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Mifeprex: (vifepristone) PRESCRIBER AGREEMENT FORM

Tablets, 200 mg

Mifeprex* (Mifepristone) Tablets, 200 mg, is indicated, in a regimen with misoprostol, for the medical termination
of intrauterine pregnancy through 70 days gestation. Please see Prescribing Information and Medication Guide for
complete safety information.

TO BECOME A CERTIFIED PRESCRIBER, YOU MUST:
If you submit Mifeprex prescriptions for dispensing from certified pharmacies:
e Submit this form to each certified pharmacy to which you intend to submit Mifeprex prescriptions. The form must
be received by the certified pharmacy before any prescriptions are dispensed by that pharmacy.

If you order Mifeprex for dispensing by you or healthcare providers under your supervision:
e Submit this form to the distributor. This form must be received by the distributor before the first order will
be shipped to the healthcare setting.

e Healthcare settings, such as medical offices, clinics, and hospitals, where Mifeprex will be dispensed by or under
the supervision of a certified prescriber in the Mifepristone REMS Program do not require pharmacy certification.

Prescriber Agreement: By signing this form, you agree that you meet the qualifications below and will follow the
guidelines for use. You are responsible for overseeing implementation and compliance with the Mifepristone REMS
Program. You also understand that if the guidelines below are not followed, the distributor may stop shipping
mifepristone to the locations that you identify and certified pharmacies may stop accepting your mifepristone
prescriptions.

Mifepristone must be provided by or under the supervision of a certified prescriber who meets the
following qualifications:
¢ Ability to assess the duration of pregnancy accurately.

e 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 be able to assure patient access to medical facilities equipped to provide
blood transfusions and resuscitation, if necessary.

e Has read and understood the Prescribing Information for mifepristone. The Prescribing Information is available
by calling 1-877-4 Early Option (1-877-432-7596), or by visiting www.earlyoptionpill.com.

In addition to having these qualifications, you also agree to follow these guidelines for use:
e Ensure that the Patient Agreement Form is reviewed with the patient and the risks of the mifepristone treatment
regimen are fully explained. Ensure any questions the patient may have prior to receiving mifepristone are answered.

e Ensure the healthcare provider and patient sign the Patient Agreement Form.
e Ensure that the patient is provided with a copy of the Patient Agreement Form and Medication Guide.
e Ensure that the signed Patient Agreement Form is placed in the patient’s medical record.

e Ensure that any deaths of patients who received Mifeprex are reported to Danco Laboratories, LLC, identifying
the patient by a non-identifiable reference and including the NDC and lot number from the package of Mifeprex
that was dispensed to the patient.

Ensure that healthcare providers under your supervision follow the guidelines listed above.
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If Mifeprex will be dispensed through a certified pharmacy:
¢ Assess appropriateness of dispensing Mifeprex when contacted by a certified pharmacy about patients who will
receive Mifeprex more than 4 calendar days after the prescription was received by the certified pharmacy.

e Obtain the NDC and lot number of the package of Mifeprex the patient received in the event the prescriber
becomes aware of the death of a patient.

If Mifeprex will be dispensed by you or by healthcare providers under your supervision:
e Ensure the NDC and lot number from each package of Mifeprex are recorded in the patient’s record.

| understand that a certified pharmacy may dispense mifepristone made by a different manufacturer than that
stated on this Prescriber Agreement Form.

Print Name: Title:
Signature: Date:
Medical License # State
NPI #

Practice Name(s):

Practice Setting Address:

O O

Email: Phone: Preferred  email phone

SO
Mifepreax

or fax to 1-866-227-3343. ( Mife P riston e)

Tablets, 200 mg
THE ORIGINAL EARLY OPTION PILL.

*MIFEPREX IS A REGISTERED TRADEMARK OF DANCO LABORATORIES, LLC.
P.0. BOX 4816 - NEW YORK, NY 10185 1-877-4-EARLY-OPTION - (1-877-432-7596)

Return completed form to: Mifeprex@dancodistributor.com

Approved 03/2023





