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DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration
TRANSMITTAL OF ADVERTISEMENTS
AND PROMOTIONAL LABELING FOR
DRUGS AND BIOLOGICS
FOR HUMAN USE

1. Date Submitted
06/16/2015

3. NDAJANDA/AADA or BLA/PMA
Type: NDA Number: 202236
[4 single product  [] Multiple products

(Biologics)

2. Label Review Number

For multiple products, submit completed form and
specimen of advertising/promotional materials to
one application of choice, and attach separate
sheet addressing items 3-5 for remainder of
products. Refer to No. 3 on instruction sheet.

NOTE: Form FDA 2253 is required by law. Reports are required for approved NDAs and ANDAs (21 CFR 314.81).

4. Proprietary Name
DYMISTA

5. Established Name
azelastine hydrochloride and fluticasone propionate

Product Code No.:

6. Package Insert Date and ID Number
(Latest final printed labeling)

7. Manufacturer Name
MEDA Pharmaceuticals Inc.

IN-023A6-05 02/2015 License No. (Biologics):
8. Advertisement / Promotional Labeling Materials
a. Please check only one:  [X] Professional [C] Consumer
Material Type Dissemination/
(use FDA codes) Publication Material ID Code Material Description
Date
b. C. d. e.
Sales Aid 07/06/2015 US/DYM/0415/0054 2015 Fall CVA Dalsta
Row
Sales Aid 07/06/2015 US/DYM/0415/0054a(1) |2015 Fall CVA New Indication Violator Deletel
Row
To delete a row, click the “Delete Row" button for that row (or press the enter key Add New R
if you've tabbed into the button). You cannot delete the last remaining row.
f. Comments

NOTE: US/DYM/0415/0054a(1), 2015 Fall CVA New Indication Violator to be used for 6 months only.

COPY

9. Applicant's (or Agent's) Return Address

10. Responsible Official's (or Agent's)

Address 1 (Street address, P.O. box, company name c/o)
Meda Pharmaceuticals Inc.

a. Telephone Number (Include area code)

732-564-2284

Address 2 (Apartment, suite, unit, building, floor, efc.)
265 Davidson Avenue

b. FAX Number (Include area code)

732-564-2377

c. Email Address

City State/Province/Region
Somerset New Jersey

Country ZIP or Postal Code
USA 08873-4120

lorna-jane.bremer@meda.us
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11. Typed Name and Title of Responsible Official or Agent | 12. Signature of Responsible Official or Agent 113. Date

Lorna-Jane Bremer, Senior Director Regulatory i G
Affairs e MH 06/16/2015
' - & ~

14. For CBER Products Only (Check one)
[] Dratt (] Final

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 2 hours per response, including
the time to review instructions, search existing data sources, gather and maintain the data needed and
complete and review the collection of information. Send comments regarding this burden estimate or any
other aspect of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

FORM FDA 2253 (12/14) PREVIOUS EDITION IS OBSOLETE Page 2 of 2

HIGHLY CONFIDENTIAL MEDA_APTX03474430
-SUBJECT TO STIPULATED PROTECTIVE ORDER

PTX0916-00002



) 8

DYMISTA

(azelastine hydrochloride and
fluticasone propionate) Nasal Spray

1
%; 137meq/50 meg per Spray

POLLEN MISERY DEFLECTED

DON’T LET
POLLEN
GET . %,
THE = ...
BETTER

OF YOUR
PATIENTS

Indications
DYMISTA ¢
symptoms o
lastine hyd

ontains an Hl-receptor antagonist and a corticosteroid, and is indicated for the relief of

\ er who require treatrment with both
hloride and fluticasone propionate for symptomatic reljef

allergic rhinitis in patients

aZe

Important Safety Information

-cupations requiring complete mental alertness such as

YMISTA |

oncurrent u with DYMISTA

e further dec

rtness and impairment of CNS performance may occur

tal perforation, iImpaired wound heal ~andida albicans infection

erse effects on the nasal mucosa. Avol

Epistaxis, nasal ulceratior
Monitor patients periodic

. nasa

(o}

for signs of adv

d use in patients with ‘
recent nasal ulcers, nasal surgery, or nasal trauma l
Please see additional Important Safety Information throughout and Full Prescribing Information
in pocket. |
4
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3 pivotal clinical studies of total nasal symptom scores showed

RAPID RELIEF

BECAUSE PATIENTS HAVE WAITED LONG ENOUGH

Onset of nasal
symptom relief
as fast as

minutes

vs placebo (P<.05)

Onset was defined as the first timepoint at
which Dymista was significantly superior to
placebo in the mean change from baseline
in iTNSS and was sustained thereafter
in patients >12'

f patients identified rapid relief of symptoms as one of the mos

el

butes of allergic rhinitis treatment

ilated as the sum of the patients’ scoring of the 4 individual hasal symptoms (rhinorrhea, congestion, sneezing, and liching) on a 0 to 3 categorical
1=mild, 2=moders ere)

TNSS 5
severity scale (O=absent

Important Safety Information continued
» Glaucoma or posterior subcapsular cataracts: Monitor patients closely with a change in vision or with
a history of increased intraccular pressure, glaucoma, and/or cataracts

» Potential worsening of existing tuberculosis; fungal, bacterial, viral, or parasitic infections; or ocular herpes
simplex. More serious or even fatal course of chickenpox or measles in susceptible patients. Use caution in
patients with the above because of the potential for worsening of these infections

* Hypercorticism and adrenal suppression with very high dosages or at the regular dosage in susceptible
individuals. If such changes occur, discontinue DYMISTA slowly

Please see additional Important Safety Information throughout
and Full Prescribing Information in pocket.

