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All relevant phone numbers (e.g., CRA, Central Lab, IXRS/IRT)

Protocol, Amendments, Investigator Signature Pages, Medpace/Sponsor communications clarifying
protocol items, etc.

IBs and addenda

Master Investigational Product Log

Copies of packing lists signed by site, prints of IXRS/IRT confirmation of receipt, any other
documentation that accompanies the shipments

Instructions, forms, airway bills, confirmations

Individual subject investigational accountability logs template. Note: Only file “Subject Accountability
Logs” here if they are not filed in the subject's source document.

Temperature logs, printed logger readouts, instructions for temperature loggers, etc.
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