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This meeting

* We are recording this meeting for internal purposes of note taking only.

* Recording will not be posted and will be deleted after the executive
summary is finalized.

* We do wish to post slides and an executive summary of the meeting.
* We will follow up regarding permission to post the slides.
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Disclaimer:

* The opinions contained herein are those of the presenters and are not intended to represent the
position of Brigham and Women's Hospital, Harvard University, or any of the institutions or
organizations represented today.

 The MRCT Center is supported by voluntary contributions from foundations, corporations,
international organizations, academic institutions and government entities (see
www.MRCTCenter.org) and by grants.

We are committed to autonomy in our research and to transparency in our relationships. The MRCT
Center—and its directors—retain responsibility and final control of the content of any products,
results and deliverables.

* We have no personal financial conflicts of interests with the content of this presentation.

* Today’s meeting will be recorded for internal purposes.
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The Multi-Regional Clinical Trials Center (MRCT Center)

The MRCT Center is a research and policy center
1 1 1 ESTABLISH
focused on addressing the conduct, oversight, ethics DEVELOP . l o SoTABLIEH
. . . . STANDARDS
and regulatory environment for clinical trials.
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Improve the integrity, safety, and . I
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Our Mission

Engage diverse stakeholders to
define emerging issues in global
clinical trials and to create and
implement ethical, actionable, and
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JTF dissemination and impact

e Current translations (10):

© English  Current CIOMS initiative:
Spanish . T :
© 20 o International Guidelines for Education
o French . . .
in Medicines Development
o Japanese _ .
o Tha o Working group has met 6 times

o JTF has helped inform direction of
competencies in education

o Bahasa Indonesia

o Italian
o Chinese

o Viethamese

o Korean

- et

UNeT =5

oE: o)

