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Problem Statement

ANALYZE: Root cause analyses (RCA)

Clinical trial activation at a matrix cancer center requires complex processes with
multiple stakeholders. The median trial activation time in 2021 at Sylvester was 226
calendar days, which exceeds our target of 90 days. To achieve this goal, we examined
the trial activation process using a Lean Six Sigma process improvement project.

IMPROVE: Action plans

We met with subject matter experts (SMEs) to conduct the RCA and identify pain
points. We used process improvement tools such as brainstorming, multi-voting, and
the Five Whys to guide the SMEs through the analysis.
Example: Brainstorming – Activation Checklist

Goals
The overall goal is to reduce Sylvester’s trial activation time to a median of fewer than
90 calendar days, which represents a 48% reduction from our 2021 median.

DEFINE: Current state
The deliverable was a value stream map (VSM), which provides a holistic view of our
current state process by visualizing the movement of a trial from start to finish. The
VSM depicted our current state, which involves 13 process blocks across the trial
activation process.
Example: VSM Portion of Activation Checklist

Example: Five Whys Root Causes – Activation Checklist

MEASURE: Baseline with timeline
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Through an analysis of our current state performance metrics, we identified multiple
focus areas for the root cause analysis (RCA) phase:
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We collected 25 pages of improvement ideas from SMEs which equaled 179 individual
ideas. These ideas showed distinctive patterns in the suggestions submitted to the
project team. Improvements in communication, training, and standard operating
procedures (SOPs) and workflows comprised more than 50% of all suggestions across
the focus areas.
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CONTROL: Future Directions (PDCA)
Sylvester plans to continue its process improvement efforts with the implementation
of projects that are categorized as quick wins in the Impact-Effort Matrix. This
implementation will use the Plan-Do-Check-Act approach to stimulate continuous
improvement and to reduce activation times to a median of 90 calendar days.

