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Delete this explanatory text prior to submission. When edits are complete, convert this document to a PDF, following the guidelines available in PDF Specifications (published September 2016).
Use this page to show a sample of the drug product label that will be provided to each investigator, as well as any diluent or placebo labels, as applicable. Labels should contain details such as: Product Name, Product/Lot Numbers, Contents, Manufacturer, Concentration, Storage Conditions, Date of Manufacture, Expiration Date. IND product labels must also contain the Caution statement required by 21 CFR 312.6(a), stating “Caution: New Drug-Limited by Federal Law to Investigational Use”. If the drug product contains autologous cells, the label must state “FOR AUTOLOGOUS USE ONLY” in accordance with 21 CFR 1271.90(c)(1). The label must also state “NOT EVALUATED FOR INFECTIOUS SUBSTANCES” in accordance with 21 CFR 1271.90(c)(2), unless all applicable screening and testing has been performed. 
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