-

o Elaaad :
2 anng,

o v V[
£ CLINICAL TRIAL e Thus
14 Nov 2023 . @



https://secure-web.cisco.com/1nkVgfqDPT1y3hZZsTY_RUjnl66MA_wopj6EAhkIvv79Ei_NpOLygo0jTgbrZJGmCwtj2kjmOYbjiTDnhS7uT_KO-iR8KQWskm2-VUB4ELVm0hbX_L0aGZl9L3156o8UujuGsN-etSi-gWB0R_rTkhKkFlTgyEhvOFmDwsPNozE5zaeqBz162XQZkIHXZ4VMthHrknB6sodNJVfl-iZRfpWoVDXNi73r80FFFnU7z4Y3g2VUHDJbqyza0Hi2bZBWsx_d5yidrrcn9SnblBv3X94VrDzYSZlMdgfgi3TsVy44lIvxG_pQdVASd_TxcY_-G/https%3A%2F%2Fr20.rs6.net%2Ftn.jsp%3Ff%3D0011KS4orOjYpZcvc8h2NpPDhYSobRQjI79x16xVQ6DJHTVZ96cpK4BmixdHoikfzPJTAPHu2Kf_Rt_wCay0UwG-24XXWsDiw9Cxba4euu3SB8pGW8vRMwrri8C3RDVG2U566oX6T9485Jq5Kb66F-qr7xRW8cRwiAcF9SJP7dN0iTmq0zn03r2Zc7YO89wy4MfbDdtmAGf4DRr2BcjyQF-qRaEehh9-DDwHJsXetAyJWNJKmQoZrpoRHHAmFfkVNT1mXHhsi4wTKUaEQNfKRQcNL3WyMCfbasheQdmjpVUC2oonsYMUsDzA-l59MjWGGo1F7K5xcpL740EKRx2IarcyFOm5mqVrMPT0P-AUjNI16mS6t8uM3NUlW5Ni6Eh6Oz5KBfxwbo7RocdQrqgpAq28_XLXrg89XD2M3XxgKprL4SF-oTbYO-TC70XOgvLmtftFPWf7C7N9B9uYISjnrG2BbyaFJHxVZISaqYht90wHQE6BcqOW2KOGH0XzxOnTR8KSNAdbaWvfbteH9JE0fBoVazv236n6q_qmlr6li9DHPPvWC8GtIXHaEWDNj6-XQG0PMMdkIqtEvu04NU4_nwSNwlqS-KY_ZFEEiDtRtUuDZ6Zx3kTsL9apDZp_7D3z6D1KOlUm0JbKkc-cd7DR8uWLKsY-af3efjYQCNH7ZjEJFwMS21wYw9I9ZXTUZmc2jxmvqkMhB8ErGHQ94dYSPmsKqKVpQPlJLVX%26c%3Dq79f7bDTN1rZ-WjwdKUbwTbIEXGEc6XUVjbpXshiD35pVZ_X-f6tuw%3D%3D%26ch%3D-_m6S_D-oMDCTnP-5HSVV6wpeSdWEi0QlCN9lYCDw14HR1TS7nSglg%3D%3D
https://secure-web.cisco.com/13m0S5uV3y28PoecMpcbG-5ViNRy7cMGluVKyLtmDulOEkpUXamdiIAFONtsjGrnOzlbLa0kS8C6wIyFK3LcEBuRG5RmlX5_qLYmkw2e4xc-WU8M_x7oSIqPyHtQLjMMhDJ-tzY3nw_1EvZHsAH_iXHcjktwF6wliUp8l_eQmbILplIiYHRfooy1fjpAKqF5lgaV3jLfa2UX0r9Op3_Q8zkPhFSm9COGM-geoOKOV8JYyE28Io0Z-vI8juYz76kboZklJgc-A5M1qAYDvvrnnWwq_NJhdBxxagO1RA-LPzSuNnUOLluQh79TPzDQorJtN/https%3A%2F%2Fr20.rs6.net%2Ftn.jsp%3Ff%3D0011KS4orOjYpZcvc8h2NpPDhYSobRQjI79x16xVQ6DJHTVZ96cpK4BmixdHoikfzPJRIbZDl7wDNrJLPMsldD0DoxC65WccBEx6b1DBlhMfeSlGKXCpD0XGQJKB7MIv-jUVCi_feTxA5ApKYQTP8WAUGTPI-8z8d4gUBdSzmmniF3Wgu2DMAN4qvR0U7ncwiEe8S6BZLfHxi0-o8C1y4ObqX-yK57u_GKRVLMvNO_Yy5nMQKeYY7drkRVX9ZV9dzZlOiyKgnLGXPRKbrnG7B3Fd77uorePt6cg4o_oI1JmmQcMDSJuvRAHUAeLsF2-E7-S_-yAdLpscIidVx0coJGp-grGARRLN_Z50FAzR4OAZhFGoQIq1WaIOoXqDWkS1EgDICEDWXwbdVcrjAcg7sspFkhODwBsq5PWkH3dwSpinyRZ_zVxgWi846hzK2bC8vfEkR29sngKTGZPUdyAylAwmXxnYnNA9kcbOanz0RqzCxl8AgVdTP2714fs1wQP53YDzPGmxZTU6JpDI0tZrCLW7bLW-r9gMXDrm9ep9aRq8u2Vnn_4ZBFZNdN0UA2MlSYQDg5K6L-lt0wD9LE-3P1hycsbnFvjUiNCzfVuKIHal927c9vZc6S_bKcx9lwde93kpA3gnBGpl6iAkd08l4O_C4hIP0WI5fWtQjBX5nCHO3mpfVRAd_L6RAEcbCcXKTBpwaGmnLVbHQwB7MJjvCG9LdpDuTUSCzoa%26c%3Dq79f7bDTN1rZ-WjwdKUbwTbIEXGEc6XUVjbpXshiD35pVZ_X-f6tuw%3D%3D%26ch%3D-_m6S_D-oMDCTnP-5HSVV6wpeSdWEi0QlCN9lYCDw14HR1TS7nSglg%3D%3D
https://secure-web.cisco.com/1Sh5IPY7XW91o3SF7e4IqQ5xQi9fVbGegM6nGq1mmRUpvK4ZyISVxeeaVwhkcoNGVmyPERzMQ-XoKWI4VnXv1NJVJ-cYxsmIX2YjM-kQX5KUblvnkmf6V4xGlHBp_clTDsBUvFj4hEX157IEEI1KnxdpGAgoUagjr--uc_UjWIk885kPd-pRLxBZITGArVSNhHWQ33qGaYfB2N-ARYlSZfJwu_eHkzKBMdacjgv0oW2pBv8WWhG2F6hwBY9B3LYLx2kdFKhOxisGUOf1bXpxfwwpUXygOSNproLKI9g3JoLyzhGDj2WEwpyDN8SuZCfUO/https%3A%2F%2Fr20.rs6.net%2Ftn.jsp%3Ff%3D0011KS4orOjYpZcvc8h2NpPDhYSobRQjI79x16xVQ6DJHTVZ96cpK4BmixdHoikfzPJ0UXlaNlo8-5F12mf2Qno2iDz1x1fV6RjfqJ7-Y_p6DvAvhKoSaTaO7IgSQfliTp130Q68H2OimP11uyTpYipfTPfunZ3L4tJbYUdnDk8YRwwSs2T6hT4SH6TVk1cUXNCndAHPm38NCb_QIAoUJ3WOa-mOxEZwo4fFs3hXPbno72UUeIsRLh2tmtxaZufOOuP_-qZtuoOmuijGCDgo-Z8HGC7P-wn6dYbiSfyDvY9x5EjsIxdE3dAC7EhvWlyQDEmRopHKxPQiAtBRCkL3krm-viK69STAxSZxi-mldpeNhlothcyePj-bekOLnIK68xD_IU-VGJK4BFd36s1D8W1zOJQgAWTrewGqrWwYq7FYCw694O8QM3s8QNpm3Agp2XYa3ET28_eOhtuXvXp2S-lQPDqIban5LonmpRUW_MuR-jgzXTfxIHRVaEcKyXPk3xE8EfY1VWk2qnCxxLmOQIZ53cSDXR5eoqWWHUGphJ9dgFiSLUVGNsbVYydfeDAcCWBtF8y_K0ibl9H-vPNgh9nhxC9KLingg045SdZnTPwyXWrywlrWdX87qa2CTMuoPP1Qv5xom0sjTStz0njeJ6AQP3XhH5B81PyQRnPRQV7AFq5noQYFVeALzODs7En4kK8mNrIyGyKUCBlyCDBYNu13gOwI9sAMoKU%26c%3Dq79f7bDTN1rZ-WjwdKUbwTbIEXGEc6XUVjbpXshiD35pVZ_X-f6tuw%3D%3D%26ch%3D-_m6S_D-oMDCTnP-5HSVV6wpeSdWEi0QlCN9lYCDw14HR1TS7nSglg%3D%3D
https://secure-web.cisco.com/1dUul3lqf7028sFaMPcDeKbZIbEJKojnWbAfZVWP9SxlQwOhqnmLKmol-f1smEuydkSKIn9FSCSvrVJ69-2mvao_0woe4GsQKwo6wKHK1mkABERsjMKlJOs3P6aEv-iB-V1DGERjO1RyBrdGr4ydJmpAfCPnyJ-bXt8e3fE83owPDYg6oj1KXQnKMBqzbWYZkOgn8_P8Wf8_SqmaNu0YAIAQ9mBJtwao2tEg2yQ8Sq0q6H1-H46ny6MxAP8ZXEGJaUa7oK2AI02TcHQ_BdEBQmDrmMRgh3Xe_khsORFnJdzhCpCk_LI7-hiOJzFigsyqP/https%3A%2F%2Fr20.rs6.net%2Ftn.jsp%3Ff%3D0011KS4orOjYpZcvc8h2NpPDhYSobRQjI79x16xVQ6DJHTVZ96cpK4BmixdHoikfzPJcDjmYXbkAB6SwXmYHshFkWUBdg0Z_icRma_wbMGIE6wpmUVG1cjpnmCM3RQTUm7czRZvpsOfPstFiX_pSA_NRB9RK4Dzs2Q0fTtR5n5Wb7p3xL3mRGZbCifPJCBxPNSEt8ETmVdCpJ67c4KsCVi5pD0E3yDULl9gkIetXVVEfRZb388329Xk1fJsPmIqv0ZpJlVH9pl8flnzdgH51UGZRRXvB94dGXi1RL37lkMQW16FV5kw535DkvfZHpscwfs3r0qgsNhS5ML4oRYNyJVDNeT3dvZpZzqm8WPgK3--5RKbrxQN7cYy1RAt9T7-0a1SjU0PouqYyRoOjC9AsQ70bmGl9cY1DNSk9T7vz7xFMn5z6QXBRuSgDikazgBvcX28XCQzFswPfyZ0DsFejxSF7CPRyPZBkYPRhVS95awCFJTz6GE5NxLAOpfBeQmf2r1iwqWTREV2j_-lwsBibEtqzIEXPfomDxJFhyDKDc1VDAXp5P-Qt99k0h4rHgGLWyuCb5t9MT8Wi9IwTUx6uR7sCMxUILcX4DzBKuQYq8BN9gwOCeyKoHiYAjxb5TON1Pgleo_u4qF8FVI5HYkQ4szU2ZiDypAGbebof84sJFBpoBhFiHYAaiMDUbH8GHPjbjm9lKLYv2Z0UC82NvseTsazIr2sl9FQb7l-%26c%3Dq79f7bDTN1rZ-WjwdKUbwTbIEXGEc6XUVjbpXshiD35pVZ_X-f6tuw%3D%3D%26ch%3D-_m6S_D-oMDCTnP-5HSVV6wpeSdWEi0QlCN9lYCDw14HR1TS7nSglg%3D%3D
