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Virtual Meeting 

• Please keep video on

• Please mute yourself unless you are speaking

• If you would like to speak, please unmute and speak or ‘raise your Zoom hand’ (and introduce yourself)
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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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Our Vision

Improve the integrity, safety, and 
rigor of global clinical trials.

Our Mission

Engage diverse stakeholders to 
define emerging issues in global 
clinical trials and to create and 
implement ethical, actionable, and 
practical solutions.

The Multi-Regional Clinical Trials Center (MRCT Center)
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The MRCT Center is a research and policy center 
focused on addressing the conduct, oversight, ethics 
and regulatory environment for clinical trials.



Agenda
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Time Topic Speaker / Facilitator

9:00-9:15 Introduction Overview Barbara Bierer, MD

Co-Chair, JTF
Faculty Director, MRCT Center

JTF Updates and discussion 

9:15-9:30 Data Management Quick Update: Results 
from Delphi

Manju Bikkanuri, MD, MPH
Clinical Research Informatics Specialist
University of Texas (UT) Health San Antonio, Long School of Medicine, 
Department of Population Health Sciences

9:30-9:45 Workforce development for clinical research Susan Landis, BA
Executive Director
Association of Clinical Research Professionals (ACRP)

9:45-10:00 Emergency Preparedness: Proposed Rapid 
Response Appendix

Barbara Bierer, MD
Faculty Director
MRCT Center

10:00-10:15 Competencies for non-interventional 
research projects in the Swiss regulatory 
context

Melanie Glaettli, PhD
Scientific Coordinator, Swiss Clinical Trial Organisation (SCTO)

10:15-10:30 Update on the use of the JTF framework in 
Canada under 3CTN 
Update on the Arabic translation

Christine Samara, MSc
Manager, Quality Assurance and Education, Odette Cancer Center Clinical 
Research Program, Sunnybrook Research Institute, Toronto, Canada

Member on the 3CTN Performance Strategy Sub- Committee, Canadian 
Cancer Clinical Trial Network (3CTN), Canada

Coordinating the Arabic Translation with the Ministry of Health and 

Prevention, United Arab Emirates

10:30-11:00 Open discussion Stephen Sonstein, PhD & Barbara Bierer, MD

Co-Chairs, JTF



Introduction
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JTF dissemination and impact

• Current translations (10):

o English

o Spanish

o French

o Japanese

o Thai

o Bahasa Indonesia

o Italian

o Chinese

o Vietnamese

o Korean
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• Current CIOMS initiative: 

o International Guidelines for Education 
in Medicines Development

o Working group has met 6 times

o JTF has helped inform direction of 
competencies in education

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/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/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/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
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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
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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Quick Update
JTF Data Management Competencies

Meredith Nahm Zozus, PhD
Professor, Div. Chief and Director of Clinical Research Informatics
Joe R. and Teresa Lozano Long School of Medicine
University of Texas Health Science Center San Antonio

Manju Bikkanuri, MD, MS
Clinical Research Informaticist
Joe R. and Teresa Lozano Long School of Medicine
University of Texas Health Science Center San Antonio



Goal:
to update the Data Management and Informatics JTF Competencies.

Competencies are for Clinical Research Professionals such as 
• Site PIs, 

• Study Coordinators, 

• Clinical Trial Monitors, 

• Statisticians, 

• Site Data Managers, …

AKA: 
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 Definition 
and 

Generation

Data 
Collection and 

Processing
Data Use

Information System Selection, Application, Use and Evaluation

Data Re-use
Statistical 
Analysis

Data Management, Informatics and Statistics



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

Data Collection and Processing
• Data flow & Workflow
• Data Privacy
• Data Processing
• Identify & Resolve Data Problems
• Change control

Data Use
• Data Interpretation
• Databases
• Data Mining and ML
• Structured & unstructured data
• Handling Bad & Missing Data
• Data Surveillance

Statistical Analysis
• Descriptive Statistics
• Inferential Statistics
• Statistical Analysis Plans
• Applications to Clinical Trials
• DSMB Reports
• Evidence Based Medicine and 

Synthesis

Data Re-use
• Data sharing
• Fitness for use
• Research and results Registration
• Data Privacy
• Data Use Agreements

Information Systems (ISs) 
• Information System use
• Information System  Development 

Lifecycle
• Information System  Security
• Automation and decision support
• Interoperability



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 
     calculated taking into consideration the participants 
     comments.
• Each sub-competency at each indicated level is 
     marked with aggregate score along with individual 
      response for review and feedback.
 
