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HOUSE CONSERVATIVES: FDA MAKES SENSIBLE DECISION ON MORNING-AFTER PILL
Washington, D.C.- Rep. Mike Pence (R-Ind.), Chairman of the House Republican Study Committee, and Rep. Joe Pitts (R-Pa.), Chairman of the Values Action Team, said today that the Food and Drug Administration made a sensible choice in deciding that it needs more information and public input before allowing over the counter sale of the morning-after pill "Plan B" to minors.  The FDA announced its decision on Friday afternoon.
“The FDA made a sensible decision in this case,” Pitts said.  “This drug was improperly approved for prescription use in the nineties.  Today, the FDA is asked to make another improper choice in approving sale of the drug to minors over the counter without parental consent or doctor supervision.  It's irresponsible to put such a potent drug into the hands of anyone, let alone minors, without a doctor's supervision.  Given the political pressure from the left on the FDA, I think the agency made a sensible and courageous decision in seeking more input.”
“The FDA has acted in the best interest of young women across the nation,” Pence said.  “Allowing the potent morning-after pill to become as accessible to our nation’s youth as bubble gum or hairspray poses a serious health risk to minors and I’m pleased to see the FDA make this common-sense decision.”

Background

The "Pediatric Rule" requires the FDA to gather information on each age group that will be affected by any drug that is pending its approval.  According to the FDA, a waiver to this rule may be granted only in cases where it can be proven that the effects of the drug on an adult would be similar to the effects on a younger population.  

Plan B can contain as much as eight times the daily hormone dose of the traditional birth control pill.  The effects of these hormones on the development of a young woman would be very different than the effects on an adult woman.  However, the Clinton Administration granted Plan B a waiver from the Pediatric Rule, despite studies showing that patients under age 16 did not understand the purpose of the drug or its proper use. 

On May 6, 2004, the FDA refused to make "Plan B" available over the counter based on the insufficient data regarding its affect on children under the age of 16.  On July 22, 2004, Barr submitted a new application for the morning-after pill.  The new proposal would allow girls and women age 16 and older to buy the drug over-the-counter, but girls 15 and younger would still need a prescription. 

On July 25, 2005, forty-six Members of Congress wrote to FDA Administrator Michael Crawford saying, "We ask you to weigh the serious implications of allowing children access to a powerful drug without the knowledge of their parents or family physician, the very people who are most familiar with the minor's health needs and history.  Even under this bifurcated approach, there would be no assurance that the parents of a girl as young as 16 would have any knowledge of the powerful drugs she is taking or the risky behaviors she is engaging in.  Because of the important safety concerns and lasting heath effects on young girl's body, we believe it is essential parents are involved in these decisions."
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