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Not sure that this is as big a problem as they report it to be, and I am particularly concerned that many medications are safe in children under age 6 despite a lack of published studies. Periactin is my favorite example. Drug companies will not sponsor research in this area because there is little profit to encourage use of safe drugs which are generic. Handed out journal club info today. More to follow. --wmr

Phenergan (promethazine) is now contraindicated in children younger than 2 years because of possible fatal respiratory depression and should be used cautiously in other pediatric patients, according to a new black box warning recently requested by the Food and Drug Administration (FDA). The agency requested that the black box warning be added to Phenergan's label after a review of the drug's pediatric adverse events. In a Jan. 21 letter to physicians, Wyeth Pharmaceuticals, maker of the motion sickness/nausea drug, reported that postmarketing data for Phenergan tablets and suppositories revealed cases of respiratory depression, including deaths, in patients younger than 2 years. Respiratory depression was reported after administration of a wide range of weight-based doses of Phenergan in this younger pediatric population, according to the letter.

In patients older than 2 years, the black box warning recommended using the lowest effective dose of Phenergan. It also advised against prescribing Phenergan with other drugs that have a respiratory depressant effect. For more information, go to http://www.fda.gov/medwatch/SAFETY/2005/Phenergan_PI.pdf.

