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Protocol Development

The time spent on review and re-review is well spent
Utilize resources (AHLRQ Learning Communities)
Have clear expectations of prospective partners
Have flexible schedules
Be proactive in obtaining feedback from members and 
funding sources
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Protocol Implementation

Partner with sister academic institutions to reduce IRB 
delays
Develop innovative ways to identify patients 
(databases)
Have experienced staff for the particular disease area
Use multiple training modalities, bring staff together 
to one location for training



5

Regulatory Procedures

Ensure an adequate and well trained staff
Make sure the protocol is “Clean”
Develop a director of IRB’s and get to know their 
members
Understand the sponsor’s needs and educate the IRB
Use a central IRB for the network’s domestic sites
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Communication Barriers

Utilize new modes of communication 
Eliminate unnecessary communication, have a regular 
meeting schedule, have a follow up protocol
Identify communication preferences and the time 
required for participation
Create alternative hours for centralized staff to 
accommodate different time zones



7

Quantitative Results

Site identification
Recruitment policies
Protocol development
Infrastructure support
Regulatory procedures
Site monitoring
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Best Practices

Site identification and recruitment
Staff and investigator qualifications 
Competition versus recommendations

Protocol development
Standardize
Simplify
Replicate
Trim the fat
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Best Practices

Infrastructure support
Robust information technology
Picking the right technology

Regulatory procedures
Site monitoring

Local relationship with the site
Aligning incentives (win-win)
Adopt existing successful models
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