The Seton Clinical Research Steering Committee: FAQ
1. What does the Clinical Research Steering Committee (CRSC) do?

a. The CRSC is responsible for reviewing the operational impact of a study on the Seton network. The CRSC review includes (but is not limited to) resource utilization, study feasibility, financial impact, and legal implications. 
2. How is the CRSC Review different from an IRB review?
a. An IRB is responsible for protecting the rights and welfare of human subject study participants. Every decision that an IRB makes is driven by their mission to protect research participants from undue harm. The CRSC, however, represents Seton and is responsible for determining what impact a study will have on the network. Like an IRB having to examine the risk-benefit ratio for a study subject, the CRSC serves a similar function by reviewing the risk-benefit ratio for the institution. 
3. What are the different levels of CRSC review?
a. Studies will be assigned either one of two level reviews. The first level is called “Fast Track”. Fast track studies are low risk and expected to have minimal impact on the network. “Full Committee” requires review by the full committee before voting on approval. 
4. How does CRSC determine the level of risk for studies?  
a. Because the CRSC reviews studies from the institutional perspective, the potential risk involved with a study goes beyond study participants. Risk is examined from a variety of perspectives including, but not limited to, legal, data sharing, HIPAA, patient safety, and finance. Studies that pose a high level of risk in any service areas or departments impacted by the study are typically required to follow the Full Committee review pathway. 
5. Where can I learn more about the CRSC?
a. Please visit the Seton Office of Research Administration homepage at www.seton.net/research . Under the link titled “Clinical Research Steering Committee Forms” you can find submission requirements and a list of some of the areas the CRSC reviews. 
6. What is the purpose of the new forms?
a. The new forms and budget template are intended to facilitate a more streamlined review process and ensure as much information about the study is captured before final submission. 
7. Will the new forms be required for every submission?
a. No. Studies that do not impact individuals or service areas outside of the research staff AND have no expected cost will not need to submit study feasibility documents or a budget. Please contact Natalie Welborn, Clinical Trials Specialist, for assistance in determining whether or not your submission will require a budget and whether or not the study feasibility process will need to be completed.  The Procedure List is intended to be used as a tool to help in preparation of the study budget. The study feasibility documents are required, but only for studies that will impact other Seton service areas. 
8. On the CRSC submission form, when does the section titled “Automated Databases and Electronic Databases” need to be filled out?
a. This should be completed if your study will require you to use any Seton database to collect data. Specific examples are Compass or DSS. Essentially, we want to know where you will be finding your data and who will be accessing it. If a study will require the purchase of new software or hardware not currently available to you or will require a sponsor’s software to go through a portal on the Seton network, this should be indicated on the form. 
9. Who is required to be listed under the Non-Physician Credentialing section on the CRSC Submission form?
a. This section pertains to all non-Seton employed research personnel participating in a study. Please contact our office at 512-324-7991 option 2. 
10. How many copies of documentation do I need to submit for the CRSC review?
a. The CRSC submission requires 2 complete packets. The documents required for your submission varies study to study. For instructions and a complete list of documents, please review page 1 of the CRSC submission form. 

11. What is the objective of the Patient Load Form?
a. The purpose of the Patient Load form (PLF) is to provide a means of communication for the Investigator or Research Coordinator to inform the Seton Office of Research Administration (ORA) that a study participant has been treated at a Seton Hospital/clinic or facility.  This communication(the PLF) provides the ORA with the pertinent details regarding the services provided and tells us that the services were either standard of care only; a combination of standard of care and research; or research-related only.  This office uses that communication (the PLF) to support audits of billings and/or patient records and allows us to code patient accounts appropriately and insure that research services are billed to the investigator or sponsor and not to insurance payers.  A PLF is absolutely necessary for each study participant treated in Seton facilities.
12. How do I access the Patient Load Form?
a. Seton employed coordinators and researchers can access the PLF on-line via a secure link to the Clinical Research Steering Committee SharePoint site. External research personnel can find a printable version of the form on the Clinical Research website. Please contact the ORA for assistance with submitting the PLF. 
13. Are there any resources in the ORA to help with contract review?

a. If you are a Seton employee or and external researcher wishing to conduct a study at Seton, please contact the ORA contracts manager Estrellita Doolin at 512-324-7991, option 4 . Please note, non-disclosure agreements are not routed through the ORA. Please contact the Network Contract Management office at 512-324-1000 x 85629. 

