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[bookmark: b1_3_1_1]1.12.2	REQUEST TO CHARGE FOR CLINICAL TRIAL
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 provide justification for and request permission from FDA to charge for an investigational drug in the clinical trial setting. In accordance with 21 CFR 312.8, sponsors must fulfil certain criteria to provide justification for charging for investigational drugs. The justification must provide evidence that: 
· The drug has potential clinical benefits over available products 
· The clinical trial data is essential to establishing safety and efficacy of the drug to support initial approval or significant labelling change
· The drug cost is prohibitive, such that the clinical trial cannot take place without charging
Once submitted, the sponsor must have written authorization before charging clinical trial participants [21 CFR 312.8(a)(3)] and must justify the amount to be charged. Only direct costs are recoverable by the sponsor. Direct costs are those that can be specifically and exclusively attributed to providing the drug for investigational use and are certified by an independent accountant. See the FDA Guidance document Charging for Investigational Drugs Under an IND: Questions and Answers Guidance for Industry for more details.
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