https://secure-web.cisco.com/1VGLris2rFBXuurxwCLj07Cx2uEIww1INcp9RLa30FkXOixP0OQupq14uwqe6eTKgsEgbUw6RHPSMosyAQMPIYipoxj2jk00Idtj54yVXAIudx3sNLN7qcEI9P6E4FarDeZKrnLzRPhxGP1xGVmXhOQfPydBlcuGdOt-8-HH7dMGoVBSeO2mhQG8-LHZfxTI9HMFCFx6xGUYzT9I9fgXSRey0LaF_iv1u0jfx3ZSrLLqMaf43txWX6Lpi6E8ez1WkIpz9mZHsdQEpMFLEZEVvSNAQXdZz1S3rLSSXbeedjEjNG4TfpEFlturDBRFOHYgN/https%3A%2F%2Fr20.rs6.net%2Ftn.jsp%3Ff%3D0011KS4orOjYpZcvc8h2NpPDhYSobRQjI79x16xVQ6DJHTVZ96cpK4BmixdHoikfzPJYP-oIg7l8WZYkylygfDBT2nxX51soGCzIPbAUcqVW9qTOkmTfzCyJVlUtVpkKEsk2-gq5eA0Fk4cNq6wCDNeJYp2BdYFDImcry4HHcZ0O1GDRaHVzHAmT-Bs1hzEVFvZcVl537g8spJ0FBnwDEnX0UejI6WwW4XJeF3bpmE8KCF-Eu9SFKMe0vNf4oBB2rvpJwMdPNh5-wBXQqVj1kyHmprB5MCBOInoGi3mVAdKhgrfMvbxlghD7RVQwmtC9QwZe8SMdKrPaKjfm2fO7DEPZN19kjMAWfTy5pDdv7oxLM0wjXmgViK1RlodLOPlFdIab3DFgWP7KD4DJVJ5YW_daEA2ekr0Hk6-sAvhfhWkWqnC3M-5smi7KOH7nEfVKF44O0S3j5nRRr5q4DVJK5SCozGWBhXxG1NXXAabxELp63QUXmwM34s16OfBxeL3XiCEVlMc4Dy20TUS6N8mCX2hppCN8Fs8hkheOA9rJGrpcziKbMpeYQdG0u3CSi3ngGBe41ODRs9-aXWWmPM56TVJs5ywLauhpP7r7gY8t85yUBW0wOiLA1W4L7jPVxKkDO84ZvPQE4KAa8whDC6PGkUkqypK6HT0J304MT59g1Vz2CnoQg8SOTYAStSarYGvzuOYH9YSByKd90MJerD-6rakag%3D%3D%26c%3Dq79f7bDTN1rZ-WjwdKUbwTbIEXGEc6XUVjbpXshiD35pVZ_X-f6tuw%3D%3D%26ch%3D-_m6S_D-oMDCTnP-5HSVV6wpeSdWEi0QlCN9lYCDw14HR1TS7nSglg%3D%3D
https://secure-web.cisco.com/1qLTCnbVjhNikqjd-82vSTNZJC5t0xsYR2J0n0ByC80wmxAjjjIDPqC2dXYAHKagGjgpQliy0tENPOXOQ9nmdd3uLJggdN9ZecA7KdcD72D0KdOC76nF0G60scN11Pb_UeUarr9zR7OcOE2ONSLuXkCrpnutaqJ-4FBWu8bEYeyhXazlz9_yQPsMKZp-6t4xURntDJtRZLriGH3QndgzvqxvQNo-qDXvY5RDCEJVRCrtJ_kkyRi5RK4PSfMjAN8aCl56S6UUD9AJqM6u_PmfOYcYkfRldu_M6HsGJmJQA6NM3yg78BIQL6R5qrRuc1bdC/https%3A%2F%2Fr20.rs6.net%2Ftn.jsp%3Ff%3D0011KS4orOjYpZcvc8h2NpPDhYSobRQjI79x16xVQ6DJHTVZ96cpK4BmixdHoikfzPJUdP2z47fj_Sre_3GLhho7FocEF59g-nNqyvpUwW-VqtR5jf6tGMLeGvQtewmgGh-Xtvq1adjOPm0FgVb30S0wlFyaqevmNupXQQ3d1_krNULdFM-Pyf6izOO8wdBXdJpeCS0Lc25AV2ogcheEnB26foOS9CQ1kQZa-6OWruG3wFUnf-XWeVJzuibacAAGmXXN_vMVRQ-FEdMz1yvIxzxuktIDo5EJnQCyAlGE2CDbSnQdjS-Wir-zT3oE7FfNRUuuHZ6rLibtPz6W3FVPZwG9rsnmCu3l7Q0O6EaSzOknWDvm2rLrcscV5p5dfofGnxG8PT_MlW_KlA-1FDoe2dicMhVkP8uYNUZ5aqq_UyIh46nXYc6SPapoQZsc3e-uJfZnHwUnTS-a9AmtoRD8NTmtZRH5PHxIiHPmKK2r3G4nlKEnT99x5d1lXArSkP_wNXa9QOs0sMvyy5jNWAg--uREFgJae9Pv_IKZyk6mtZ8ymgPdO9J9z6OBnjAXirKSwVYQqYRUsNpAbeMMq0bug8wDULlLHjrjJ0MbThuYX_YurD2IEXryIOoVI6rfK53jg1_1q4iGxtKRiV7vwUpr3nTHXGlezv_7wdmjtAOKRjinmaDbanBYAks7q2d0IDzMyqy1qJnAb3fQTjDxpJvgumC3JD4AcdKeAywlrABKEHPOaw%3D%26c%3Dq79f7bDTN1rZ-WjwdKUbwTbIEXGEc6XUVjbpXshiD35pVZ_X-f6tuw%3D%3D%26ch%3D-_m6S_D-oMDCTnP-5HSVV6wpeSdWEi0QlCN9lYCDw14HR1TS7nSglg%3D%3D
https://secure-web.cisco.com/1kcV23KBD7tpy2S9nVCcDjWoH9XYngpZ0rfZVafhKO8THIbnMnR0TsyoaDMPMWtlmk4nIz6QhzztMRA9XTmUzH44aJ5jFNJL085f1D3VIsRMCN5xbvFkRQwZwaCqh6gHDVVFkLlQQNvAJRgW6csFiIjHUbTq9C2QhKSykFHCckCsgte5X1IqA94qm0SwXkswyuZDa9b1YIJv2MgmeJYs3Z8RxpglvcnnXQz3LLDMHvWgMwN7qT3M4iU7zFoCnmylHBBS0t9v3IyPQt0yCvY8o5JXAb5ewlA0ZST4RV_CrdN1GxNy_eKkAIIqojQvE8l_z/https%3A%2F%2Fr20.rs6.net%2Ftn.jsp%3Ff%3D0011KS4orOjYpZcvc8h2NpPDhYSobRQjI79x16xVQ6DJHTVZ96cpK4BmixdHoikfzPJ7qdmovOQsVNABIkmGuUD8S1EmJZmhwUmfxiv8gX76ff1-R0OA_nocON7syFX35vSfX5XBQMBr5CvpM173AdFgpfmc88EZDuZ52CTs9tf0RTdiZJcXqgIguM8MjXdsy2f71zK7OiXsn2AJYquKcZChvSJ8kFGzBtvwy8ZEJn-t8OXliHxvnQ3l1xBbBezlIKZmE3G5QUVqnVzSPgHzKtXnqM9Fkf8gPCohsB5r84JfqH9J9usl5ip0TeHKjgdOJeaRpdiIbyMXTPhHIyL3FirdIHU3FucbrMPiw7vouYUGkZpwaC9SXF8QGBl0DRfAsFJwPHlNvyXZEqbhOaXFGB1t9tzYnDlFqSlMDocFwqEmcUwUfKbMWmSubk0dbZANim2rfxKyfDBjvXg0m9_Q4UIKdc1Neeu6I07o01HSpBj-n9Ekd-Lbe04sCqGzsAGCB-zeAVIZQv9lWTxMLIqwF4AMRAXdXFUqOx-hAMoe86W404WLFJwBo_6UwM1gDpbNzhgY38K3BzxUAOCmgI3C6VD0Dyd4ZOCLMxL-xjaajtPMbLfd_cv4z1qwW3yGdTLJDQSvsZtSLT68MNmysAv78_YdEG_8nKHDt55peWoTQ_2BFHTgGBJy0AGGNfkmHkReZMD1M1PGLV_tp-CXLQQfMAyBqfkIdEldyNm%26c%3Dq79f7bDTN1rZ-WjwdKUbwTbIEXGEc6XUVjbpXshiD35pVZ_X-f6tuw%3D%3D%26ch%3D-_m6S_D-oMDCTnP-5HSVV6wpeSdWEi0QlCN9lYCDw14HR1TS7nSglg%3D%3D
https://mrctcenter.org/clinical-trial-competency/framework/translations/chinese/
https://secure-web.cisco.com/1tYgaxBJFxdjTl1HFmJVqBKW-tTPJ3ns-UsKpizs_C7fEQpfDXPRbsDAg0KJXNU8Z10QvaPQcvkZyeg5_pgX1XOeON__ILoTAFccBtcaUPL1Ept904NoTJfofdUt56eZuXkxV9cIVzGWpfeNnjq-ueabjJsMU-PblyMTEI4f42UeIm-sud8PuSGowLAkY7jStxOK458rZO7fZsIKs_DyRXcUTM9QyxJ1wCh0CRb_TiMXz43J6SHurKxvB5P5h6x4FpArI9e7l8pIc4WChfpIwXWNmJwEM1N4gTbXcU-BjDih93FLs6FUHvUhlBh4DkxK4/https%3A%2F%2Fr20.rs6.net%2Ftn.jsp%3Ff%3D0011KS4orOjYpZcvc8h2NpPDhYSobRQjI79x16xVQ6DJHTVZ96cpK4BmixdHoikfzPJg-UVXO7tH92mrAAkVpIDyf2M2Tgbmusz64i93lD0g0Y_AqlGADrq9RSoDD0Y83oAkJtFV-7vQaS-WenYxKkkt34DjyjLVX3uINqJSsnpzAyR6qSRPQxAeflffVOYtQslirp4xvqfFxy_W-lC3d2QYyrTXy_PVVBciUQ6HelE1ZhBp8pbyEI8MP9T6ox1IATs0kmDz05c3m2A6FfHE4kghhuJcI7f6zS2gdEd31BO9k7qB-kwmzy9rm0xmops2FHP9BV2CjiePRj35xtu4VnAkGlLx0b1P6HT9a3PJtQUV7IWvB5fHrFDuKPuIpdBuTrhhQ4Y_hES-gZxKC7_B66IxsxdtU86kykSOYGY0A_fzzBmQDlNM3nHoM74S--GPJcq_AbERiwA5v4wPRmoDaSkxsnXC7jtNMIJn1_B0HZveOmTH_Hw-m5mVcd2j-rbaR7pLEQL2d-5rz1O0RhcoYhOoNMO-p0w-tAizIrIop88Wjt2hf4nMh-LniQrf6nJLVP51Nt1MCmHZUZIS4gnYxyhGmBiHh9RBdJ44WsjHRo3y0s1RPs35wdnrBp-_lM3qt29380FoYT7BsRZ0K9S0liCgYB9Ed5u56B-wCw1XM0AkmlYqyAGs4A8Wkgn65heRIaUsltJnVT4y7hDrc0Jp0rr_1PeP9aSbOD2%26c%3Dq79f7bDTN1rZ-WjwdKUbwTbIEXGEc6XUVjbpXshiD35pVZ_X-f6tuw%3D%3D%26ch%3D-_m6S_D-oMDCTnP-5HSVV6wpeSdWEi0QlCN9lYCDw14HR1TS7nSglg%3D%3D
https://secure-web.cisco.com/1ZwNUIHRpBQ9MYpf5Q_MDQecwjhlr66eXinC0GJQaJvkGubqRACqptdS_VcUUMoTFJDNqgfPGru5kT7HxLfyt8CNTMA1D6WiENi2Dn__8rMPbY1R5LQI6hyyjnkn0y4LiTyG8HdaQk4D1s6BPJNnSc34lDxK2KQe-EE49xMCm2dhIcXAF_9D38k5PZhfyndARiqei_3kjj4m_eRRh8faM8T1cJsMsgTH-Q9L_T5Sfj5LPcpSbcGuqV147ZVTAT3pFQRTlMu0q4ZJJBt6TVbAQ6fNGFEMbDGvBoe54LD4t-zwhlgA0E86mOX0SDsr5se3V/https%3A%2F%2Fr20.rs6.net%2Ftn.jsp%3Ff%3D0011KS4orOjYpZcvc8h2NpPDhYSobRQjI79x16xVQ6DJHTVZ96cpK4BmixdHoikfzPJpggYwu7IuKgMY7gemJYR5E-LVzfCJdOBY7QdfwqtjLWKgBvVVrj88B9eebmiC04sfiDDguOdTJPbcG_Ktfe_PmovnDQhp4bU2PzRxVeGKupJ56ds-MXj2TLTnxmGP-f4eHnDVF2lDTgVxz8PWI78F16EzHcW5uNDW8NpJsKEpeQ%3D%26c%3Dq79f7bDTN1rZ-WjwdKUbwTbIEXGEc6XUVjbpXshiD35pVZ_X-f6tuw%3D%3D%26ch%3D-_m6S_D-oMDCTnP-5HSVV6wpeSdWEi0QlCN9lYCDw14HR1TS7nSglg%3D%3D
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Goal:

