From: Khurana, Taruna

Sent: Friday, January 31, 2020 8:47 AM

To: Louise Peacock <Ipeacock@aimmune.com>; 'wturner@aimmune.com' <wturner@aimmune.com>
Cc: ClarodaSilva, Tatiana <Tatiana.ClarodaSilva@fda.hhs.gov>; Oram, Diana <Diana.Oram@fda.hhs.gov>;
Wang, Qun <Qun.Wang@fda.hhs.gov>

Subject: STN 125696/0 Aimmune-Information Request # 59 (REMS)

Dear Bill and Louise,

The following comments are based on the Agency’s ongoing review of the proposed REMS for Palforzia,
BLA 125696. Materials submitted on January 31, 2020 in response to Agency comments issued January
30, 2020 are the subject of this review.

REMS Document:
The Agency reviewed your document submitted on January 30, 2020 and no changes are required at this
time.

REMS Appended Materials:

Patient Enrollment Form
e |nthe Patient Agreement section, remove “Initial Dose Escalation” to be consistent with the
REMS Document. This information is explained in the bullet above that states the patient will
receive monitoring at treatment initiation from the prescriber. See edit below.
0 During treatment (before thenitial-BDese-Escalationand the first dose of each Up-
Dosing level):
= Receive counseling from a healthcare provider on the need to be monitored for
severe allergic reaction (anaphylaxis)

Education Program for Healthcare Settings
e Slide 6 — In the section on Patients, remove “Initial Dose Escalation” to be consistent with the

REMS Document. This information is explained in the bullet above that states the patient will
receive monitoring at treatment initiation from the prescriber. See edit below.
0 During treatment (before thelnitial-Bese-Escalation-and the first dose of each Up-
Dosing level):
= Receive counseling from a healthcare provider on the need to be monitored for
severe allergic reaction (anaphylaxis)

There are no changes required to the following materials at this time:

o Prescriber Enrollment Form

. Healthcare Setting Enrollment Form

. Pharmacy Enrollment Form

o Wholesaler-Distributor Enrollment Form
. REMS Program Overview for Pharmacies
o Website Screenshots

REMS Supporting Document:




In section 4.3, Palforzia Will Be Dispensed Only to Patients with Evidence of Safe Use Conditions,
number 3: Remove “Initial Dose Escalation” from the first bullet as described above. See edit below.

3. By signing the Patient Enrollment Form, the patient and/or parent/guardian
acknowledges that the patient will:

e  During treatment (before thelnitial-Dese-Escalation-and the first dose of each Up-Dosing
level):
(o] Receive counseling from a healthcare provider on the need to be monitored for
anaphylaxis during treatment.
e  During treatment (during and after administration of the Initial Dose Escalation and the first
dose of each Up-Dosing level, for at least 60 minutes):
(o] Be monitored for anaphylaxis at the healthcare setting.

Resubmission Instructions:

Your complete REMS proposal (REMS document, all appended materials and supporting document)
should be submitted as separate documents in the same submission, to include both a Microsoft Word
tracked changes version, a Microsoft Word clean version, as well as a .pdf version of the REMS
document and each of the appended materials. The only exception is the REMS Website screenshots
which may be submitted as a .pdf version only.

Kind Regards
Taruna

Taruna Khurana, PhD
Biologist (Regulatory)

Center for Biologics Evaluation and Research
Office of Vaccines Research and Review

U.S. Food and Drug Administration

Tel: 301-796-2640
Taruna.khurana@fda.hhs.gov

p7Y U.S. FOOD & DRUG

ADMINISTRATION

@Aoo-8n

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER
LAW. If you are not the addressee, or a person authorized to deliver the document to the addressee, you are hereby notified
that any review, disclosure, dissemination, copying, or other action based on the content of this communication is not
authorized. If you have received this document in error, please immediately notify the sender immediately by e-mail or
phone.



