UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION
WASHINGTON, D.C. 20580

Office of the Director
Bureau of Competition

November 7, 2023

By Federal Express

Mylan Specialty LP Brian Roman

Attn: Legal Counsel Global General Counsel
Corporation Service Co. Viatris Inc.

251 Little Falls Dr. 1000 Mylan Blvd.
Wilmington, New Castle, DE Canonsburg, PA 15322
19808 Brian.Roman@uviatris.com

Re:  Improper Orange Book-Listed Patents for EPIPEN and EPIPEN JR
Dear Mr. Roman:

On September 14, 2023, the Federal Trade Commission (“FTC”) issued a Statement
Concerning Brand Drug Manufacturers’ Improper Listing of Patents in the Orange Book.* The
Policy Statement, a copy of which is appended to this letter, highlights the negative impacts that
improper Orange Book patent listings may have on drug competition and notifies market
participants “that the FTC intends to scrutinize [such] improper listings as unfair methods of
competition in violation of Section 5 of the Federal Trade Commission Act.”?

This letter is to inform you that we believe certain patents have been improperly or
inaccurately listed in the Orange Book with regard to Mylan Specialty LP’s EPIPEN and
EPIPEN JR. products and that we have availed ourselves of the FDA'’s regulatory process and
submitted patent listing dispute communications to the FDA regarding the patents listed below:®

! Federal Trade Commission, Statement Concerning Brand Drug Manufacturers’ Improper Listing of Patents in the
Orange Book (Sept. 14, 2023), FTC Policy Statement Concerning Brand Drug Manufacturers' Improper Listing of
Patents in Orange Book (hereinafter “Policy Statement™).

2 Policy Statement at 1

patent that your company mayndeed, yioanefirm beaisihperken of listinpmpatits in
the Orange Book accurately and in accordance with all relevant statutory and regulatory requirements.



https://www.ftc.gov/system/files/ftc_gov/pdf/p239900orangebookpolicystatement092023.pdf
https://www.ftc.gov/system/files/ftc_gov/pdf/p239900orangebookpolicystatement092023.pdf

NDA Product Product Patent Number Listing Type
Number
7449012 DP
7794432 DP
19430 1 EPIPEN
8048035 DP



https://1.next.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=21USCAS355&originatingDoc=I0c04672a43f711eb89c8cbfb7ddaf7df&refType=RB&originationContext=document&transitionType=DocumentItem&ppcid=8b0e3b5f69ad40b18de2c31a2fa3b712&contextData=(sc.History*oc.Search)#co_pp_83fb0000a4d76
https://www.ftc.gov/system/files/ftc_gov/pdf/P163500JazzPharmaAmicusBrief.pdf
https://www.ftc.gov/sites/default/files/documents/amicus_briefs/re-buspirone-antitrust-litigation/buspirone.pdf.f