to update the Data Management and Informatics JTF Competencies.

Competencies are for Clinical Research Professionals such as

AKA:

Site Pls,

Study Coordinators,
Clinical Trial Monitors,
Statisticians,

Site Data Managers, ...

What every Clinical Research Professional
should know about
Informatics and Data Management



Delphi Process Status

Round 1: Free text, “Blue Sky” input re leveled Data Management and Informatics
competencies for Clinical Research Professionals.

Round 2: Two-dimensional rating
(1) importance of the competency regardless of the indicated level and
(2) level of agreement with the competency at each indicated level
PLUS comment fields to explain low importance and disagreement

Round 3: participants receive their results versus aggregate and are free to change
their two-dimensional rating.

Round 4:

If significant disagreement: calls with individual participants to discuss their remaining
differences and to perform additional member-checking if needed.

If minor disagreement or group is split on issues: from 1 to 3 group calls

Analysis following Round 4: group vetted draft competencies

Peer-review of results: review of the initial draft by the larger JTF. Early next year.




Resulting Competencies

Data Management, Informatics and Statistics

Data Definition
and
Generation

Data
Collection and
Processing

Data Use

Statistical
Analysis

Data Re-use

Information System Selection, Application, Use and Evaluation




Delphi Round 1 Results

Draft Competencies for Domain 6: Data Management, Informatics and Statistics:

Data Definition and Generation
* Data definition

* Data generation

* Data quality

* Source data

* Form design

* Metadata definition

Statistical Analysis

* Descriptive Statistics

* Inferential Statistics

» Statistical Analysis Plans

* Applications to Clinical Trials

* DSMB Reports

* Evidence Based Medicine and
Synthesis

Data Collection and Processing

* Data flow & Workflow

* Data Privacy

* Data Processing

* Identify & Resolve Data Problems
e Change control

Data Re-use

e Data sharing

* Fitness for use

* Research and results Registration
* Data Privacy

* Data Use Agreements

Data Use

* Data Interpretation

* Databases

e Data Mining and ML

e Structured & unstructured data
* Handling Bad & Missing Data

e Data Surveillance

Information Systems (ISs)

* Information System use

* Information System Development
Lifecycle

* Information System Security

* Automation and decision support

* Interoperability



Delphi Round 3

Round 3
Participants receive their results versus aggregate and are free to change their two-dimensional rating.

The aggregate score for each leveled sub-competency is e —

. . ] . .. Data A.1 Identify data to be collected
calculated taking into consideration the participants definition from a clinical study protocol
0
comments. v
Each sub-competency at each indicated level is A0 o[ 10

marked with aggregate score along with individual S i b

response for review and feedback.

Next Step: Delphi Round 4 and analysis
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» JTF & ACRP Education

o 6{# @ Self Assmt Progression
&:f Rating Scale: 1=Low Confidence through
ipti Mgr. Assmt
Core Competency Description f‘éﬁé@?& ff&é’ é& 5=High Confidence. v when High &
dgp ¥ Confidence Achieved
g w w 2
Z |5 s . . . . . - Link to Internal £ £ o . )
= 2 8| CRCFunctional Tasks / What Foundational What Skills / Abilities are Link to Internal Training £ £ % 7] Date Achieved /| Date Achieved /
S |%E biliti Knowledge i ded? T Needed? o |O|® @ n| |+ A | Competency Assessment | £ E 8 S| Y| comoleted v Combleted
= g 8 Responsibilities nowledge is Needed? Needed? Resources Resources o BE: € p p
Ll 9 [+ = = - I+ - [+ > | =l =l =l =]+ - - - ~| [+ - - -
Cum;)etes!:' | . Identify and explain the study Explain the study design as it
1 . " Conduct and document hypotheses, study objectives and  [relates to conducting informed
i - .
ﬂma s 1-High 12 informed consent discussions |endpoints for a variety of clinical |consentdiscussions with L4 @ @ @ o+ A
fN mé studies. subjects
Clinical Research
Professionat Describe confidentiality and
privacy requirements for the
s ¢ subject pri q institution and protocol and Comply with subject privacy
1-High| 23 upp_or Sfj J_ec prlvac_y an explain site level standard and confidentiality guidelines [ ] @ @ K2
confidentiality protections . "
operating procedures (SOPs) for and requirements
maintaining subject confidentiality
and privacy.
Individuals Pravidad ACRP Mermbership through Crganization Membership Recens Complementary Access to the Following Traming, Continuing Educstion, and Certification Exam Preparation Modules
24 Training Modules 200+ Continuing Education Modules
1. Good Clinical Practice Simulation . Al Avalable Live Webinars
2. Intreduction to Decantralized Clinical Trials (DCTs) . All Avzilable Recordad Webinars
TALEMT ASSESSMEMT TALENT A55ESSMENT 3. Informed Consent Simulation - Al Available Recorded Sessions from ACRP Annual Conference
4. ACRP Clinical Research Knowledge Assessment [CREA) . Al Available Home Study Tests
ACRP Clinical Research ACRP Project Management 5. RiskBased Monitarng: The Essentials
™ o ™ ] 6. Ethics and Hurnan Subsject Protection: & Refresher Course
Knowledge Assessment Best Practices™ Training 7. investigetor Respensibiites Cartification Exam Praparstion Resources
P B Impraving Recruitment, Accrual, and Reteation in Clinical Triaks +  Centification Examn Practice Exercize
ro g ram 9. Trial Faasibility and Selection: Their Impact on Accrual +  ICH Gap Analysis
10. Implementing a Patient-Cantered Informed Consent Process - ACRP Certification Exam Preparation elearning Course
FOUMDATIONAL TRAINING FOUNDATIONAL TRAINING 11. Using Metrics to Improve Subject Recruitment and Retention

12. Inroduction ta Clinical Trials

ACRP Early Talent ACRP Com peten Cy-Based 12 Site Quality Management Taols: SOPs, Metrics, ard Training

. . H - ey 14. Inspection Readin : Best P ces for Managing Clinecal Trial | i
Training Program™ Approach to Pl Responsibilities™ e R e b e e e TR T s
Tl'ai n i n g Prog ram 14, Understanding Clinical Trial Pratocols: Key Considerations for Effective

Development and Feaubility Review
17. Theory to Practice: Operationabze Your Clinical Study Pratecal
FOUNDATIONAL TRAINING FOUNDATIONAL TRAINING 18. Mastering Budgeting at Your Site: Building and Megaotiatng Clinical
Trial Budgets that Make Sense

ACRP CRC CO re CDITI pete n cy ACRP C RA CO re Com pete n Cy 19. Key Skills for Ensuring Quality Control through Risk-Based Decision Making

% e 55 7 == e 200 Form FORA 1572; Get It Right the First Time:
FOundatlonS Traln[ng Foundatlons Tralnlng 21_ Eihics and Human Subject Frotectien: A Comprehensive introduction
22 The Drug Development Frocess: Impraving Trial Feasibility and Exglaring
Program Program R
3. Building Quality Management Systems for Sites and Sponsers: Root
Cause and CAPA
. eResearch: Managing Clinkcal Trizls in an Electronic Environment

o

I
o

2

B




» WORKFORCE DEVELOPMENT

"Solve difficult

The industry has the opportunity problems
to address the workforce issue with great
in a way that it never has looked ”
at it before. people.
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» WORKFORCE DEVELOPMENT

A glaring disconnect is evident Just as clinical research is the Alongside these costly delays,
between the visionary discourse bedrock of drug and device the workforce crisis imperils the

on how to revolutionize the development, sites are the bedrock quality of clinical research, including
clinical research enterprise and of clinical research operations so, compliance with good clinical

the sober recognition that when sites cannot perform, the practice and the integrity of the
operationalization of any such entire industry suffers.” data generated.”

vision rests on the shoulders of
a workforce that’s in dire straits.”

