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FDA Issued Guidance on Real-World Data and Real-World
Evidence to Support Regulatory Decision-Making for Drug and
Biological Products

e On August 30, 2023, the Food and Drug Administration (FDA) announced the
availability of guidance on Considerations for the Use of Real-World Data and
Real-World Evidence to Support Regulatory Decision-Making for Drug and
Biological Products (Guidance).

e This guidance discusses the applicability of FDA'’s investigational new drug
application (IND) regulations to various clinical study designs that utilize real-world
data (RWD) and clarifies the Agency’s expectations regarding clinical studies
using RWD submitted to FDA in support of a regulatory decision regarding the
effectiveness or safety of a drug that are not subject to the IND regulations.

e This Guidance finalizes the draft guidance of the same title issued on December 9,
2021.

See the Guidance for additional details.
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For questions, please reach out to Vicky Jucelin.

AMCP | 675 North Washington Street, Suite 220 | Alexandria,VA,22314

Manage Preferences



https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fd2gtlj04.na1.hubspotlinks.com%2FCtc%2FW4%2B113%2Fd2GTLj04%2FVWKz4z4NqgHjW12vDB86MqyyJW6D6W6y52S8C8N1m0FqY3m2ndW69sMD-6lZ3kMW1LPh3r8Ndf1RVm8ZKQ3qXQ-pW2mF6yB36q75NW82FSbP6HK736W7DcVHK178PthW6CdPJr7NpXfgVpDp-_8P8rWGW8s9k715GGqBQW4sBJwb7-mg7QW1W9Msr6-tgJlW71kF1D3kSFWcVHk3yq6-6h_4W5tBpQ56T8n-5W80P7Pv6j21tJW3cWj2_7MMD95W7jNrFM4-XsfPF5vClp6K2hRW2R_Msj5QkpQbW5P5zLv1nN_hFW98LpSV3PmXYDf7PKw7P04&data=05%7C01%7Cjcooney%40amcp.org%7C17e827330c1346323dbe08dba97f4817%7Ce726a39afe984575b850cbf5c971b322%7C0%7C0%7C638290136376854429%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=bj2ge2LgaxSHMWVTCuidcW6hzg8BYwbT5%2FRu4Cp3z2A%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fd2gtlj04.na1.hubspotlinks.com%2FCtc%2FW4%2B113%2Fd2GTLj04%2FVWKz4z4NqgHjW12vDB86MqyyJW6D6W6y52S8C8N1m0FqF5kBVqW5BWr2F6lZ3pLN27NZPSbst_VW239RBW3kmT87W2Ddyb87d7XZ0N2MphcVZhKnGW6Jtmh32ZkzmcW5JgM407SVVYYW68CBWQ865n5RW2JfH905fkgTbN3BwHgV5YtZzW5bK2GN1gNr1jW7lM18K5nbvp1N5yPSkM-Wc5XW3C-Xnr25tfh0W52RLFy9b327kW1TCp-q3gtzQ-W2TVHk7753mj9W1jCvz36DGcrdW3Qjpqq4vqD4NW4XVvLJ2_V3T2N880ZqwGhZ9jW8lzFYp5h_b5jW1RrKV88cpWn0W8p-hg28FDKP-W7GQnKD3Fy05QW5WLJHW2J-m5FW4CKCyp2VH8qZW69GlYz7TqmNSV-tNJW42hm4dW69nmBJ3psZyFN8TC71sK5PpLW16bZd514_7-SV68S4J573CMSW3VdmCQ6VB1d8W48zw5J3t3Dq8f89PNpg04&data=05%7C01%7Cjcooney%40amcp.org%7C17e827330c1346323dbe08dba97f4817%7Ce726a39afe984575b850cbf5c971b322%7C0%7C0%7C638290136376854429%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=PS0yV0ECaC8oCkjmtf%2FuI%2BT1gNOYzWc5IktqG9rEm1A%3D&reserved=0
mailto:vjucelin@amcp.org
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fhs-22653610.s.hubspotemail.net%2Fhs%2Fmanage-preferences%2Funsubscribe-test%3FlanguagePreference%3Den%26d%3DVn9Dks7R26h0VCp15543TB_VW2m1wTw45lx02W3Nqglz17f7hvW6FLpRb55XHxDW5VHp_b4K5VxcN7F05rF28Qs4N4_PR5ZGKd_PV20N7J3LrbXgMT76ltbpsFzN8mslvL14jh01%26v%3D3%26utm_source%3Dhs_email%26utm_medium%3Demail%26utm_content%3D2%26_hsenc%3Dp2ANqtz-_ufxvXwDAeX7fKm0jkbdP-KET-XvCnkxs38UL9pwX4wEkI_CBo_3bAsA2alB6tZZqJ8OZn9OqEKPQjQZh71Xie5fm88g%26_hsmi%3D2&data=05%7C01%7Cjcooney%40amcp.org%7C17e827330c1346323dbe08dba97f4817%7Ce726a39afe984575b850cbf5c971b322%7C0%7C0%7C638290136376854429%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=mx2lM88OQgcqbexKEVFdDAwGPKa5sf27v7HE0oHWCqE%