Monday Morning Practice Pearls #73

What needs to be done for a monitoring/audit visit and who is responsible?

It depends on the protocol and the sponsor.

e Office of Sponsor and Regulatory Oversight (OSRO) oversees all CCR-sponsored protocols, and the
Sponsor Regulatory Oversight and Support (SROS) is the group that monitors CCR-sponsored studies.

Industry-sponsored studies may use in-house monitors or work with a Contract Research Organization

(CRO) to provide monitoring, depending on the sponsor/pharmaceutical company.

Audits for CTEP-sponsored studies (including NCI Network audit: ET-CTN, NRG Oncology, Alliance, etc.)
typically will have multiple protocols across different teams being reviewed at a visit.

All other non-IND/IDE protocols conducted in the CCR do not have sponsors but may have audits done

by OEC or designee (e.g., ASRC) as part of the CCR Quality Management Program.
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Please make sure that OEC is notified about all industry sponsored monitoring/audit visits. SROS and ASRC will
typically include the QA mailbox (which includes OEC) when sending confirmation emails about visits.

For more details, please review the following CCR SOPs found on the CCR SOP website

e PM-13: Industry-Sponsored Studies Monitoring and Audit Visits

e PM-13a: Center for Cancer Research Sponsored Studies Monitoring and Audit Visits

e PM13b: Monitoring and Audit Visits by ASRC (Arctic Slope Regional Corporation)
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https://forms.office.com/Pages/ResponsePage.aspx?id=eHW3FHOX1UKFByUcotwrBppP1ZL_BpxHicNs1cJm0lVUNjJUSFlLRFdURzc5OURWWEVBSVM5R0xZVCQlQCN0PWcu
https://ccrod.cancer.gov/confluence/pages/viewpage.action?pageId=73203825#CCRPolicies/StandardOperatingProcedures(SOPs)-PM

