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History





Since its initial introduction for use restricted to severe, recalcitrant, cystic acne refractory to conventional measures many Dermatologists have used Accutane in less severe cases in both adolescent and postadolescent acne.  Various regimens using lower doses and intermittent dosing have been reported. 





In these studies of lower dosing, side effects affecting liver function and triglyceride levels seem to be less.  Numerous other infrequent side effects including pseudotumor cerebri have been reported at standard doses and seem to be reversible when Accutane is stopped. 





Teratogenicity remains a risk and the teratogenic dose is unknown.  In the Pregnancy Prevention Survey conducted by Boston University School of Medicine for Roche and the FDA beginning in 1989, 360,000 women using Accutane have been enrolled.  Followup completed on 238,000 women identified 722 pregnancies that occurred during treatment for a calculated pregnancy rate of 3/1000 courses of Accutane. 





Among 722 pregnancies, 80 livebirths were reported with a 34% incidence of malformations 12% of which were major.  16 pregnancies occurred in women reporting that they or partners were surgically sterile.  Pregnancy rates were lowest for women using oral contraception. 





The American Academy of Dermatology Guidelines of care of acne vulgaris were published in 1989 and have not been updated to incorporate the newer information about reduced dosing.  A revised guideline is expected in 1998.





Conclusions





With this background in mind and given the current controversy among dermatologists including the Academy of Dermatology, the Quality Management Committee has determined that the following guidelines will apply for all IPA patients being treated with Accutane:





�
GUIDELINES





All patients receiving Accutane in any dose will have initial baseline laboratory testing (to include lipid and liver function tests) and periodic monitoring during treatment. 





Before starting treatment all female patients will have a negative pregnancy test and should wait until the 2nd or 3rd day of their next menstrual cycle.  They should use effective contraception one month before starting, during and one month after ending Accutane.





Participation in the Survey of Accutane Use available to all prescribers is recommended.


The manufacturer commissioned the Slone Epidemiology Unit of Boston University School of Medicine to design and conduct a Survey.  Women enroll in the Survey through a form provided by the prescribing physician, through a similar form included in each medication package, or through a phone call to Boston University (1-800-446-8476).  





All patients should sign an informed consent.





The Primary Care Physician should be notified if treatment has been initiated (if being done by other than PCP).
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