to Food and Drug Administration

Comment on document NDA 21-045/S-011

A resubmitted supplemental new drug application:  Levonorgestrel tablets 0,75mg (package of 2 tablets) switch from Rx only status to Over the Counter (OTC) status for women ages sixteen years and older.
Levonorgestrel 0,75mg (Plan B) was approved for use as an emergency contraceptive on July 28, 1999 and launched 8-23-99. The product contains only a progestin, Levonorgestrel, in two single-dose tablets (each 0.75 mg).

Levonorgestrel 0,75mg  (Plan B)  is one instance of a drug already listed as a toxic substance and listed by the Californian environmental protection agency,  office of environmental health hazard assessment,  as a known substance to cause cancer or reproductive toxicity (chemical list effective May 15,1998)

The use of Levonorgestrel will increase many times as a consequence of OTC availability. Why Levonorgestrel in OTC availability would not be harmful is not clear.  It is not mentioned how the toxic effects of Levonorgestrel on human health will be dealt with. 
Legislators are motivated to retain a statutory age of consent to sexual intercourse (1) to prevent teen age girls from consenting to sex in an uninformed manner, thereby exposing themselves to physical and emotional harm;  and (2) to deter men from preying on young females and coercing them into sexual relantionships. (Criminal Law Fourth edition by Wayne R. LaFave ISBN 0-314-14997-X  pag 875). Limited OTC availability of Levonorgestrel to adults will nevertheless result in uncontrolled accessibility to Levonorgestrel to minors.  This will clearly interfere with the legislatures designed to protect young females.

 It is not clear why Plan B is proposed as 75% effective in preventing a pregnancy  on the basis of the evidence proposed in document 4015B1_12_FDA-tab 5-1-MedicalO.  3. FDA PM Data table 1.  A study of the efficacy of preventing pregnancy of this toxic substance in 7,889 women reveals  135 pregnancies.  On the other hand,  in a study on the effectiveness and acceptability of the sympto-thermal method of natural family planning in Germany*  involving 7169 cycles on 529 women preventing pregnancies,  only 13 pregnancies (10 users failure and 3 method failures) occurred.  On the basis of the latter result, women should rather be entitled to the right to receive in depth instruction on responsible use of their fertility, instead of being uncontrollably exposed to a toxic substance without any justified medical reason. 

The Belgian Parliamentary Commission charged with the evaluation of the abortion Law, dated April 1990,  could not find a decreasing trend in the  abortion rate for teen age girls since the introduction in 2001 of Levonorgestrel on Rx and since OTC availability in 2003.  On the contrary the abortion rate for teen age girls increased to 6,8% per year  in contrast to the overall trend of 4,6% per year obtained in a ten year follow-up study.  This is in agreement with a publication looking into advanced OTC availability to young women in Hong Kong**. This study found that increased use of Levonorgestrel among young women in Hong Kong did not have a significant influence on the number of unwanted pregnancies. 

* Frank-Herrmann P Freundl G,Baur S,Bremme M,Döring GK, Godehardt EAJ, Sottong U (1991)   Effectiveness and acceptability of the symptothermal method of natural family planning in Germany. 
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