
Drug and Agent Fact Sheets
Instructions and Special Considerations
A. References: The information sheets included with the FOG are current as of 1/2/2019.  They are approved for use by the CDC and FDA.  The information sheets include information for Anthrax and the antibiotics.  The antibiotic information can be used for Plague or Tularemia as well but there is not currently an approved fact sheet for either of these diseases. \
B. General: All Fact sheets are available in PDF but they should be accessible to add I local contact information.  The specific content as it relates to the Drug or Agent should not be edited.
C. Special Considerations: 
1. Drug Fact Sheets are FDA approved:  In the event of a bioterrorism event where prophylactic medications are utilized in an off-label manner the CDC will request an Emergency Use Authorization (EUA) from the FDA.  Part of the EUA will be specific Drug fact sheets.  These fact sheets are pre-approved, but the FDA may issue updates in the time of an event.  If an update is issued it needs to replace the version being used as quickly as reasonably possible.  
2. Pill Crushing Instructions and Children: A number of issues have come up because of the need for an EUA in an Anthrax event and the decisions made by the FDA that affect people who would normally be given Doxycycline but who cannot swallow pills. 
a. Circumstances: 

i. The FDA does not authorize the crushing of, or use of crushing instructions for, Ciprofloxacin due to the “unpalatable nature of the medication”.

ii. There will not be sufficient Doxycycline suspension available to include this substance as a planning option in a mass prophylaxis campaign.
b. Resulting Issues:
i. Children under the age of 9 who can not swallow pills will need to be giving Doxycycline and the Doxycycline Crushing Instructions (FDA approved)

ii. Adults who can not swallow pills will have to be given Doxycycline and Crushing instructions.  This is an issue if the adult also has an allergy to Doxycycline.