• Next Step: Delphi Round 4 and analysis

Delphi Round 3 



Workforce Development for Clinical Research:
Susan Landis
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Susan P. Landis
Executive Director
Susan.landis@acrpnet.org
+1.703.723.7924
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Confidence AchievedCo
m

pe
te

nc
y 

Dev
elo

pm
en

t 

M
et

ho
ds

P
ri

o
ri

ty

C
o

m
p

e
te

n
cy

 

D
o

m
ai

n

CRC Functional Tasks / 

Responsibilities

What Foundational 

Knowledge is Needed?

What Skills / Abilities are 

Needed? ● ◎ ◉ ⦿
Link to Internal Training 

Resources
■ ◆ ✦ ❖ ▲

Link to Internal 

Competency Assessment 

Resources
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✓
Date Achieved / 

Completed
✓

Date Achieved / 

Completed

1-High 1.2
Conduct and document 

informed consent discussions

Identify and explain the study 

hypotheses, study objectives and 

endpoints for a variety of clinical 

studies.

Explain the study design as it 

relates to conducting informed 

consent discussions with 

subjects

● ◎ ◉ ⦿ ◆ ✦ ❖ ▲

1-High 2.3
Support subject privacy and 

confidentiality protections

Describe confidentiality and 

privacy requirements for the 

institution and protocol and 

explain site level standard 

operating procedures (SOPs) for 

maintaining subject confidentiality 

and privacy.

Comply with subject privacy 

and confidentiality guidelines 

and requirements
● ◎ ⦿ ■ ◆ ❖

JTF & ACRP Education
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Proposed Rapid Response Appendix to the JTF Framework

Barbara Bierer, MD

Professor of Medicine, HMS
Faculty Director, MRCT Center
bbierer@bwh.harvard.edu 

14 Nov 2023 © MRCT Center

With special thanks to:
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Jack Ferdman JD, MRCT Center
Sandor Kerpel Fronius, Semmelweis
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Crisis-Borne Disruptions in Clinical Research Take Many Forms

Communicable 
Diseases

• COVID-19

• Ebola

Natural Disasters

• Hurricane 
Katrina

Acts of War or 
Violence

• Russian 
invasion of 
Ukraine

38

© MRCT Center

14 Nov 2023

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

oCharacter

oTiming: Onset, Length, Resolution

oIntensity

oImpact on Research

➢Ongoing (e.g., modified, paused, discontinued)
➢New research on disruption itself 



Effective Crisis Responses Require Crisis Capacity Building at Sponsor Level

3914 Nov 2023
© MRCT Center

Response Infrastructure 

Mobilized by Study Sponsor/PI

Acute Crisis At Site

Crisis 

Event

Immediate 

Response

Support Report

Study-Specific 

Rapid 
Response 

Coordinator

Sponsor-Wide 

Crisis 
Response Team

Regulators

IRB / Ethics 

Committees

Mid- and Long-

term Effects



Effective Responses Require Skilled Dynamic Assessment at Site Level

40

© MRCT Center

14 Nov 2023
© MRCT Center

Response Infrastructure 

Mobilized by Study 

Sponsor

Acute Crisis At Site

Crisis 

Event

Regulatory/ Ethical 

Considerations

Report Support

Assessment of 

Study-Ready 
Capabilities

Determine 

Gaps in Study 
Capacity

Researcher and 

Participant 
Safety

Dispensation of 

Needed Care in 
Community

Crisis 

Response 
Infrastructure



Matrix of Competencies and Concerns: Sponsor Level
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Core Competency Sponsor Level Implication

Scientific Concepts and Research 
Design

Are protocol deviations warranted to maintain scientific rigor?

Ethical and Participant Safety 
Considerations

Is study question still in equipoise following crisis disruption?

Medicines Development and 
Regulation

Can study treatments be safely received and samples for further study 
safely shipped out from distal site?

Clinical Trials Operations and Good 
Clinical Practice

Are pre-crisis records accessible and post-crisis records able to 
comport with GCP requirements?

Study and Site Management Can researchers and participants relocate outside of crisis area?

Data Management and Informatics
Are cloud-based record redundancies built into study protocols 
complete?

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

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



Matrix of Competencies and Concerns: Site Level
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Core Competency Site Level Implication

Scientific Concepts and Research 
Design

Has crisis compromised scientific rigor in sample collection or 
storage?

Ethical and Participant Safety 
Considerations

Medical professionals duty-bound to deliver care as needed in crisis 
situation

Medicines Development and 
Regulation

Can study treatments be adequately stored and safely dispensed?