—JOURNAL FOR THE SOCIETY OF CLINICAL TRIALS, JUNE 2023 CLINICAL

TRIALS

il of the Sockwty for Chnical Triah

htips:/fjournals sagepub.com/doif10.1177/17407745231177885
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» SHARING OUR VISION FOR THE FUTURE

4 0 = -

Increased awareness of Greater collaborations Globally recognized Pipelines between
the profession, career across industry groups entry level competencies grade schools, high
pathways, and how to get (e.g., ACRP, CTTI, established with schools, and colleges
the training and experience CoAPCR, MRCT, SCRC, registered site or training programs;
needed to advance TransCelerate, etc.) organizations accepting pipelines between
to align efforts, share this as their standard colleges and employers;
best practices, develop more internships and
standards mentorship

L
ACRP Advancing Pecple Advancing Health™ AC R P
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» WHO IS FLYING YOUR CLINICAL TRIAL?

HOW TO BECOME A
COMMERCIAL PILOT

1. Earn Private Pilot Certificate

2. Add Instrumental Rating

3. Earn Commercial Pilot Certificate
4. Earn Flight Instructor Certificate
5. Add Multi-Engine Rating

6. Gain Experience & Interview

7. Commercial Pilot Job

41
ACRP Advancing People Advancing Health™ AC R P



» IT'S TIME TO BUILD A CLEAR PATH FOR A CAREER
IN CLINICAL RESEARCH

Learn about the
amazing and
inspiring career in
clinical research

ACRP Advancing People Advancing Health™

2

Understand the
clinical research
industry’s
requirements to
become a clinical
research
professional

Choose your path
to start your
career

3

a4

Gain hands-on
experience
through a paid
industry internship
or apprenticeship
program

4

Advance your
career through
professional
development and

credentialing

5

ACRP'



» WHO IS A CLINICAL RESEARCH
PROFESSIONAL?

« Diverse candidate “l heard about the

« Hired based on skills first amazing clinical research
vs. years of experience in profession, and | chose
clinical research to pursue a career in

« Competent in clinical research clinical research. | am
foundational knowledge confident that | will be

« Proven hands-on experience hired because | followed
through an internship or the pathway to gain
apprenticeship the knowledge that is

» Seeking an opportunity expected by companies
for mentorship and organizations who

hire clinical research
professionals.”

ACRP Advancing People Advancing Health™




» PARTNERS ADVANCING THE CLINICAL
RESEARCH WORKFORCE

Ensure a diverse, research-ready and sustainable clinical research workforce essential to advancing
therapies that improve global human health

STRATEGIC PRIORITIES

A\

& ; ke

BUILD AN IDENTITY CHANGE HOW WE HIRE OPEN DOORS TO A NEW CAREER

Build a powerful brand and Drive Industry-wide adoption Ensure access for all to education,

professional identity for the clinical of a (competency-based) approach training, and professional

research profession to hiring entry-level clinical research development in the clinical
professionals research industry

uapry
e J1
ACRP Advancing People Advancing Health™ AC R P
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MULTI-REGIONAL
CLINICAL TRIALS

THE MRCT CENTER of
BRIGHAM AND WOMEN'S HOSPITAL
and HARVARD

Proposed Rapid Response Appendix to the JTF Framework

Barbara Bierer, MD With special thanks to:

Professor of Medicine, HMS Sarah Evenson, MRCT Center

Faculty Director, MRCT Center Jack Ferdman JD, MRCT Center

bbierer@bwh.harvard.edu Sandor Kerpel Fronius, Semmelweis
University

14 Nov 2023 © MRCT Center
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Disclaimer:

* The opinions contained herein are those of the authors and are not intended to represent the position of
Brigham and Women's Hospital or Harvard University.

* The MRCT Center is supported by voluntary contributions from foundations, corporations, international
organizations, academic institutions and government entities (see www.MRCTCenter.org) and by grants.

We are committed to autonomy in our research and to transparency in our relationships. The MRCT
Center—and its directors—retain responsibility and final control of the content of any products, results and
deliverables.

* | have no personal conflicts of interests with the content of this presentation.
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Emergencies are unpredictable but should now be anticipated




Crisis-Borne Disruptions in Clinical Research Take Many Forms

Communicable . Acts of War or
. Natural Disasters .
Diseases Violence

e COVID-19 e Hurricane e Russian
e Fbola Katrina invasion of
Ukraine
oCharacter olmpact on Research
oTiming: Onset, Length, Resolution »0ngoing (e.g., modified, paused, discontinued)
olntensity »New research on disruption itself

Crisis-borne disruptions may implicate all JTF Core Competencies but may
do so differently depending on type, location, and severity of disruption

14 Nov 2023 39




Effective Crisis Responses Require Crisis Capacity Building at Sponsor Level

Acute Crisis At Site

Immediate
Mid- and Long- Response
term Effects
Crisis b |
Event
Support Report
> : Study-Specific
Regulators Sponsor-Wide Rapid
Crisis
Response
Response Team Coordinator
IRB / Ethics [~ Response Infrastructure
Committees Mobilized by Study Sponsor/PI

14 Nov 2023 © MRCT Center 10



Effective Responses Require Skilled Dynamic Assessment at Site Level

14 Nov 2023

Crisis
Event

B

d

Acute Crisis At Site

W

Crisis Regulatory/ Ethical
Considerations
Response
Infrastructure
h
Report Support
Re;zazgrjn?nd > Determine Assessment of
Safee Gaps in Study Study-Ready
d Capacity Capabilities

Dispensation of
Needed Care in
Community

Response Infrastructure
Mobilized by Study

Sponsor

© MRCT Center




Matrix of Competencies and Concerns: Sponsor Level

Core Competenc Sponsor Level Implication

Scientific Concepts and Research
Design

Ethical and Participant Safety
Considerations

Are protocol deviations warranted to maintain scientific rigor?

Is study question still in equipoise following crisis disruption?

Medicines Development and Can study treatments be safely received and samples for further study
Regulation safely shipped out from distal site?
Clinical Trials Operations and Good Are pre-crisis records accessible and post-crisis records able to
Clinical Practice comport with GCP requirements?
Study and Site Management Can researchers and participants relocate outside of crisis area?
Are cloud-based record redundancies built into study protocols

Data Management and Informatics
complete?

Have study sponsors built response training into staff onboarding and
participant recruitment processes?

Do crisis response teams have clearly established chains of command
and information cascades to enable rapid crisis responses?

14 Nov 2023 42 !

Leadership and Professionalism

Communication and Teamwork =



Matrix of Competencies and Concerns: Site Level

Site Level Implication

Scientific Concepts and Research Has crisis compromised scientific rigor in sample collection or
Design storage?

Ethical and Participant Safety Medical professionals duty-bound to deliver care as needed in crisis
Considerations situation

Medicines Development and

' ?
Regulation Can study treatments be adequately stored and safely dispensed:

Clinical Trials Operations and Good

.. : Has the integrity of site-based clinics been compromised?
Clinical Practice srty P

Study and Site Management Can researchers and participants safely access study sites?

Data Management and Informatics  If internet access disrupted, when were records last backed up?

Site-level leaders need access to well established crisis response plan
even with no power and/or internet access

Do participants and lower-level staff understand where and how to
access study-specific crisis information and support?

14 Nov 2023 4 a’

Leadership and Professionalism

Communication and Teamwork



- In our assessment, there are specific questions that arise, and

14 Nov 2023

specific roles and responsibilities that must be defined, but it is
unclear whether any of these represent new competencies
requiring a revision of the JTF Framework itself.

An appendix could annotate the application of competencies
to an emergency response.

Thoughts?
Questions and Discussion Wq?




