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A Note from the Executive Director 

As we close out yet another year-in-the-life as a consortium, the EIGHTH year-in-the-life in 
fact, I always enjoy reflecting on all we have accomplished in the past 12 months. While 
we are in the middle of it, it is hard to see the forest for the trees, but when we look back at 
the year it always amazes me how much we are able to accomplish! Check out a few 
highlights in my most recent letter. 

 
 

Read the Full Letter  

  

 
In the News 

  

Now Available! Biosimilar Care: An Interactive Web App for 
Providers  
Gain essential information on the expanding landscape of biosimilars by accessing the 
BioSim.Care app. Brought to you by AMCP Foundation and the Biosimilars Council, you 
can expect to find useful resources for engaging patients during the switch to a biosimilar 
and understanding managed care requirements to ensure that your patients have 
appropriate and prompt access to necessary care. Explore the BioSim.Care app today.  

 
 

Read More  

  

 
 

  

BBCIC FDA Grant Update 
  
We have been making great progress on our first FDA grant, which was awarded in 
September of last year! The study titled, “Improving the Efficiency of Regulatory Decisions 
for Biosimilars and Interchangeable Biosimilars by Leveraging Real-World Data to 
Produce Real-World Evidence” assesses the use of real-world data to support regulatory 
requirements for interchangeable biosimilars.  
   

  
 

https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fd2gtlj04.na1.hubspotlinks.com%2FCtc%2FW4%2B113%2Fd2GTLj04%2FVVHGkl8J9pV7W4BTrN-6HQMs5VmLt1V57b-bGN8mSy4P3m2ndW6N1vHY6lZ3kPW517tmM3YB1yVW3bq8Fz611vq0W5kWrxk4W-lMdW9gzMMr91X92wW2b7LzM3NPqNmW4Y7d2X7mjtvJW2X4BL83vp8VDW8w6xrT3dKpJCVR2PH24L3gLdW3V0rh76FTYybW1xkYKV881F7TW49C1zs2dXQfVW8x8MvC18xR4JW76jn8Y6dmN8_N8cD4Y4s2g4rN3rccTh2M0YjW18Rty07htjBPW64Bv5c6Kyl81VKTZBx1Z0q-WW3fgP7k9661G7W2_5dHy1Q_kl6W2YRqQn1fLHsPf50TH8j04&data=05%7C02%7Cjmarsh%40bbcic.org%7C09e08e6b70d04611cedd08dbfff39af6%7Ce726a39afe984575b850cbf5c971b322%7C0%7C0%7C638385193983000289%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=4%2BXrAuQXoNFWAD1j8zOhStPB5fkkrBH9xfr0vXR%2B21E%3D&reserved=0
https://www.bbcic.org/news-and-events/newsletters/2023-Year-End-Reflections
https://www.bbcic.org/news-and-events/newsletters/2023-Year-End-Reflections
https://biosim.care/
https://biosim.care/
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fd2gtlj04.na1.hubspotlinks.com%2FCtc%2FW4%2B113%2Fd2GTLj04%2FVVHGkl8J9pV7W4BTrN-6HQMs5VmLt1V57b-bGN8mSy4v3m2ndW69sMD-6lZ3pWW4zvm7S2czrqkW4d13vM82c1fpW91q1tc3vcNMTW7P-BY23l9dchW7FXbxb346MP8W7swwNG3hzLMYW7TH-Dk1rQmxMW1QfKwS3rvFZTW1dbB2M69CyJRW6-kVdC6QTPMHW57h5_T3d32-rW8njQdP13VFxqN7KDwllsZn4jW5svzb26g_6XyW3Y3r3r5wc_kHN9469NKSqwLXW2Ws77B70mmvmTKm3T73zBG1W7xqzbP4H3WCHW5FQbML3nR19pf2yG1qC04&data=05%7C02%7Cjmarsh%40bbcic.org%7C09e08e6b70d04611cedd08dbfff39af6%7Ce726a39afe984575b850cbf5c971b322%7C0%7C0%7C638385193983000289%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=cpQIhr8BIFBR6nbM9DQKYCzM7CCwhOJ6nsGqjENVZLU%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fd2gtlj04.na1.hubspotlinks.com%2FCtc%2FW4%2B113%2Fd2GTLj04%2FVVHGkl8J9pV7W4BTrN-6HQMs5VmLt1V57b-bGN8mSy4P3m2ndW6N1vHY6lZ3pqW7CcGJm5LSwNfW5vK4N98LWtfsVJ6nlK7DlgMRW2hqzlc6VVrMjW8ZBP6b5F4ZHvW7q3Jff16wgBLMSNLGRMmpXkW5s4NFJ3J8CbXW16x1KT4yXlv_W3lLHfK8qvtFzW5tvFHG25C53QW1R1MLR8ldXHvV-rcLn5wmHT3N4rN_wTrblDFW9hWt0M1ZKCkXW2BTHRY1SHhV8W2ZKScM5Zr8s3W3qnLMg3d4QcFW6tqXHK3X9g2gW5G-HmM4FT5MhW3z_jsn8gxJ3mW3G8fD983kGkbf93G-TH04&data=05%7C02%7Cjmarsh%40bbcic.org%7C09e08e6b70d04611cedd08dbfff39af6%7Ce726a39afe984575b850cbf5c971b322%7C0%7C0%7C638385193983000289%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=g0sbw4hOgSxKtW%2Boj3GWDQAhS8eAVgKL2mjzkG81R3U%3D&reserved=0


