M I F E P R E X™
(Mifepristone) Tablets, 200 mg
PRESCRIBER’S AGREEMENT

We are pleased that you wish to become a provider of Mifeprex* (Mifepristone) Tablets,
200 mg, which is indicated for the medical termination of intrauterine pregnancy through
49 days from the first day of the patient’s last menstrual period (see full prescribing
information). Prescribing Information, Mifeprex Medication Guides and PATIENT
AGREEMENT forms will be provided together with your order of Mifeprex.
Prior to establishing your account and receiving your first order, you must sign and
return this letter to the distributor, indicating that you have met the qualifications outlined
below and will observe the guidelines outlined below. If you oversee more than one
office facility, you will need to list each facility on your order form prior to shipping the
first order.
By signing the reverse side, you acknowledge receipt of the PRESCRIBER’S
AGREEMENT and agree that you meet these qualifications and that you will follow these
guidelines for use. You also understand that if you do not follow these guidelines, the
distributor may discontinue distribution of the drug to you.
Under Federal law, Mifeprex must be provided by or under the supervision of a physician
who meets the following qualifications:
•

Ability to assess the duration of pregnancy accurately.

•

Ability to diagnose ectopic pregnancies.

•

Ability to provide surgical intervention in cases of incomplete abortion or severe
bleeding, or have made plans to provide such care through others, and are able
to assure patient access to medical facilities equipped to provide blood
transfusions and resuscitation, if necessary.

•

Has read and understood the prescribing information of Mifeprex. The
prescribing information is attached to this letter, and is also available by calling
our toll free number, 1-877-4 Early Option (1-877-432-7596), or logging on to our
website, www.earlyoptionpill.com.

In addition to these qualifications, you must provide Mifeprex in a manner consistent with
the following guidelines.
•

Under Federal law, each patient must be provided with a Medication Guide. You
must fully explain the procedure to each patient, provide her with a copy of the
Medication Guide and PATIENT AGREEMENT, give her an opportunity to read
and discuss them, obtain her signature on the PATIENT AGREEMENT, and sign
it yourself.

•

The patient’s follow-up visit at approximately 14 days is very important to confirm
that a complete termination of pregnancy has occurred and that there have been
no complications. You must notify Danco Laboratories in writing as discussed in
the Package Insert under the heading DOSAGE AND ADMINISTRATION in the

event of an on-going pregnancy which is not terminated subsequent to the
conclusion of the treatment procedure.
•

•

While serious adverse events associated with the use of Mifeprex are rare, you
must report any hospitalization, transfusion or other serious event to Danco
Laboratories, identifying the patient solely by package serial number to ensure
patient confidentiality.
Each package of Mifeprex has a serial number. As part of maintaining complete
records for each patient, you must record this serial number in each patient’s
record.
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