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FDA ACCEPTS RESUBMISSION OF NEW DRUG APPLICATION FOR DUOBRIITM1 (HALOBETASOL
PROPIONATE AND TAZAROTENE) LOTION
PDUFA Action Date Set for February 15, 2019
RALEIGH, N.C., Aug. 29, 2018 – Ortho Dermatologics, one of the largest prescription dermatology health
care businesses in the world, today announced that the U.S. Food and Drug Administration (FDA) has
accepted the resubmitted New Drug Application (NDA) for DUOBRIITM1 (halobetasol propionate and
tazarotene) (IDP-118) Lotion for the topical treatment of plaque psoriasis. The FDA accepted the
application as a Class 2 resubmission, with a PDUFA action date of Feb. 15, 2019.
“We are confident in our NDA resubmission for DUOBRII and unwavering in our commitment to bring
this new treatment option to patients,” said Bill Humphries, president, Ortho Dermatologics. “We have
worked closely with the FDA to answer their questions regarding pharmacokinetic data, and we look
forward to continued collaboration with the Agency through the remainder of the review process.”
If approved, DUOBRII will be the first and only topical lotion that contains a unique combination of
halobetasol propionate and tazarotene in one formulation for the treatment of plaque psoriasis in adult
patients, allowing for a potentially expanded duration of use.
About Ortho Dermatologics
Ortho Dermatologics, a Bausch Health company, is one of the largest prescription dermatology
businesses in the world dedicated to helping patients in the treatment of a range of therapeutic areas
including actinic keratosis, acne, atopic dermatitis, cold sores, athlete’s foot, nail fungus and other
dermatoses. The Ortho Dermatologics portfolio includes several leading acne, antifungal and antiinfective products. More information can be found at www.ortho-dermatologics.com.
Forward-looking Statements
This news release may contain forward-looking statements, which may generally be identified by the
use of the words "anticipates," "expects," "intends," "plans," "should," "could," "would," "may," "will,"
"believes," "estimates," "potential," "target," or "continue" and variations or similar expressions. These
statements are based upon the current expectations and beliefs of management and are subject to
certain risks and uncertainties that could cause actual results to differ materially from those described in
the forward-looking statements. These risks and uncertainties include, but are not limited to, risks and
uncertainties discussed in the Company's most recent annual or quarterly report and detailed from time
to time in the Company’s other filings with the Securities and Exchange Commission and the Canadian
Securities Administrators, which factors are incorporated herein by reference. In addition, certain

material factors and assumptions have been applied in making these forward-looking statements,
including that the risks and uncertainties outlined above will not cause actual results or events to differ
materially from those described in these forward-looking statements. The Company believes that the
material factors and assumptions reflected in these forward-looking statements are reasonable, but
readers are cautioned not to place undue reliance on any of these forward-looking statements. These
forward-looking statements speak only as of the date hereof. Bausch Health undertakes no obligation to
update any of these forward-looking statements to reflect events or circumstances after the date of this
news release or to reflect actual outcomes, unless required by law.
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