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2) FDA, “Decentralized Clinical Trials for Drugs, Biological Products, and Devices Guidance for Industry,

Investigators, and Other Stakeholders”, 2023.5.

Decentralized Clinical Trial(DCT): A clinical trial where some or all of the trial-related activities occur

at locations other than traditional clinical trial sites
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Pink Sheet, “Austrailia Proposes Clearer Labeling For Injectables To Ensure Safety & Efficacy”, 2024.6.14.
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Pink Sheet, “EU Substances Of Human Origin Regulation Set To Pass Final Milestones”, 2024.6.11.

European Union, “Regulation Of The European Parliament And Of The Council On Standards Of Quality And
Safety For Substances Of Human Origin Intended For Human Application And Repealing Directives 2002/98/EC
and 2004/23/EC", 2024.5.15.
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Pink Sheet, “China Sets Clinical Trial Record But Starting Studies Can Be Challenging”, 2024.6.19.
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Pink Sheet, “ICH Q5A (R2) On Biologics Viral Safety: The Changes, Challenges & Opportunities”, 2024.6.25.

ICH, “Viral Safety Evaluation Of Biotechnology Products Derived From Cell Lines Of Human Or Animal Origin
Q5AR2), 2023.11.1.
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