SIERRA NEVADA MEDICAL ASSOCIATES, INC. (IPA)

UTILIZATION GUIDELINES

PRACTICE (PRESCRIBING) GUIDELINES

ACNE VULGARIS - ACCUTANE
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 post-adolescent 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.  Follow up 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 live births 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 for care of acne vulgaris were published in 1989, and have not been updated to incorporate the newer information.  A revised guideline is expected in 2001.

2001 revised FDA Guidelines have been published due to growing concerns related to Accutane’s many side effects.  Labeling changes emphasizing the major side effects and patient warning brochures on side effects are now mandatory.  More stringent informed consent forms are required.

These changes have been incorporated in the Acne Guidelines for IPA providers.

GUIDELINES

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

· Before starting treatment, all female patients will have proof from two tests that they are not pregnant.  One test must be done on one of these two dates, whichever is later.

· The second day of the next period.

· 11 days after the last sexual intercourse without birth control.

· For female patients, refills will be provided only when required testing is negative for pregnancy.

· Patients must be counseled to use two separate forms of birth control at the same time for at least one month before starting Accutane, and for one month after cessation of treatment.  The only two exceptions should be:

· that the patient has had a hysterectomy

· the patient commits to complete abstinence from sexual contact.

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

· All patients must sign an informed consent and initial all 12 items on the consent form provided by Roche.

· Free in-office pregnancy kits can be obtained from Roche.

· Any questions regarding the Pregnancy Prevention Program Kit provided by Roche should be directed to Roche Medical Services at 1-800-526-6367.

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