DYMISTA.COM
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| DYMISTA

(azelastine hydrochloride and
fluticasone propionate) Nasal Spray
137mcg/50 mag per Spray

POLLEN MISERY DEFLECTED

SUPERIOR EFFICACY

VS AZELASTINE HCL OR
FLUTICASONE PROPIONATE COMPARATORS

Dymista demonstrated significantly greater improvement in reflective total nasal
symptom relief in patients >12'+#

MAGNITUDE OF NASAL SYMPTOM RELIEF

with Dymista relative to azalastine H r fluticasone proplonate comparators. The azelastine HCl and
fluticasone propionate comparators were delivered via the same device and vehicle as Dymista and
are not commercially available,'*

HIGHLY CONFIDENTIAL
-SUBJECT TO STIPULATED PROTECTIVE ORDER
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A supportive SAR trial showed

SIGNIFICANT IMPROVEMENT

VS PRODUCTS YOUR PATIENTS MAY HAVE TRIED

Dymista demonstrated significantly greater improvement in total nasal symptom relief
vs Astelin® (azelastine HCI) or generic Flonase- (fluticasone propionate) in patients =122+

MAGNITUDE OF NASAL SYMPTOM RELIEF

Important Safety Information continued
« Potential reduction in growth velocity in children. Monitor growth routinely in pediatric patients receiving
DYMISTA

Please see additional Important Safety Information throughout
and Full Prescribing Information in pocket.

DYMISTA.COM

HIGHLY CONFIDENTIAL
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| DYMISTA

- (azelastine hydrochloride and
futicasone propionate) Nasal Spray
137mcg/50 meg per Spray

POLLEN MISERY DEFLECTED

A supportive SAR trial showed

SUSTAINED IMPROVEMENT

VS PRODUCTS YOUR PATIENTS MAY HAVE TRIED

Dymista demonstrated significantly greater improvement in total nasal symptom relief
vs active comparators and placebo over time (P<.001) in patients »1224

SUSTAINED IMPROVEMENT OVER 2 WEEKS

A generic Flonase

(n=181
P<.01 vs Aslelin®, generic Flonase®, and placebo
P01 vs Astelin® and placebo.’
P Significant on was deronistrated by the Dymista group as early as Day 2

Important Safety Information continued

* Potent inhibitors of cytochrome P450 (CYP) 3A4: May increase blood levels of fluticasone propionate.
* Ritanovir: Coadministration is not recommended

+ Other potent CYP3A4 inhibitors, such as ketoconazole: use caution with coadministration

* The most common adverse reactions reactions (22% incidence) are: dysgeusia, epistaxis, and headache

HIGHLY CONFIDENTIAL MEDA_APTX03474435
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SAFETY AND TOLERABILITY

DYMISTA HAS BEEN WIDELY STUDIED IN >4000 PATIENTS

Adverse reactions occurring with
2% incidence and more frequently
than with placebo’

- -

Dymista azelastine HCI* fluticasone propionate® placebo

Overall incidence
Dysgeusia 4% 5% 1% <1%
Epistaxis 2% 2% 2% 2%
Headache 2% 2% 2% 1%
The azelastine HCI and lulicasone propionate comparators were deliverad via the same device and vehicle as Dymista and are not commercially available
|
|
s | ntrolled study in which 404 patients (1
of 1 nostril twice daily, and 207 patients wers

Please see additional Important Safety Information throughout
and Full Prescribing Information in pocket.

DYMISTA.COM
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| DYMISTA

(azelastine hydrochloride and
fluticasone propionate) Nasal Spray
137mcq/50 mcg per Spray

POLLEN MISERY DEFLECTED

SAFETY AND TOLERABILITY

IN CHILDREN 6-11 YEARS OF AGE

Adverse reactions occurring with >2% incidence and more frequently than with placebo’

Dymista placebo

Overall incidence
Dysgeusia

0%

Epistaxis 3%

>

1 spray per nostril, twice daily'

Important Safety Information continued
* S50mnc
requiring
operating mach
depressants with DYMISTA because f
1d Impairment of CNS performa
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For seasonal allergic rhinitis sufferers 6 and older

DON’T LET POLLEN GET THE BETTER
OF YOUR PATIENTS

tes) at which Dymista was significantly supenar lo placeba in the
sustaingd thereatier

» 1 spray per nostril, twice daily’

» 30 minutes fast et* ina f half hour vs pla
» Up to 67% greater improvement (/a0 - tine H

elasineg H

V! i The comparators were deliverad
uu the same uwm er\d vr_-mr!e )4- Dynnst;a and alr‘ ﬂo! commerci \'\v a\mnlx‘\ﬂ

DQO%greaterlmprovement in gener lonase” (fluticasone propio

Dymista: Low spray volume at the maximum recommended adult dose"*®

Product Astelin generic Flonase Astelin + generic Flonase Dymista
(azelastine HCI)® (fluticasone (azelastine HCI) (fluticasone
propionate)" propionate)

Volume 548 yl 400 L 948 L 274 L

There is no demonstrated clinical benefit regarding spray volume,

Al maximum recommended adult dose of 2 sprays per nasirl

Important Safety Information continued

staxis, nasal ulcerations, nasal septal perfora

ion, impaired wound healing, Candida

Avoid use in patients

nts periodically for signs of adverse acts on the nasal mu

with a change in vision or with

Please see additional Important Safety Information
throughout and Full Prescribing Information in pocket.

Al trademan

DYMISTA

(azelastine hydrochloride and
fluticasone propionate) Nasal Spray
BTmtg/SO mcg per Spray
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