Travel Medicine Clinic Informed Consent
Use of Mefloquine as an Anti-Malarial Agent

Based on current CDC recommendations and your individualized risk-benefit medical assessment, your provider has recommended Mefloquine as a prescription medicine to minimize the likelihood that you will acquire a life-threatening infection from malaria during your upcoming travel.  Your provider has also discussed with you that Mefloquine in 2013 received an FDA Black Box Warning Label.  An FDA Black Label is a warning from the Food and Drug Administration that the agent has been associated with adverse events, and that prescribers and patients need to be fully-aware of these possibilities.  The use of Mefloquine has been associated with adverse neurologic or psychiatric adverse events in at least 3-5% of individuals.  Most commonly, these include vivid dreams or nightmares, lightheadedness, dizziness and a feeling of fuzziness in thinking.  More serious neurologic and psychiatric issues, including ear-balance issues and psychosis, have also been reported in individuals who have taken Mefloquine, although causality has not been established.  Mefloquine should be used with extreme caution or avoided by individuals with pre-existing psychiatric or neurologic conditions, including seizures, neuroses, depression, anxiety, sleep disturbances, ear or balance problems, or psychosis.  It should also only rarely be used in individuals with certain cardiac rhythm issues.  Despite these adverse events, Mefloquine still has a place in preventing life-threatening malaria in some travelers.  We currently do not have a vaccine for malaria, and thousands of individuals in the United States each year are diagnosed with malaria after international travel and some of these people die from malaria.  To a large extent, these individuals did not take or did not adhere to correct malaria chemoprophylaxis.  At present, of all currently available agents, Mefloquine has the best balance of effectivenness and safety track record for preventing malaria in pregnant women who are deemed at risk of malaria.  Other agents are either much more dangerous during pregnancy, do not work to prevent malaria, or have unknown safety profiles in pregnant women.  At present, the CDC still recommends that pregnant women traveling to areas at risk of malaria resistant to Chloroquine take Mefloquine, balancing its ability to protect both the mother and the baby from life-threatening malaria and its use among this population for the last 30 years.  Mefloquine is also considered a front-line treatment for many children traveling to malarious areas of the world, since it is administered weekly, as opposed to the other agents that require daily administration, which can be problematic in young children.
By signing this form, you agree to receive a prescription for Mefloquine, recognizing that Mefloquine is an FDA Black Label agent and that the label states that adverse events including neurological or psychiatric events can occur, can be severe, and (per the Black Label Warning) may be permanent.  Please recognize that the decision to take malaria chemoprophylaxis is your individual decision, weighing your individualized risk-benefit, and that your provider will attempt to recommend the best medicine for you.  Please also note that if you are concerned regarding the safety of malaria chemoprophylaxis and the risk of travel that an alternative is to alter your trip to minimize or remove your risk of malaria.
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