Since the beginning of this project, our focus has been on Aim 1 activities, including a 
comprehensive literature review and detailed regulatory assessment to identify where 
RWD/RWE has been or could be used in a regulatory submission for biosimilarity or 
interchangeability. We presented a poster at ISPOR Europe 2023 on our findings from the 
literature review.  
   
We convened an expert panel in July and a second discussion in September to identify 
not only where RWD/RWE could be used for biosimilar development but also how it could 
be applied to meet detailed regulatory requirements. we will prepare a detailed report 
including recommendations and strategies for incorporating RWD/RWE in biosimilar and 
interchangeable biologic development from a regulatory perspective in the United States.  
   
For the next steps, the BBCIC Research Team has begun planning the clinical study 
emulation from the test case scan that identified existing studies that have been used or 
are in progress to assess interchangeability for regulatory evaluation. Our two research 
partners in the BBCIC network are one large national insurer and one regional integrated 
delivery network. A protocol will detail our RWD study design according to the test case 
and following best practices for target trial emulation.  

 
 

View the Annual Report  

  

 
New Publications 

  

We had a great year of having three manuscripts published! The three manuscripts can be 
viewed at:  

• Identification of cancer chemotherapy regimens and patient cohorts in 
administrative claims: challenges, opportunities, and a proposed algorithm 

• Utilization, User Characteristics, and Adverse Outcomes of Insulin Glargine 
Originators and Follow-on Drug in Patients with Diabetes in the US 

• Real-world switching and discontinuation outcomes of infliximab biosimilars in 
patients with rheumatoid arthritis: a scoping review 

  

 
Current Research 

  

Please visit us online for descriptions and status of our current and upcoming research! 
  

 
 

See Current Research  

  

https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fd2gtlj04.na1.hubspotlinks.com%2FCtc%2FW4%2B113%2Fd2GTLj04%2FVVHGkl8J9pV7W4BTrN-6HQMs5VmLt1V57b-bGN8mSy5-3m2ndW95jsWP6lZ3kXW4TXmgV6nZKCbW4BKrn_9gFZRKVgMRKY93xl7QW6lkLTx7MqNkjW8W0r596HVRdGW33-Zj51HL1c8W5JyWBY8GwTgYW3D1vTj4YRC23W7Q1cVm67K78YW2RT7h03BkQfcW5nXBN-9jmXyjW7Z60nJ5lCnQbW3K6Qc18KfVpDW58JWDW5vy6pqW1HBdfP2yCpNPW4y4ZQy2hXDgfW6Vvrcm5nCpZ4W1yM_sn40V4s0W3DfkBq2n46DSW23zxZV5gNkmnW4Yk_Ch6gc57_W7gYlQC6TBghSW3yBxVb7mpQr4W95vG-G3XTJ5JW5K2d6r4bzYZLW1SbfJ02vxLdfW6V0CxN1GV-S9W8CR1Hm2xMxxxW2ZCKTg942-vhW7XgfVv7pLDt6f924hs-04&data=05%7C02%7Cjmarsh%40bbcic.org%7C09e08e6b70d04611cedd08dbfff39af6%7Ce726a39afe984575b850cbf5c971b322%7C0%7C0%7C638385193983157114%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=VAMSY1QQz2mrpDARKS9T4Nf%2Fi1cslVuRdxfGH5Qrxv8%3D&reserved=0
https://www.fda.gov/media/172935/download?attachment
https://www.tandfonline.com/doi/full/10.1080/13696998.2023.2187196
https://www.tandfonline.com/doi/full/10.1080/13696998.2023.2187196
https://www.jmcp.org/doi/full/10.18553/jmcp.2023.29.7.842
https://www.jmcp.org/doi/full/10.18553/jmcp.2023.29.7.842
https://www.jmcp.org/doi/full/10.18553/jmcp.2023.29.9.985
https://www.jmcp.org/doi/full/10.18553/jmcp.2023.29.9.985
https://www.bbcic.org/research/our-research
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