GCRC Application Checklist
Documents Required at time of application:

___ Application Form

      ____  Section I: General Information

      ____  Abstract

      ____  Budget requested of the GCRC ( may be omitted for the industry sponsored 



protocols- a budget will be developed by the Nurse manager after protocol 


orientation- this budget may be requested in advance if desired)
      ____  Protocol Narrative (5 page limit)

      ____  Protection of Human Subjects  (1-4)

      ____  Total Enrollment Demographics ( table)

      ____  Inclusion of Women, Minority and Children

      ____  Future Plans

      ____  Justification for the use of the CRC

      ____  Justification for Category Selection

      ____   References

___ Signed Data Safety & Monitoring Plan (template)

___  Full protocol (required for industry sponsored and recommended for all other protocols)

___  Investigator brochure (industry sponsored protocols)

___  Budget submitted to funding agency and/or the Office of Sponsored Projects (personnel 
section can be obliterated) 

___  Consent and HIPAA forms (may be submitted to but not approved yet by the IRB)

Documents required prior to initiation of protocol, if approved:
___ IRB approval letter

___ Stamped, signed consent forms

___ Stamped and signed HIPAA forms or waiver

___  Approval letter from Memorial Hermann Hospital if conducting research on the GCRC unit 
or using ancillary services

___ Copy of FDA approval if held by the investigator

___ Copy of the contract with the industry sponsor

___ If an investigator- initiated protocol that is funded by an industry sponsor, provide proof that 
it is investigator initiated.  This can be an application, email, or other correspondence. 

___  Certificates of human subjects training for all investigators and staff listed on the DSMP.
