Commissioner Lester Crawford,

I am writing in response to your call for public comment on the regulatory aspects of allowing over-the-counter sale of the emergency contraceptive Plan B manufactured by Barr Pharmaceuticals.  I have read your statement regarding this matter and while I realize that the Food and Drug Administration must play an important and integral role in the regulation of drug packaging and distribution, I believe that the particular problems you address in your letter are superficial and amount to red tape meant to hold up the sale of this otherwise legal and safe product to the women of the United States.  

One point brought up in your official statement was the feasibility of having both the OTC version and prescription version being sold in the same package.  I believe that the FDA required bar coding system could be a solution to this problem.  Those packages intended for OTC sale can be encoded with a bar code that when scanned prompts the cashier to inspect the identification of the person buying the product.  Another concern you expressed in your statement regarding the over the counter sale of Plan B focused on the enforcement of the age restriction.  As you are aware, several of the larger pharmacy chains (CVS, Rite-Aid, Walgreens) also sale liquor and tobacco products. The sales clerks that work at these establishments are quite adapt at checking ID before allowing someone to purchase liquor and tobacco products.  I am sure that it would not be an undue burden on them to also check the ID of an individual wanting to purchase Plan B.  Also, recently the United States Senate passed a bill that would require medications containing pseudophedrine to be sold from behind the counter.  A photo ID must be provided and the customer must enter their name into a log to ensure that they do not purchase more then 7.5 grams of the substance in a thirty day period.  Why could this “behind-the-counter” procedure not be implemented for Plan B?

One of the final concerns you brought up in your statement was the uniqueness of having the SAME molecule being both OTC and prescription for the SAME indication.  I believe that this situation is not unique at all.  Take the substance Naproxen Sodium for example.  The molecule, 2-(6-Methoxy-2-naphthyl) propionic acid sodium salt, is the same active ingredient in the OTC pain reliever Aleve and also in the prescription pain reliever Anaprox.  Both of these drugs are used for the same indications, including the relief of arthritis and menstrual pain.


In my letter so far, I have addressed the particular problems you brought up in your official statement.  Now I would like to add a more personal note.  You admitted that this drug is safe for over-the-counter sales for use by women seventeen years of age and above.  It is the mandate of the FDA to make available to the people of this county safe and effective medication.  I cannot help but think that due to the controversial, (although I am astounded that birth control is still controversial in 2005), matter of this medication that you and the FDA are dragging your feet and/or looking for any excuse you can fabricate not to make Plan B available despite the recommendation by the advisory panel and scientific evidence that this is a safe drug.  I find it not only frightening, but disgusting that a scientific institution such as the FDA can be influenced by the personal moral objections and beliefs held by a few people who are in positions of power in this country.  If individuals have moral objections to taking this medication then they should not take it or advise those in their family not to take it.  However, their moral belief system does not govern me and should not limit my personal choices in the medications available to me.  The bottom line is this; Plan B is a safe and effective medication for women over the age of 17.  It should be the responsibility of the FDA to ensure this medication is available to those who wish to take it.  If new regulatory guidelines need to be enacted to ensure Plan B is available then I suggest you and the FDA get to work and stop wasting time worrying about the perceived moral controversy surrounding a safe drug so that you can get back to work ensuring drugs that are not safe do not become available to the public, i.e. Vioxx, Lotronex. Posicor, Duract, and Propulsid. 
Thank you for allowing this forum for comment.  









Sincerely,

 







Shannon Whitman

