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OBJECTIVE
The fast-track initiative aims to activate 
clinical trials within 60-90 days from Protocol 
Review and Monitoring Committee (PRMC) 
submission. This is achieved through 
optimized workflows, parallel processing, 
streamlined communication tools, and 
enhanced stakeholder coordination. By 
identifying and mitigating common delays, 
the program accelerates the transition from 
site selection to patient enrollment.

INTRODUCTION
Efficient clinical trial activation is crucial for 
timely patient access to innovative therapies 
and maintaining a competitive research 
environment. However, activation timelines 
are often prolonged due to regulatory 
approvals, budget and contract negotiations, 
and administrative bottlenecks. Downstream 
consequences include increased expense, 
suboptimal accrual, move of clinical trials 
overseas and delayed availability of 
treatments for patients.1  To address these 
challenges, the fast-track pilot program was 
initiated to streamline activation for select 
studies while ensuring compliance and 
quality standards. 

METHOD

Figure 1. Pre-Planning Process for Fast-Track Study Activation.

Figure 2. PDSA (Plan-Do-Study-Act) Cycle for Optimizing Fast-Track Study Activation.

RESULTS
Since implementation, eight (including seven industry-sponsored) studies have completed the fast-track 
process, achieving a median activation time of 83 calendar days, an improvement from the previous 
median of 147 calendar days in 2023 (and compared to 181 for industry-sponsored studies). 
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CONCLUSION
The fast-track process has significantly reduced 
median study activation time positioning the site as a 
leader in activation and enrollment. Success depends 
on close coordination between the sponsor and study 
team, with delays often stemming from misalignment. 
To maintain progress, timely informed consent and 
budget reviews, early FDA approvals for investigator-
initiated studies, and advance site initiation visit (SIV) 
scheduling are essential. Continued adherence to 
these practices will support faster access to life-saving 
treatments.
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Figure 3. Highlights the median and average time to activation for the studies that entered the 
Fast-Track program.
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Figure 4: Overall time to activation per year. 

[*] Figure 5: Fast track timeline for Multi Precision Oncology Program (MPOP) Disease Oriented Team.
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