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Female patient candidate for isotretinoin therapy





No





Yes





Female of childbearing potential?





Education and informed consent per current processes.





Education, consultation and registration of the female patient occurs.  Patient is qualified and registered in system by registered  prescriber, per requirements.





Registry will assign a patient identification number.





Prescription for 30 days of isotretinoin and a qualification sticker is affixed to the prescription with the PIN.





Patient takes prescription to pharmacy.





Pharmacy checks with registry if prescription can be dispensed.  Pharmacy enters NABP # into system for identification.  Pharmacy enters NDC code, LOT #, etc…into system.





System authorizes prescription and invalidates the records.





Pharmacy dispenses isotretinoin and enters authorization number on prescription.





Screening pregnancy test in prescriber’s office





Negative





Pharmacy dispenses isotretinoin and enters authorization number on prescription.





System authorizes prescription and invalidates the records.





Pharmacy checks with registry if prescription can be dispensed.  Pharmacy enters NABP # into system for identification.  Pharmacy enters NDC code, LOT #, etc…into system.








Prescription for 30 days of isotretinoin and a qualification sticker is affixed to the prescription with the PIN.





Patient is not eligible for isotretinoin.





Positive





Negative





Confirmatory pregnancy test (laboratory-conducted) done on a date derived from the guidelines in the PI.  Results are transmitted to the registry system.





Registry will assign a patient identification number.





Education, consultation and registration of the female patient occurs.  Patient is qualified and registered in system by registered  prescriber, per requirements.





Education and informed consent per current processes.





Patient is not eligible for isotretinoin.





Positive





Patient takes prescription to pharmacy.





Repeat every 28 days for duration of therapy.





ISOTRETINOIN QUALIFICATION STICKER





_____ Female	_____ Male





Pharmacist:	


No more than 30-day supply ONLY


No refills allowed


Must call 1-800-XXX-XXXX to obtain authorization number  prior to dispensing to female patients





Female Patient Identification #:  _________________


Pharmacist Authorization  #: ____________________





QSXXXXXXXX           DEA # ABXXXXXXX











Attachment 2:


Mandatory Physician & All Female Patient Isotretinoin Registry 





DRAFT