Clinical Trials Operations and Good 
Clinical Practice

Has the integrity of site-based clinics been compromised?

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?

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

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



In our assessment, there are specific questions that arise, and 
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.
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Thoughts?
Questions and Discussion



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)



FOPH mandate

Clinical Research Core 

Competencies Framework

for clinical trials

Implemented on cr-careers.ch



Why is an adaptation to non-interventional

research projects interesting?

⎻ 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

⎻ > 75% research projects 

submitted to ECs are non-

interventional

⎻ More accessible and suitable 

for young researchers

RCTs

Collection

(data, samples)

Further 

use

23%

33%

44%

Raise the awareness of developing the competencies 

necessary to conduct non-interventional research projects



Swiss legal framework for human research

Human Research Act (HRA)

Clinical Trials 
Ordinance

(ClinO)

Ordinance on 
Clinical Trials with 
Medical Devices 

(ClinO-MD)

Ordinance on Human 
Research with 

Exception of Clinical 
Trials
(HRO)

with human beings without human beings

− Medicinal products

− Other clinical trials

− Transplant products, 
transplantation

− Gene therapies

Medical devices
− Collection of data and/or 

biological material (chap. 2)

− Further use of data and/or 
biological material (chap. 3)

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


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

Further use data 

and/or biological 

material
(HRO, chapter 3)

Collection of data 

and/or biological 

material 
(HRO, chapter 2)



Concret example

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

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

1. Identify and understand historical and current events 

that have influenced national and international 

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)).

Statements for HRO chapter 2 also apply to 

HRO chapter 3 research projects. 

3.1 Historical context for the development of regulatory processes



Concret examples

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

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

1. Consider whether monitoring, quality check, and 

audits may be of added value for the research project.

2. Develop policies and SOPs in response to monitoring 

and audit findings.

Example: Given an audit report, researcher creates a 

comprehensive CAPA plan to respond to audits and 

develops appropriate SOPs.

Statements for HRO chapter 2 also apply to 

HRO chapter 3 research projects. Even data 

quality checks can be relevant in large reuse 

of data and biological material research 

projects (e.g. registry projects).

4.7 Monitoring and audits

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

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

5 statements and 1 examples

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.

4.5 Safety reporting requirements



2.4 Evolution of Requirements for Informed Consent Form

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

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

1. Identify the historical events and key documents, 

which have led to the development of the current 

informed consent regulations.

2. Recognise the critical nature of communicating the 

potential risks or hazards as well as the benefits of a 

research project using terminology and a manner that is 

understandable by potential participants during the 

informed consent process.

3. Apply knowledge of the current national and 

international regulations, especially concerning data 

protection measures, when drafting an ICF for a 

research project.

4. Implement processes and control measures to 

ensure participant protection regulations' requirements 

are met.

Example: Researcher composes and evaluates the ICF 

in relationship to the protocol to assure that it not only 

meets current regulations and guidelines but also 

provides the information needed for a potential 

participant to make an informed decision. 

Statements for HRO chapter 2 also apply to HRO chapter 

3 research projects. Further statements need to be 

considered:

1. Investigate whether sites to be included in the research 

project have implemented the General Consent (GC) 

allowing the further use of health-related data and 

biological material already collected during standard of 

care for research purposes.

2. Develop an appropriate information form (and/or 

consent form) according to the type of data (genetic 

versus non-genetic and coded versus uncoded) to be 

reused in the project (HRO, Art. 28-32).

3. Assess surrogate consent by the ethics committee 

(HRA Art. 34) allowing exceptional further use of data 

without consent by participants.

Example: Researcher contacts person in charge of the 

institutional General Consent (GC) to assess whether 

further use project can be carried out with the use of GC.

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


Next steps

⎻ Review performed with several stakeholders

⎻ Review by JTF biannual global meeting participants

→ ANY COMMENT?

⎻ Implementation on cr-careers.ch and further dissemination via 

newsletters, publication, etc.



