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The purpose of the G-12 is provide a brief overview of the drug when there is little information that can be obtained from the usual sources such as the PDR or Micromedex.  It is directed at the caregivers who may not be familiar with the research protocol, especially staff who may be seeing the patient on an emergency basis. 
The goal is to have all the information on one side of a single page, although that may not always be possible.

A G-12 form is required when:

· The drug is investigational (i.e., not on the market in the US)

· The drug is currently marketed in the US, but the dose, use, or route of administration are not similar to the FDA-approved dose, use, and route.  For Cancer Center protocols, as long as the drug is approved for the treatment of any type of cancer, a G-12 form is not needed to study another type of cancer unless the dose and route of administration are different.    


· The “drug” being tested is an herbal or natural product (e.g., gingko, DHEA) because the products are not regulated by the FDA. 


Generic name vs Trade:  The trade name is also called the brand and it is capitalized.  The generic name is not capitalized.
Other names:  numbers or code names

Drug class:  brief phrase 

Use:  the use in the protocol being submitted
Site and Mechanism of Action:  this should relate to what the drug is being used for in this protocol.

Interacting drugs:  describe the nature of the interaction, such as increased serum levels of the test drug, increased toxicity, etc.  For drugs with CYP interactions, you can site the following web site: http://medicine.iupui.edu/flockhart/table.htm.
Adverse Effects:  Be brief. Use medical terminology. Avoid duplication. Do not refer to the investigator’s brochure, since that is not likely to be available to the caregiver.  In addition to the most frequent adverse effects, the uncommon but serious adverse effects should be included.
Toxicity Management:  Indicate whether there is a specific antidote.  Most of the time there will not be one.  Most of the time, standard supportive care will be used.  Do not include the specific monitoring or dose modifications in this section.
References:  Should be journal articles or abstracts that can be accessed by the caregiver (available in the library or on line). Include the title of the article. Do not list the investigator’s brochure or the protocol itself as a reference, as these documents are not readily accessible to on-study caregivers.  The references should apply to the use of the drug in this protocol.
