Process Improvement in Clinical Research
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Using Lean Thinking and Six Sigma application

Background:

· Clinical trials are the most costly and time consuming component of drug research and development cycle

· 32 strong, leading clinical research lab in Ontario.

· Linked with research labs in Europe, USA and now setting up labs in Asia to conduct clinical trials in all regions required by the Contract Research Organization (CRO) and or the Pharmaceutical companies

Business Driver
· To increase capacity in the lab to meet increasing customer demand and still maintain the world class research lab status

Approach

· Apply lean & Six Sigma thinking to the clinical research process

· Develop better understanding of the critical customer requirements

· Educate and coach the lab team on “Process Thinking” mindset

· Identify process steps that provide maximum value to customer

· Remove waste from all the process steps in the clinical trial process

· Integrate functions to reduce handoff delays and improve turn around cycle times

· The major processes in clinical research are:

1. Design the clinical trial process with CRO or Pharmaceutical client

2. Run the clinical trial process

3. Work with monitoring bodies during the trial

4. Compile the trial results and transmit the data to client, CRO etc

· The current process improvement project did focus on sub processes 2, 3 and 4.

· Steps in the process improvement journey

· Create the process map to identify the various loops and the delay points that impact the process turn around time

· Quantify the metrics (queue time, queue quantity, rework cycles etc)

· Isolate causes of variation that adversely impact the process time (patient recruiting indeed was a major source of variation and had adverse impact on clinical cycle time)

· Eliminate or reduce non value added activities that hinder the process flow

· Established a process dash board that tracks process performance against pre determined metrics to drive corrective action

Results
· Patient recruitment cycle time reduced by 48%

· Rework reduced by 32%

· Clinical research cycle time improved by 41%

· Team work greatly improved

· Space and walking by nurses reduced by 28%









