






Research determination process 

 Developed by KP’s National Compliance in 

Research Support Program (Eric Garcia) 

 In KP Northern California, a physician with 

research background is the Research 

Determination Official 

– Receives training and compliance oversight 

 Separate from IRB 







Case study 1: Medication monitoring 
system 

 Feasibility project to test whether KP data     
can be used to prospectively monitor new 
medications for previously unknown or 
uncommon adverse events 

 Using weight loss medications as a test case 

 Objective: Determine whether KP should 
develop a system for routinely monitoring drug 
safety 

Beth McGlynn 













Lessons learned at Kaiser 
Permanente 

 Ambiguity in regulations can lead to 
disparate interpretations 

– We often aim to produce generalizable 
knowledge 

 Training is important; calibration is key 

 Leave time for iteration 

 Experience may improve our efficiency 




