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Female patients of childbearing
potential (FCBP)
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¢ Educate the patient about isotretinoin and
contraception requirements of iPLEDGE

e Screen by obtaining a negative pregnancy test

e Obtain a signed Patient Information/Informed
Consent (for all patients) form for treatment

e Obtain a second Patient Information/Informed
Consent About Birth Defects (for female patients
who can get pregnant) form

* Register patient in the program and provide
patient ID card

e Counsel patient, or refer to an expert, that
she must use 2 effective forms of contraception
simultaneously for at least 1 month before
starting therapy

® Order pregnancy tests using a CLIA-certified
lab during the first 5 days of the menstrual cycle
(patients with amenorrhea/irregular cycle, please
refer to the PI)

e Access* the system to confirm patient counseling
of program and contraception requirements, and
to enter pregnancy test result and the patient’s
forms of contraception

* Provide a prescription for a maximum 30-day
supply
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 Counsel patient on program and contraception
requirements

® Order a pregnancy test using a CLIA-certified
lab

° Access* the system to confirm patient counseling
of program and contraception requirements and
to enter pregnancy test result and the patient’s
forms of contraception

e Provide a prescription for a maximum 30-day
supply

Male patients/Female patients not
of childbearing potential (FNCBP)
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e Educate patient about isotretinoin

e Obtain a signed Patient Information/Informed
Consent (for all patients) form for treatment

e Register patient in the program and provide patient
ID card

o Access™ the system to confirm patient counseling
of program requirements

* Provide a prescription for a maximum 30-day
supply
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* Counsel patient on program requirements

e Access* the system to confirm patient counseling
of program requirements

e Provide a prescription for a maximum 30-day
supply

I AFTER TREATMENT I
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e Counsel the patient to use 2 forms of
contraception every time she has intercourse for
at least 1 month after last dose

* Counsel the patient not to donate blood for
1 month after last dose

° Order a pregnancy test using a CLIA-certified
lab immediately after the last dose

® Order a pregnancy test 1 month after the last
dose

° Access* the system to enter pregnancy test
results after every pregnancy test
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¢ Counsel patient not to donate blood for 1 month
after last dose

*You can access the system via the web site, www.ipledgeprogram.com, or the telephone, 1-866-495-0654.



