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Comments on ulipristal acetate 30 mg to the U.S. Food and Drug Administration Advisory Committee for Reproductive Health Drugs

Dear Dr. Carson:
As women’s health advocates, we are encouraged to see the continued development of contraceptive options that help women prevent unintended pregnancy. Toward this end, the undersigned organizations are writing to support the approval of ulipristal acetate 30mg, also known as ella, as an emergency contraceptive (EC) product. The clinical trial data clearly shows that ella is safe and effective to prevent pregnancy for women up to 120 hours after unprotected sex or contraceptive failure. 

There are roughly 3.1 million unintended pregnancies each year in the United States.  Just over half of these occur among women who are using a regular method of contraception.
 Despite the many pregnancy prevention options women have to choose from, none are 100% effective. Sometimes, a woman needs a backup birth control method – a condom breaks or a woman forgets to take her pill.  There are also cases when sex is unplanned, or unfortunately, unwanted.  Emergency contraception is an important tool for a woman to control her fertility and tailor family planning for her particular circumstances.
We know that women are increasingly aware of EC as an option to reduce the risk of pregnancy after unprotected or under-protected intercourse. According to recent data released by the Centers for Disease Control and Prevention, the percentage of sexually experienced women who had used emergency contraception at least once increased from 4% in 2002 to 10% in 2006–2008. 
  And while those numbers are encouraging, the unintended pregnancy figures tell us a gap remains. 

We do not believe technology holds all the answers, but having two types of safe and effective emergency contraception will increase the likelihood that a woman can access a product that works for her situation. By reducing – if not eliminating entirely – the need for a prescription for levonorgestrel emergency contraception, the Food and Drug Administration (FDA) has given many women a chance to act quickly after contraceptive failure or unprotected sex. In the absence of insurance coverage for over-the-counter products, having another EC product available may help even more women utilize EC in the event they need it. That is, if the product is covered by public or private insurance, women with financial constraints can more easily obtain it without having to pay $40-$50 in out-of-pocket expenses. A new product may also encourage conversations between women and their health care providers about the range of options available to prevent pregnancy, including the idea of having a back-up method on hand. 
We also welcome the introduction of an EC product labeled for use five days, or 120 hours, after unprotected sex or contraceptive failure. While evidence shows continued, but declining levels of efficacy up to 120 hours for levonorgestrel emergency contraceptive products
, this information may not be common knowledge to a consumer who would benefit from an expanded timeframe in which to obtain the product. 
We look forward to a review for this emergency contraceptive product that is transparent, consistent with FDA procedure, and based on science.
Women need options to prevent pregnancy that are appropriate, affordable and available. Thank you for your thoughtful review of this matter and we encourage the FDA to act quickly to approve this safe and effective emergency contraceptive product.
Sincerely,
American College of Obstetricians and Gynecologists 
American Society for Emergency Contraception

Association of Reproductive Health Professionals

Association of Women's Health, Obstetric and Neonatal Nurses
Black Women’s Health Imperative
Catholics for Choice

Center for Reproductive Rights

Gynuity Health Projects

Ibis Reproductive Health
MergerWatch
NARAL Pro-Choice America
National Asian Pacific American Women’s Forum 

National Council of Jewish Women

National Family Planning and Reproductive Health Association
National Institute for Reproductive Health
National Latina Institute for Reproductive Health
National Partnership for Women & Families

National Women’s Law Center

Planned Parenthood Federation of America

Reproductive Health Technologies Project
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