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fd2gtlj04.na1.hubspotlinks.com%2FCtc%2FW4%2B113%2Fd2GTLj04%2FVWKz4z4NqgHjW12vDB86MqyyJW6D6W6y52S8C8N1m0FrR3m2ndW7Y8-PT6lZ3p8W40yjgf68zqLvN13zvBKnzqRHW4st-695MyKfsW7yb03k96gsWwW3mbKVP3jdF7pW1rM4BX3D_p9HW8fc8mR47SkKNW374wXT26JNlFW4tlZFh5xBqcxW51GYZj2Fv-10W7CKkRC5tQFV5VW43lz1pbLD6W7RbCB04zH-KYW9klZh32MP6VTW45PTP-1rNw05W6d_dS38K9WwXW98N8NH93tbBcW7Y4WY41Z0kPhW9cwsDJ87Hz-5W3fFBPN6CT_gJN6R1qyPFWGW_W3L_sT43m_BtlW8_Rg9K5s8vvkW5cLzcp7xyXJYVHFhQn4H9m8_N2rNsWl5Q32Lf56BFB604&data=05%7C01%7Cjcooney%40amcp.org%7C17e827330c1346323dbe08dba97f4817%7Ce726a39afe984575b850cbf5c971b322%7C0%7C0%7C638290136376854429%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=IBio03S4KGP8JWqkBI%2B3NerYJ6SDnuRZyl%2BZvz%2Btjyc%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fd2gtlj04.na1.hubspotlinks.com%2FCtc%2FW4%2B113%2Fd2GTLj04%2FVWKz4z4NqgHjW12vDB86MqyyJW6D6W6y52S8C8N1m0FqY3m2ndW69sMD-6lZ3lgVCzDFV6V8m-LW3WTjSx85MMdGW3TbtLZ8BrCtKW68Kn-h17xs1yMY8jhgWdyZGN6bVBmn23s1QW1_Jpkl2N3Y-CW6tjzdp5S7S4TW8wCKKY6n63-HW74gCKW1HHV_9W4btShB8MYXmgW8bLLyn7nt4c1W4Y5gKh2wT9j1W5Sn2mr3hgM9YW2lDRBH4Hk8TkW3v98V91pm4dFW1Tmk4q8NJwtvVCgZWd851LLmW2sDr538dcF0xN8P9qT05zfk6f7HBhnH04&data=05%7C01%7Cjcooney%40amcp.org%7C17e827330c1346323dbe08dba97f4817%7Ce726a39afe984575b850cbf5c971b322%7C0%7C0%7C638290136376854429%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=%2Bhlwro2jNksjNeA%2Bq6gTysKAN5Q52IhNLJWxjvOFsso%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fd2gtlj04.na1.hubspotlinks.com%2FCtc%2FW4%2B113%2Fd2GTLj04%2FVWKz4z4NqgHjW12vDB86MqyyJW6D6W6y52S8C8N1m0FqY3m2ndW69sMD-6lZ3pHW5l1WLz99L4t4W7ZzLqF6n8kwsW1fmJ1p4dSBzJW10ZXnb5fqVgxVZPpf52WP5D0VMTl_92LjZ5gW32mzKL1_YdqMW2Rct1X2kr90XW8Wz3px7Tw-PyW7ynVz15pCDfkN1f2Tm9-km3HW2GHRd75RkR33W6RrTVy1jbMdkW9fpmvl1v0bXCW42NwPs3BMqvdW6720xZ7D3f2_W3ftM3T6ZwBr6N157_xBlz542W3Yn51j2nxgh1W77wdJ92GmTpYf1kBpp604&data=05%7C01%7Cjcooney%40amcp.org%7C17e827330c1346323dbe08dba97f4817%7Ce726a39afe984575b850cbf5c971b322%7C0%7C0%7C638290136376854429%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=egCb4VadNNZeK%2FImVPNTbOE%2BorsoT2oLR0KLo3GefDE%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fd2gtlj04.na1.hubspotlinks.com%2FCtc%2FW4%2B113%2Fd2GTLj04%2FVWKz4z4NqgHjW12vDB86MqyyJW6D6W6y52S8C8N1m0FqF3m2ndW5BW0B06lZ3mMN5_M-R8GPlgBW1qfhyS76CKbTW3wYbC96Ly3fPW5HKJ1f20PLm7W4F0xzq3KyzTgW2yHHhr5Z3T79W5_NW867g8p5lW53q2wk5NXp0SW8H3_J-5Z1_02W7KvyBR75NbVKW3dMTL-3LbV5CW34_1zt8_vrlbW6GKbL91CRbwcVGrm7Y6T_YsCVzh2Js74MqTSW79ppVk6MkdvWW4SzV9g4-15BzW8ygv6n45RRV_f1wh1W404&data=05%7C01%7Cjcooney%40amcp.org%7C17e827330c1346323dbe08dba97f4817%7Ce726a39afe984575b850cbf5c971b322%7C0%7C0%7C638290136376854429%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=Gzc2eh9yEcRqS8dcYMOmonm3Jn9WkM4xftEgMSZuff8%3D&reserved=0
https://nam02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fd2gtlj04.na1.hubspotlinks.com%2FCtc%2FW4%2B113%2Fd2GTLj04%2FVWKz4z4NqgHjW12vDB86MqyyJW6D6W6y52S8C8N1m0FqY3m2ndW69sMD-6lZ3l9W1k307t8j7z_MMPTMTry0CZJW4WnQk_5JYR-4W3v5NXw6gtyX9W8cytKS8cqZ4VW6YytDg2rtRg8W2lvbdG51DTgrW7NLqLC4SVK0MW1pBDP-2f_FNDW5Vf08W1XgN0GN394NqJGtw0_VTvQBt9kfYp2VYZqJG100rhKW1xWxKp2pxKRPW3MTV4L7klqXtW29T2dH3B0l9nVvfNSw30Pvd8W4TCtM44Kx8z0W4NdDPD6WWlbqW7JLddC3bXFywf8ysckg04&data=05%7C01%7Cjcooney%40amcp.org%7C17e827330c1346323dbe08dba97f4817%7Ce726a39afe984575b850cbf5c971b322%7C0%7C0%7C638290136376854429%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=zNLW%2B6%2BjmBNtT2Qcq4xtd5%2BVXJ8R0D9cYppTMvzPIlQ%3D&reserved=0