Education Platform

Thank you for your attention

Melanie Glaettli Laura Di Petto Aurélie Fayet Caecilia Schmid Andreja Vujicic Zagar

Verena Küppers Claudia Fila Simone Kälin 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)

November 2023



Overview of 3CTN

The Canadian Cancer Clinical Trials Network (3CTN) is a pan-Canadian initiative to improve 

recruitment, efficiency and quality of academic clinical trials

56

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

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

Member Cancer Centres

• 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 Committees provide oversight for 3CTN management and 
support key functions:  The trials Portfolio, Performance, PPI

Governance and Scientific Oversight

• Central support for operations, project management, strategic planning & 
governance and communicationsCoordinating Centre

November 2023



Cancer Centre Site – Research Core Competencies

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

➢ Promote the capacity for high-quality cancer clinical research

➢ 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

57
November 2023



Joint Task Force Core Competency Framework

58

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



Network Approach to Core Competency 
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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
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https://app.powerbi.com/view?r=eyJrIjoiMWM0ZmFjOGUtYTQ5Mi00ZGU1LWI2YTYtNThlNGI3Y2JkNzBkIiwidCI6IjlkZjk0OWY4LWE2ZWItNDE5ZC05Y2FhLTFmOGM4M2RiNjc0ZiJ9


Future 

Directions

• 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

61
November 2023



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

November 2023
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Tertiary Hospital 

Toronto, Ontario. Canada

• Internationally recognized health 

science center

• Affiliated with University of Toronto 

(U of T)

• Leading research institute 

November 2023
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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. 

OCC Clinical Research Program 

- Around 55 staff

- Largest research group within the hospital

NCC

NACC

NACC

NACC

November 2023

Sunnybrook as a NCC (3CTN)
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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

– Identify area (s) of potential improvement for their trial unit

November 2023
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CRP and CR Workforce

• BandAid’ solutions

• Unlike PIs, CRPs are generally 

overlooked as key stakeholders in the 

clinical research ecosystem

• Most CRPs find their way into the 

profession by chance

• Increase in the number and 

complexities in clinical trials

• Few institutional oversight mechanism

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 

The JTF Core Competency Framework—a 
matrix of competency domains that 
objectively define the knowledge, skills, and 
attitudes necessary for conducting safe, 
ethical, and high-quality clinical research

November 2023

https://www.srainternational.org/blogs/srai-jra2/2022/10/14/adapting-the-joint-task-force-core-competency-fram
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Revised Job Titles and Job Description

► Created a mechanism for growth

Data Manager CRA I * CRA II *

Supervisor *

*Protocol   

Activator

Define Professional Roles
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Professional Development Review
• Initiated draft in Summer 2022

• Pilot conducted in Q2 2023

• Revisions being made following the pilot phase – Q3 2023
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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
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Professional Development Review
• Implement across the Odette Cancer Centre Clinical Research Program – Q4 2023

November 2023
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Two level review

• Self assessment

• Review of self assessment by DSL/CTPL (along with Supervisor feedback, as applicable)

Self assessment

✓ Honest assessment 

✓ Self reflect / consider strengths 

and areas of improvement

✓ Personal growth

✓ Self awareness

✓ Opportunity to list goals and 

objectives for the upcoming 

year

Reviewers

✓ Feedback from employee

✓ How employee see themselves 

(team and organization)

✓ Motivation (beyond salary)

✓ Achievements

✓ Growth

November 2023
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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 
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Deploying the JTF framework 
across the world

Arabic Translation
Christine Samara

November 2023



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



Identified the organization for collaboration 

Initial contact & 
agreement with Dr. 
Khalil Qayed.

November – 
December 2022

Translation Plan

Discussed the plan for 
document translation 
& progress with Dr. 
Qayed and Dr. Alosi.

Received preliminary 
draft of 3 domains.

February – April 2023

Translation Phase

Completed the initial 
draft for all domains.

Initial contacts made 
validation phase.

May – September 
2023

Validation / Proof 
reading Phase

Ongoing validation / 
Proof reading Phase

October – December 
2023November 2023



Country Organization / Institution Contributors

Gulf, Levant and 
North Africa

Phoenix Clinical Research Georges Labaki
Racha Aaraj

Lebanon Lebanese American University Dr. Joseph Stephan
Karmen Baroudy

Levant and Iraq Sanofi Dr. Marie-Therese Sawaya

➢ 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 

November 2023



Open Discussion
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Discussion

• Further comments and questions on presentations

• Emerging issues 

• Future issues that the JTF might address

78
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Questions, Comments, Suggestions

14 Nov 2023 ©MRCT Center 79

Carmen Aldinger, PhD
caldinger@bwh.Harvard.edu

Barbara E. Bierer, MD
bbierer@bwh.Harvard.edu

 

Stephen Sonstein, PhD
ssonstein@gmail.com  

Questions and discussion

mailto:caldinger@bwh.Harvard.edu
mailto:bbierer@bwh.Harvard.edu
mailto:ssonstein@gmail.com
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