JHS Review: Compliance Checklist

1. Ensure consistency across study documents (Agreements, ICF, protocol, budget, Medicare Coverage Analysis document, JHS Calendar).
2. Review of Informed Consent Coverage Language and Contract Coverage Language to be consistent (drug/device).
3. Address inconsistencies in ICF and protocol regarding Medicare secondary payer rule.
4. Review IRB approval status, involvement of JHS study team, and modification affecting JHS cost/resources.
5. Validate participant identification procedures at JHS (recruitment strategies at JHS).
6. Contacts: involvement of JHS employee’s effort in the study.
7. May request financial analysis for specific procedures.
8. Amendments: Financial status of the studies already approved and meeting JHS policies.
9. Reviews if registry/database studies have specific objectives and number of charts requested for review (i.e 10,000 charts)
10. Reviews funding source vs sponsor name.
11. NCT# verification 


