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T U.S. Food and Drug Administration. FDA Statement on New Strategies to Modernize Clinical Trials. March 2019.
2 Tufts Center for the Study of Drug Development. Impact Report. Volume 20, Number 4. July/August 2018.
¢ U.S. Food and Drug Administration. Remarks by Commissioner Stephen Hahn, M.D., June 1, 2020.
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4 ScienceDirect. 2017. One and done: Reasons principal investigators conduct only one FDA-regulated drug trial.
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5 Good Clinical Practice Network. Chapter 8: Essential Documents for the Conduct of a Clinical Trial.
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¢ Integrated Addendum to ICH E6 (R1): Guideline for Good Clinical Practice E6 (R2) 2016.

7 Lamberti, Mary Jo. Tufts Center for the Study of Drug Development Impact Report. March 2018.

8 Applied Clinical Trials. The Need and Opportunity for a New Paradigm in Clinical Trial Execution. June 2018.

9 Informa Pharmalntelligence. COVID-19 and the impact on the clinical trial space. May 2020.
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1 BioSpace. Site Contracts from Weeks to Months: Results from KMR Groups Site Contracts Study. August 2016.

" Informa Pharmalntelligence. COVID-19 and the impact on the clinical trial space. May 2020.

2 Lamberti MJ, Wilkinson M, Harper B, Morgan C, Getz KA. Assessing Study Start-up Practices, Performance, and Perceptions Among Sponsors and
Contract Research Organizations, Therapeutic Innovation & Regulatory Science, DOI: 10.1177/2168479017751403 tirs. sagepub.com
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'3 Integrated Addendum to ICH E6 (R1): Guideline for Good Clinical Practice E6 (R2) 2016.
4 Dagalur, Srini. Specialist Leader, Life Sciences for Deloitte Consulting. CTMS: What You Should Know. Applied Clinical Trials. March 2016.
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