BIATEORMS SCTO Education Platform @&

Competencies for non-interventional clinical
research projects in the Swiss regulatory
context

JTF Strategic Global Meeting, November 14, 2023
Melanie Glaettli, Swiss Clinical Trial Organisation (SCTO)




SCTO %
BUATFORMS FOPH mandate

e Clinical Research Core

Education, Research and Innovation (SERI);

Competencies Framework
for clinical trials

\ 4

Implemented on cr-careers.ch

in support of the Federal Council's efforts to strengthen biomedical research and
technology in Switzerland;

MENU =

conscious of the fact that clinical research” is the critical link between bench and
bedside, and a prerequisite for advancing our understanding, prevention and
treatment of disease;

ippreciating the efforts to 1 clinical in Switzerland that have been Y s 73
made in recent years; “ 5 i ‘ l ' ' ‘ d I
recognising the particular importance of scientifically weil-educated and well-trained

iented physici for b i , technology and innovation;

taking into account the recommendations of the 2014 SAMS/FOPH report on
promoting the of young physicians in the field of clinical research;

with the objective of providing educational and training structures and opportunities
that make it possible to attract more and better trained junior staff into the pipeline for

clinical research; ‘ : a r e e r S
hereby declare their joint intention to design and implement systematic support for clinical

research-oriented physicians at each stage of their career path.

Core competencies




SCTO,%, Why Is an adaptation to non-interventional

— > 75% research projects
submitted to ECs are non-
Interventional

PLATEFORMS research projects interesting?
— More accessible and suitable

MCTS
449
for young researchers

— Consulted physician-scientists welcomed the idea
— Useful for other health researchers (not only MDs)

— Mandate from our Board of CTU Directors (BCD) - develop
tools to enhance quality of non-interventional research projects

Raise the awareness of developing the competencies
necessary to conduct non-interventional research projects




SCTO%- :
BIATEORMS Swiss legal framework for human research

Human Research Act (HRA)

with human beings without human beings

Ordinance on Human
Ordinance on Research with
Clinical Trials | | Clinical Trials with Exception of Clinical
Ordinance Medical Devices Trials
(ClinO) (ClinO-MD) (HRO)
— Medicintproducts Medica*:levices B CoIIectionzata and/or
— Other clinical trials biological material (chap. 2)
— Transplant products, — Further use of data and/or
transplantation biological material (chap. 3)

— Gene therapies



https://www.fedlex.admin.ch/eli/cc/2013/617/en
https://www.fedlex.admin.ch/eli/cc/2013/643/en
https://www.fedlex.admin.ch/eli/cc/2020/553/en
https://www.fedlex.admin.ch/eli/cc/2013/642/en

SCTO % - .
BEATEORMS How did we adapt the Framework”

We aimed for a simple framework with:

— 8 JTF domains

— shorter competency statements (some needed to be removed,
e.g., referring to clinical equipoise, investigational product, etc.)

— no reference to GCP (not mandatory for HRO projects in CH)

— no proficiency levels

— 2 columns to differentiate between

| ./

Collection of data Further use data
and/or biological and/or biological
material material

(HRO, chapter 2) (HRO, chapter 3)




SCTO -
B ATEORMS Concret example

3.1 Historical context for the development of regulatory processes

Collection of data and/or samples Further use of data and/or samples
(HRO, chapter 2) (HRO, chapter 3)
1. Identify and understand historical and current events  Statements for HRO chapter 2 also apply to
that have influenced national and international HRO chapter 3 research projects.
guidelines and regulatory processes concerning human
research.

2. Be able to apply and explain contents of national and
international guidelines.

Example: Researcher understands why informed
consent is necessary for research projects (e.g. non-
information scandal of Tuskegee study) and develops a
protocol which is compliant with the Swiss regulations
on research projects (Human Research Act (HRA) and
Human Research Ordinance (HRO)).




SCTO%-

BIATEORMS Concret examples
4.7 Monitoring and audits
Collection of data and/or samples Further use of data and/or samples
(HRO, chapter 2) (HRO, chapter 3)
1. Consider whether monitoring, quality check, and Statements for HRO chapter 2 also apply to

audits may be of added value for the research project. HRO chapter 3 research projects Even data

2. Devel.op. pqlicies and SOPs in response to monitoring quality checks can be relevant in |arge reuse
and audit findings. of data and biological material research

Example: Given an audit report, researcher creates a projects (e g registry projects)

comprehensive CAPA plan to respond to audits and
develops appropriate SOPs.

4.5 Safety reporting requirements

Collection of data and/or samples Further use of data and/or samples
(HRO, chapter 2) (HRO, chapter 3)
Statements for HRO chapter 2 projects are
not applicable for HRO chapter 3. Safety is
not applicable in further use of data and
biological material research projects.




SCTO % 2.4 Evolution of Requirements for Informed Consent Form
PLATFORMS

Collection of data and/or samples Further use of data and/or samples
(HRO, chapter 2) (HRO, chapter 3)

1. Identify the historical events and key documents, Statements for HRO chapter 2 also apply to HRO chapter
which have led to the development of the current 3 research projects. Further statements need to be
informed consent regulations. considered:
2. Recognise the critical nature of communicating the 1. Investigate whether sites to be included in the research
potential risks or hazards as well as the benefits of a project have implemented the] General Consent (GC)
research project using terminology and a manner that is  allowing the further use of healtn-rerated oata and
understandable by potential participants during the biological material already collected during standard of
informed consent process. care for research purposes.
3. Apply knowledge of the current national and 2. Develop an|appropriate information forml(and/or
international regulations, especially concerning data consent form) i (genetic
protection measures, when drafting an ICF for a versus non-genetic and coded versus uncoded) to be
research project. reused in the project (HRO, Art. 28-32).
4. Implement processes and control measures to 3. Assess purrogate consent by the ethics committee
ensure participant protection regulations' requirements  (HRA Art. SZJ alfoWIg exceptonal Turter Use of dara
are met. without consent by participants.

Example: Researcher composes and evaluates the ICF Example: Researcher contacts person in charge of the
in relationship to the protocol to assure that it not only  institutional General Consent (GC) to assess whether

meets current regulations and guidelines but also further use project can be carried out with the use of GC.
provides the information needed for a potential

participant to make an informed decision.


https://www.fedlex.admin.ch/eli/cc/2013/642/en#chap_3/sec_2
https://www.fedlex.admin.ch/eli/cc/2013/617/en#art_34

SCTO %
PLATFORMS Next steps

— Review performed with several stakeholders

— Review by JTF biannual global meeting participants

-2 ANY COMMENT?

— Implementation on and further dissemination via
newsletters, publication, etc.
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Thank you for your attention

Verena Kiippers Claudia Fila ~ Simone Kalin ~ Antoine Poncet  Sven Trelle




Update on the use of the JTF Framework in Canada
under 3CTN &

Update on the Arabic Translation:
Christine Samara
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3CTN Objectives

Christine Samara, 3CTN PSC member
Performance Strategy Sub-Committee (PSC)
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N# Greden o Overview of 3CTN

#/\~  Trials Network

The Canadian Cancer Clinical Trials Network (3CTN) is a pan-Canadian initiative to improve
recruitment, efficiency and quality of academic clinical trials

» Contribute to/access the 3CTN Academic Cancer Trial Portfolio, report on
Member Cancer Centres Portfolio trials’ performance and accrual.

+ Collaborate on common initiatives and share best practices via the
innovative Network structure

+ Patient Representatives, Patient Groups, Advisory Committees

+ Contribute a crucial perspective to clinical trials by providing feedback,
insight, expertise and support towards trial activities and initiatives

Patient and Public Involvement (PPI)

« Scientific Advisory Board and Directors ensure the appropriateness and
- _ optimal impact of the Network strategic plan and activities
Governance and Scientific Oversight - Governance Committees provide oversight for 3CTN management and
support key functions: The trials Portfolio, Performance, PPI

o » Central support for operations, project management, strategic planning &
Coordinating Centre governance and communications

November 2023



Canadian . .
N/ Cancer Clinical Cancer Centre Site — Research Core Competencies

#/\~  Trials Network

Improving the performance and quality of academic, multi-centre trials on
the 3CTN Portfolio is a shared priority for the current business period,
2022-2027

» Develop the clinical research professional core competency framework &
development strategy for Network sites

Network-wide implementation of the Joint Task Force Core Competency
Framework aims to

N/ ) MULTI-REGIONAL
» Promote the capacity for high-quality cancer clinical research yqu
» Highlight identified core competency gaps — both locally and shared, and

» Link to available, best-practice training and education resources by core
competency domain/sub-domain

November 2023 >



\\// Canadian
Cancer Clinical

JS  Toois Nebwors Joint Task Force Core Competency Framework

JTF Core Competency framework
defines core knowledge and skills
necessary for conducting clinical
research.

