Clinical Research Collaboration Experts (CIRCLE)
[bookmark: _GoBack]Considerations for Expanding Clinical Research outside of OHSU
· Acceptance by the community: Will the community hospital, clinic, and/or general public be interested in accepting the project? 

· Time: The process to engage in a partnership with another site or organization can take time. It is best to reach out to organizations as early as possible to allow enough time for conversations and any adaptations that might ben requested to be included in the project plan. 

· Infrastructure/equipment: Does the site have the necessary equipment, resources, space etc. to conduct the research? For example freezers or dry ice. 

· Additional requirements for on-site staff: If OHSU staff will go to another site to conduct a portion of the research, OHSU employees may be required to complete additional paperwork and training (e.g. Off Campus Authorization, drug testing, vaccination documentation, trainings or other attestations).   

· Billing: Non-OHSU sites will need to determine how to bill for research services. This may include determining what (if any) research rates are available, how orders will be placed, and how invoicing or bills will be sent to the research team. Depending on the site and the relationship with OHSU, these options could be completed in a variety of ways. Discussing this early in the process is best.  

· Shipping: If materials need to be sent to or from the site those details need to be ironed out. Do staff need to be trained in shipping dangerous or biologic materials? What carrier will you use and how will the costs be billed? Is dry ice needed and available?

· Effort: You may need to provide effort (PI, coordinator, both) to support activities at other sites. 

· Additional costs: Be prepared to consider additional costs when engaging with an external organization or partner. Do not assume research is within their typical scope of practice or community work. Research rates may not exist or be different from rates at OHSU. 

· Regulatory/legal: Depending on the project there may be additional regulatory steps or legal agreements needed for your project. These will contribute to a longer time for startup. 

· Data management/sharing: Consider how study data will be shared and tracked. Not all software solutions are available/allowable for studies involving external entities.

· Accounting for Disclosures: If Protected Health Information is being released from one entity to another, researchers may need to develop Data Use Agreements or otherwise account for those disclosures. It should be determined early on, who is accountable and how those disclosures will be completed.   

· MD Privileges/Licensure: If orders need to be placed at the partner institution considerations need to be taken into account regarding who will write the orders and if the appropriate privileges and licensure to practice at that organization and in that state is in place. Information about licensure can be found on the OHSU Telehealth webpage.  
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