Instructions and Model Language for Drug Studies 

1. Investigational Use of Unapproved Drug:
If your study involves the  use of an unapproved drug, insert the following text in the Investigational Drug  section of the protocol:

The drug to be used in this study, ____________, is investigational and will be used under IND number ________, which is held by         (name of company)        .  A copy of FDA Form 1572 is attached to this protocol application, and a copy of the Investigator’s Brochure is on file in the Research Review Service, Department of Clinical Investigation.

2. Investigational Use of Approved Drug for an Unapproved Indication
Per FDA regulations, investigational use of an approved drug for an unapproved indication must meet all 5 conditions listed in paragraphs (a)-(e). If your protocol does not meet all 5 conditions, then please refer to paragraph 1. above. If your protocol does meet all 5 conditions, insert the following statement in the appropriate section of your protocol:

This study will be conducted using the drug,                                                        .                          has been approved by the FDA for the following indication(s):                                                                                                                                                                    .  Pursuant to AR 40-7, paragraph 4-12, "Use of an Approved Drug for an Unapproved Indication," this study does not require the acquisition of an IND number from the FDA.  All conditions listed in this paragraph as "a-e" are met by this clinical investigation.  Additionally, Department of Health and Human Services "Investigational Use of Marketed Products" guidelines, dated February 1989, indicate an IND number is not required in the conduct of this study.

                 (a) The investigation is not intended to be reported to the FDA as a well-

controlled study in support of a new indication for use, nor intended to be used for any other

significant change in the labeling for the drugs.

                 (b) The drugs undergoing investigation are lawfully marketed as prescription drug products, and the investigation is not intended to support any other significant change in

the advertising for the drug products.

                 (c) The investigation does not involve a route of administration or dosage level or use in a patient population or other factor that significantly increases the risks (or decreases

the acceptability of the risks) associated with use of the drug products.

                 (d) The investigation is conducted in compliance with the requirements for human use review and informed consent set forth in AR 40-38.

                 (e) The drug is not represented in a promotional context as being safe or effective for the purposes for which it is being investigated.

