZrNFvFS6T69t_CZxWUQ3QAfQDFguLq1UB69eGNx7TqFMR0q1zkvP_cCUjr__30G0Gavn3rKMT8tWES4HJWXERt_spQObRlLIhlqaeT5UgfkWl0esXIgNMvtR6G-Run0gqvQTsladNcXTDuXUVF7XhZPOKL_5wmU8MyIXTtTXA0tIj5D5A_-iTbxjR96WZPbL9BgUU&sai=AMfl-YTQeqrZHV8aUkFfyIxHoz5XWRME9Ws8OPt_OLbaAQnldfi_iZbF4gib-VA5K4ydnTLQ4Pw48ChCGCnL-e1Pfpd_Tny3jbxX2RRt9Dcl8C5JnM__6Ic7rXw2eSmZA57J&sig=Cg0ArKJSzFAtEl1UbN87&fbs_aeid=[gw_fbsaeid]&adurl=https://bit.ly/2QlVShE

4/28/2021 Bluebird bio lays off staffers in Europe as Zynteglo rollout hits an early reimbursement snag | FiercePharma

About the Author

Angus Liu
Senior Staff Writer

= v O

https://mww.fiercepharma.com/marketing /bluebird-bio-lays- off- staffers-europe-as-zynteglo-rollout- hits-a-snag-from-start 77


https://www.fiercepharma.com/
https://www.questex.com/privacy-policy
https://www.questex.com/terms-of-use
https://www.fiercepharma.com/rss-feeds
https://www.fiercepharma.com/advertise-us
https://www.fiercepharma.com/about-us
https://pages.questexnetwork.com/FiercePharma-Newsletter-Signup.html
https://pages.questexnetwork.com/Manage-Subscriptions_Manage-Your-Subscriptions.html
https://www.linkedin.com/showcase/fierce-pharma/
https://twitter.com/fiercepharma
https://questex.com/
https://www.fiercepharma.com/author/angus-liu
https://googleads.g.doubleclick.net/pcs/click?xai=AKAOjstXX1ND45Cf3Wnyc3newSR4_J9f0YyDWU_40CKCGmKDTKrSg6Vh_kONeG6v-oE2WhZgDAw5y0adu4id7hqAm_rep6fLcDtzXhpnMV2D2k8_LfeKQfSrb19JFwyQg7mQlmrG83s-C3MCcA612CMP0jpzP-_SpeY0OIwW8_6Nz-p3afzn-uMtkoSnrkq-gIHFY8jId7gM0gjzr1VnvvsJHcV18orubCVQPLtPaL8Z04YbUjr13UYBj6wV_ZyJ8TkVT88X3gf_bWwoIE4G2s0UFCdWB4Oc_AnpMDv-2dvaJ_w12yniIUH_RnJPU8dkcp96fMLNSFM3_Hln8RttVfFjEls&sai=AMfl-YRFNizg_1TbD7JqG5jRXiWwTKmCgZ5aOE5PpLVgkIPNoUWhChLRetFz8nW2ypigv2du1MhRm1kSLFUdBE23u25HBCn3LtYf_i0Lydw8pqmLp--hq4ooM3KtiBN-2uNj&sig=Cg0ArKJSzLiq242rnPd9&fbs_aeid=[gw_fbsaeid]&adurl=https://bit.ly/3thSh2H
https://www.fiercepharma.com/author/angus-liu

