What are the Principal Investigator’s responsibilities?
Principal Investigators (PI) are responsible for:

· Ensuring appropriate billing according to the payor coverage limitations and rules;


· Ensuring that the clinical trial agreement and the coverage analysis/budget grid, clearly articulates which clinical items/services required by the protocol are funded by the sponsor or grant;
· Ensuring that the Informed Consent Document (ICD) correctly reflects which clinical services are routine care/standard of care (SOC), which items/services the subject is financially responsible for, and which items are provided by the sponsor;

· Ensuring consistency between the ICD and the clinical trial agreement (CTA)/budget with regards to sponsor funding and patient financial responsibility.(Including responsibility for treatment for research related injury);

· Documenting on the Coverage Analysis Form what clinical services a subject would have received if not enrolled in the trial (i.e., which services are SOC);

· Ensuring there is proper oversight and monitoring procedures in place within the research staff for the billing of clinical services provided under the clinical trial;

· Registering trials at http://www.clinicaltrial.gov  if the sponsor has not already done so; and,
· Obtain permission from the fiscal intermediary/carrier to bill Medicare for device trials. To reduce the amount of information you are required to submit, please send the following inquiry to National Government Services electronically prior to submitting a request for authorization.

Send email to: ngsmedicare.com
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