»Support onboarding, orientation and
core training of staff

>Inform role descriptions, performance
evaluations, career ladders

November 2023

Scientific

Concepts and

Research Design
Ethical and
Participant Safety
Considerations

Communications

and Teamwork

Investigational

competency Products

: Development
Domains and
Reqgulation
for the
Leadership and Clinical Research

Professionalism

Professional

Clinical Study
Operations
(Good Clinical

E Practice)

Data Management
and Informatics _
Study and Site

Management

N/ D MULTI-REGIONAL
CLINICAL TRIALS
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N camen, Network Approach to Core Competency

#/\~ Trials Network

On a Global scale:

Support for validation and proof-reading of JTF’s French translation to enable use
by CRPs in jurisdictions where it would be of value

National progress to date:

- Identified overall Network priorities to address reported gaps

- Facilitated sharing of best practice learning and training resources, expertise
across the Network

- Created the 3CTN Core Competency Report to enable:
- Direct links to learning resources associated with each sub-domain into a single tool
- Visualization of Network-wide, regional, or site-specific strengths and gaps

- Trial unit management in highlighting support needs for individual/team development
60



Canadian
Cancer Clinical
Trials Network

3CTN Core Competency Report

\\// Canadian Réseau canadien
Cancer Clinical | d'essais cliniques
#/\»  Trials Network | sur le cancer

Identified Core Competency Gaps by Domain

Identified Core Competency Gaps

NACC

10
# of Sites

10
# of Sites

Domain Resources

Domain
-~

D1
D1
D1
D1
D1
D1
D1

Resource Owner

ACRP
CCTG
CCTG
CITI Program
CITI Program
CITI Program
CITI Program

Resource Title

ACRP Course Catalog - Scientific Concepts and Research Design
Biennial New Investigator Clinical Trials Course

New Investigator Cancer Trials Practicum

Biomedical (Biomed) Comprehensive

Biomedical (Biomed) Foundations

Essentials of Statistical Analysis (EOSA): Complete (Parts 1, 2, and 3)
Protocol Development and Execution: Beyond a Concept

Resource Type Resource Link

Course
Course
Practicum
Course
Course
Course
Course

Last Updated : September 12, 2023
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https://app.powerbi.com/view?r=eyJrIjoiMWM0ZmFjOGUtYTQ5Mi00ZGU1LWI2YTYtNThlNGI3Y2JkNzBkIiwidCI6IjlkZjk0OWY4LWE2ZWItNDE5ZC05Y2FhLTFmOGM4M2RiNjc0ZiJ9

\\// Canadian
Cancer Clinical

#/\~  Trials Network

Future

Directions

November 2023

Manuscript pending for publication

Support training targeted to address priority core
competency domains

Develop evaluation framework:

. # of sites that have used framework in staff
development plans

- Track overall changes for competency
statement gap areas from 2022 survey and
identify emerging gaps

- Capture a measure of competency levels within
each statement

- Assess effectiveness of initiatives to support
Network learning objectives

62



2& Sunnybrook

EESEARCH INSTITUTE

Integration of the JTF as a 3CTN
Objective and its utilization at the Odette
Cancer Center in Toronto, Canada.

Sunnybrook Research Institute
Sunnybrook Health Science Center

Christine Samara
Manager, Quality Assurance and Education
Odette Cancer Centre Clinical Research Program

2& Sunnybrook

HEALTH SCIENCES CENTRE

November 2023 Whﬁggt%“
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2& Sunnybrook

Tertlary Hospltal RESEARCH INSTITUTE
Toronto, Ontario. Canada

5& Sunnybrook

HEALTH SCIENCES CENTRE

November 2023

Internationally recognized health
science center

Affiliated with University of Toronto
(U of T)

Leading research institute

o2& Sunnybrook

HEALTH SCIENCES CENTRE




2& Sunnybrook

EESEARCH INSTITUTE

Sunnybrook as a NCC (3CTN)

The Odette Cancer Center (OCC) is one of
the 3CTN Network Cancer Centers (NCC)
with 2 affiliate sites as Network Affiliate
Cancer Centers (NACCs) & 1 in the pipeline.

NCCs are larger centres with capabilities to recruit
cancer patients to a broad portfolio of trials, and to
work with Network Affiliated Cancer Centres

(NACCs) to ensure broader patient access to trials.

65 November 2023

OCC Clinical Research Program
- Around 55 staff
- Largest research group within the hospital

=& Sunnybrook

HEALTH SCIENCES CENTRE




v Z A & Sunnybrook

EESEARCH INSTITUTE

New Training Initiative Focused on the
JTF Core competencies for CRP @ SRI OCC CR

« SRI OCC CR implemented the JTF in July 2021 as part of the
onboarding of new staff

« 3CTN Grant Cycle (2022-2027): Ongoing efforts to improve the
efficiency and effectiveness of clinical trial sites across the Network

— Diagnostic tool for sites to assess areas of competency and deficiency
within their clinical trial staff

— Promote a competency framework for clinical research professionals
— ldentify area (s) of potential improvement for their trial unit

2& Sunnybrook

HEALTH SCIENCES CENTRE

66 November 2023
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EESEARCH INSTITUTE

CRP and CR Workforce

SRT) .
® Ban dAId SOI ut|0ns Table 1. Key areas for workforce regeneration.
Imperatives
. + Prioritize th tion of a st d clear identity for the clinical h professional and t

«  Unlike PIs, CRPs are generally iz the reaonof asong and der denty frihe il scarch prfessional and promote

Overloo ked aS key StakEhOIderS In the + Establish a baseline global standard of excellence in training and qualification for CRPs

« . + Elevate and standardize clinical research roles across all the enterprise to support salary equity and
CI | n ICaI researc h ecosyste m ensure funding keeps pace with workforce growth

= Raise awareness of the clinical research profession as a distinct career goal for both future generations
and professional lateral movers

« Establish universal, competency-based definitions of clinical research roles to suppart equitable

° M OSt C R PS fl n d th el r Way I nto th e g‘siifcst:lr::sn;aciﬁsari{é:’cse readiness among entry-level applicants and professional advancement throughout
prOfeSSIO n by Chan Ce = Ensure a diverse workforce by providing access and advancement in training for historically underserved

communities

CRP: clinical research professionals.

 |Increase in the number and

e i The JTF Core Competency Framework—a
complexities in clinical trials

matrix of competency domains that
objectively define the knowledge, skills, and
- Few institutional oversight mechanism attitudes necessary for conducting safe,
ethical, and high-quality clinical research

Ibrahim, S. (2022). Adapting the Joint Task Force Core Competency Framework for Clinical Research Professionals: A Canadian
Paediatric Research Perspective, SRAI. https://www.srainternational.org/blogs/srai-jra2/2022/10/14/adapting-the-joint-task-force-core-
competency-fram

Freel SA, Snyder DC, Bastarache K, et al. Now is the time to fix the clinical research workforce crisis. Clinical Trials. 2023;20(5):457-462.
doi:10.1177/17407745231177885

https://journals.sagepub.com/doi/10.1177/17407745231177885

ez
67 November 2023 sa Sunnybrook
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https://www.srainternational.org/blogs/srai-jra2/2022/10/14/adapting-the-joint-task-force-core-competency-fram
https://doi.org/10.1177/17407745231177885
https://journals.sagepub.com/doi/10.1177/17407745231177885
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#/\~  Trials Network BAUGHAMANDWONE

EESEARCH INSTITUTE

.~ 2
Competency
Domains
7 for ::T i
end Clinical Research

e
Revised Job Titles and Job Description VA

» Created a mechanism for growth

BRIGHAM AND WOMEN'S HOSFITAL
and HARVARD

Define Professional Roles

* *
Data Manager CRA CRAI *Protocol
. Activator
Supervisor * .

we
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Cancer Clinical
- HE >T CENTER of .
#/\~  Trials Network 8GNV WOHERG B SRTAL RESEARCH INSTITUTE

and HARVARD

Professional Development Review

* [nitiated draft in Summer 2022
* Pilot conducted in Q2 2023
* Revisions being made following the pilot phase — Q3 2023

o NP s s sssen: 2€ Sunnybrook

DDETTE CANCER CENTRE

Sunnybrook .‘\llillll_\'ili‘“l!i\

ProrEssionAL DEVELOPMENT REVIEW
(Data Manacer / Cunicat Research Associate 1 / Cunicar Researct Associate 1)

ions: The perfoermanc: luation is divided into 3 components:
Self-assessment: Employee to review and complete the performance evaluation and send back to the DSL/CTPLY, if delegated to the Supervisar,
as applicable

- Supervisor and DSL/CTPL to revievs the empl oyee’s self- vent and add fesdback and comments

- DSLACTPL or delegate to sat up mesting with Employee to discuss fesdback and futurs development
*Disease Site Lead / Clinical Trial Physician Lead

