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OBJECTIVE:

To describe the procedures to follow if a Principal Investigator requests Treatment Use Approval

BACKGROUND:

“Treatment Use” is described in the federal regulations to facilitate broader availability of promising new therapies to desperately ill patients as early in the development process as possible.  Under these regulations, patients faced with a serious or life-threatening disease/condition for which no alternative exists may receive investigational therapy outside of the controlled clinical trial.  

Treatment Use may be considered when:

1. The drug/device is intended to treat or diagnose a serious or immediately life-threatening disease or condition

2. There is no comparable or satisfactory alternative drug/device available to treat or diagnose the disease or condition in the intended patient population.

3. The drug/device is under investigation in a controlled clinical trial for the same use under an approved Investigational Device Exemption (IDE) or Investigational New Drug (IND) application, or all clinical trials have been completed; AND

4. The sponsor of the controlled clinical trial is pursuing marketing approval/clearance of the investigational drug/device with due diligence.

Investigator Information on Treatment Use of Devices
Investigator Information on Treatment Use of Drugs/ Biologics
PROCEDURE:

1. The Principal Investigator either through the sponsor or directly with the FDA must obtain a “Treatment Use IND/IDE”  

2. The Principal Investigator would then submit a new protocol application to the IRB-HSR following procedures outlined in AG 3-3.

3. Two exceptions to  AG 3-3 will be allowed for a  Treatment Use protocol by the IRB-HSR:

· The IRB-HSR will allow concurrent review of the protocol by the PRC and the IRB-HSR. 

· The investigator needs to answer the questions in protocol builder, however, he/she may submit the sponsors protocol in place of writing the protocol following the IRB-HSR protocol template.  The consent form, however, must be written using the IRB-HSR template created with Protocol Builder.  

DOCUMENTATION:

In addition to documentation required in AG 3-3, the IRB-HSR file will contain the Treatment Use IND/IDE # from the FDA. 

REFERENCES:

21 CFR 812.35/36 Treatment Investigational Device Exemptions

21CFR312.34 Treatment Use of an Investigational New Drug