Mame of Emplayee: Click

ere Lo enter fexl | Emplayee Titie: Click liere fo el
Disease Site; CliCK NEfe 10 enker et | Disesze Site Lead: Chck here 10 &
Review Information Summary
Period of Review: Click here to enter texd. | Date of Review: Click hers to ener text

Wame of Reviewers (s): Clich enler text | Next Review as agreed by the DSLCTPL Click here to enfer fexi

i Tk fintinn— Core G o P Ty b Prafeccianals *#

Fundamental [Basicflevel): Con perform the task/ond or exhabit the
K ledge at an tial or furnd: tal level; moy require soms
cogching or SUpervision

far

1. Scientific and Research Design

1. Ethical and Participant Safety Consaderations

3. Investigational Products Development and Aegulations Campeteacy Skifled Level: Can perform task ar skill independently, consistently,

4.  Chinical Study Cperations {GCPs) ::-"; occurately, and has o moderate level of expertise, Efficient and

5. Study and 5ite Management il e high-quaity wark: able ta independently nowgate resources and

4. Data Management and Informatics Bredcncns wusEs Tools well

7. Leadership and Professionalism

B. Communication and Tesmwork A d Level: Der trates od o skills and and
the ability to teach, coach, or supenvise others. Consistently applies
eritical thinking and problem seiwng

we
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BRIGHAM AND WOMEN'S HOSFITAL
and HARVARD

FEWT N e 3 Sunnybrook

#//\~  Trials Network Kon e b RESEARCH INSTITUTE

Professional Development Review

« Changed from “Employee Performance” to “Professional Development”
« Added guidance for the staff with examples for self assessment
« Minor edits to the content in terms of applicability to the different job roles

* Added ink to the 3CTN Core Competency Report for training resources

e T L T —

s« Ko gty

Core Competency

bt o ———

o2& Sunnybrook

I=cthem — HEALTH SCIENCES CENTRE
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\\ // Cancer Clinical MIRY CLINICAL TRIALS ga ounnyprooxk
#//\~  Trials Network e s b e i RESEARCH INSTITUTE

and HARVARD

Professional Development Review

* Implement across the Odette Cancer Centre Clinical Research Program — Q4 2023

5 . v L [ e G i 5
.“'I!lll]_\-llldlul\. Sunnvbrook [
ODETTE CANCER CENTRE SSEA P : I.’.l-hl!'—lr-!nr-l:lm lexl
ProressionaL DEVELOPMENT REVIEW 1 e b
(DaTa Manacer / Cuinicat ResearcH AssociaTe | / Cunicat ResearcH Assoclate i) ]" P o AR O —r S Thia could alas Indlude [ob shadawing and
hing, snd ather d by thie M Quality i Edh he Odette Cancer Centre, Clinical Research Program,
Thap o is divided into 3 components: The SCTN Core L Report provides adoith g platfarms Bhat can atsa b ddered. hittps, /i3 A y
Self-assessment: Employee to review and complete the performance eval uation and send back ta the DSL/CTPL®, if delegated to the Supervisor,
as applicable Click here to enter text.
- Supervisor and DSL/CTPL to review the employee’s self-assessment and add feedback and comments
- DSLACTPL or delegate o set up mesting with Employee to discuss feadback and future development
*Disease Site Lead / Clinieal Trial Physician Lead
name of Emplayeer Click fiere (o enler lexl | Employee Titie: Click [1ere 1o
Disease Site: Cilck NE

EAIET (23T | Disease Site Lead: Cick n=r

Mvcait - et - borResencear < Forbamests - Sy dsmemed  Caeiact

Period of Review: e 1o enter text. | Date of Review: Click here 1o enter text

Name of Reviewsr hare to enler text INH! Review as agreed by the DSL/CTPL: Click hare (o enfar fexd
£

T E eE s o e Yt b ookt ly

Core Compatancy
T T

Ethical and Parbicipant Safety Consierations

Products and Canpeiracy
Cliniral Study Operations [SCPs) 'i:r_!

. Study and Site Management [ Py i
Data Management and Informatics -
Leadership and Professionalism

Communication and Teamwork v

Skiffer! Level: Can perform task or skill independentiy, consistently,
occurately, and has o maderate level of expertise, Efficient and
high-guality work: able ta independently navigote resaurces and
wses fools wall

L R e

Advanced Level: Demonstrates odvanced skills ond knowledge and
the ability to teach, coach, or supevise others. Consistently applies
ritical thinking and probfem solving

Fundamentaf (Basic/Level): Can perform the task/and or exhibit the
knowledge ot on esseatial or fundamental leuei; moy require some.
scientific and Research Design COFCAING OF SUpervision

we
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N % Wg 2& Sunnybrook

EESEARCH INSTITUTE

Professional Development Review

Two level review
« Self assessment
* Review of self assessment by DSL/CTPL (along with Supervisor feedback, as applicable)

Self assessment Reviewers
v' Honest assessment v' Feedback from employee
v’ Self reflect / consider strengths v' How employee see themselves
and areas of improvement (team and organization)
Personal growth v" Motivation (beyond salary)

4
v Self awareness v' Achievements
v' Opportunity to list goals and v Growth
objectives for the upcoming
year

Ve
November 2023 s Sunnybrook

HEALTH SCIENCES CENTRE
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EESEARCH INSTITUTE

Next Steps

> Institution

» Implement the Performance Evaluation across the Odette Cancer Centre Clinical Research
Program — Q4 2023 & Q1 2024

> 3CTN network sites

» Collaborate with leading research sites to assess training needs and create training material for
CRPs

we
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Deploying the JTF framework

across the world

Arabic Translation
Christine Samara

November 2023



N/ B MULTI-REGIONAL
CLINICAL TRIALS
THE MRCT CENTER of
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UNITED ARAB EMIRATES
MINISTRY OF HEALTH & PREVENTION

Bt A yad 1 i Lo

H_"A_?-._l‘z\_“?uﬁja . mT\é}‘}g

Arabic translation of the MRCT JTF Core Competency Framework
* Coordinated by Christine Samara

* Translation has been conducted by the UAE Ministry of Health and
Prevention

* Dr. Khalil Qayed, Director National Center for Health Research
 Dr. Ahmed Radeef Ibrahim Alosi, Research Consultant

November 2023



\/ B MULTI-REGIONAL
CLINICAL TRIALS
THE MRCT CENTER of

BRIGHAM AND WOMEN'S HOSPITAL

and HARVARD

UNITED ARAB EMIRATES (ISR 5. ill ac padl Ol Lo
MINISTRY OF HEALTH & PREVENTION '/‘ ’*Q‘ it Al B9 A alldyl)y
‘Nu“'

Identified the organization for collaboration

Translation Plan

Initial contact &
agreement with Dr. o A the olan f Translation Phase
Khalil Qayed. Iscusse e plan for S—
document translation Valld.atlon / Proof
& progress with Dr. | Completed the initial |-l iErE
Qayed and Dr. Alosi. | draft for all domains.
. . Initial q Ongoing validation /
Received preliminary | Initial contacts made | p ;¢ reading Phase
November — draft of 3 domains. | validation phase.
December 2022
February — April 2023 | May — September
2023

October — December
November 2023 2023




N/ B MULTI-REGIONAL
CLINICAL TRIALS
THE MRCT CEN of
IGHAM AND WOMEN'S HOSPITAL

Subomd ) @).aJ!QbL,cyt
a4l B g9 Al )l

» Validation expected to be finalized by December 2023

» Target to publish the Arabic Translation Q1 2024

» Organizations / Institutions involved in the Validation / Proof reading Phase

Organization / Institution Contributors

Gulf, Levant and  Phoenix Clinical Research Georges Labaki

North Africa Racha Aaraj

Lebanon Lebanese American University Dr. Joseph Stephan
Karmen Baroudy

Levant and Iraq Sanofi Dr. Marie-Therese Sawaya

November 2023



Open Discussion




Discussion

* Further comments and questions on presentations
* Emerging issues
e Future issues that the JTF might address

14 Nov 2023



Questions, Comments, Suggestions

tenki 5 YaESUANAN wh CRACUBO kam sah hamnida @

B Questions and discussion
A3AKYI 2 S @+ NITi dhanyavadagalu .. o
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qraC'aS _‘C rahmet enos mochchakkeram trugarezo
faaleta lav
angato 5 Smapk? kop lfhun }“aPnf‘fd’ kLu,.a Carmen Aldinger, PhD
H )b\é: kitos SPas caldinger@bwh.Harvard.edu
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- I'é g Barbara E. Bierer, MD
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