
RANDOMIZED, DOUBLE-BLIND TRIAL OF MP29-02 
NASAL SPRAY COMPARED TO PLACEBO, 

AZELASTINE HYDROCHLORIDE NASAL SPRAY, AND 
FLUTICASONE PROPIONATE NASAL SPRAY IN THE 

TREATMENT OF PATIENTS WITH SEASONAL 
ALLERGIC RHINITIS

(MP4006)

1. TITLE PAGE

IND Number 77,363 

Name of Product MP29-02 

Indication studied: Seasonal Allergic Rhinitis 

Developmental phase of study: III

Study Design Randomized, Double-blind, Parallel-group 

First subject enrolled 08 Apr 2009 

Last subject completed: 26 Aug 2009 

Release date of report: 04 May 2010 

Company/Sponsor signatory: Meda Pharmaceuticals Inc. 
265 Davidson Avenue, Suite 300 
Somerset, NJ  08873-4120

This trial was conducted in accordance with the ethical principles of Good Clinical Practice, 
according to the ICH Harmonized Tripartite Guideline. 
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2. SYNOPSIS

Name of Sponsor/Company: (For National Authority Use Only)

Name of Finished Product:

Name of Active Ingredients:

Title of Study: 

Principal Investigator: 
Investigators: 

Study center(s): 

Publications (reference): 

Studied period (years): Phase of development: 

Objectives:



Methodology: 

Subjects ≥

Number of subjects (planned and analyzed): 

Diagnosis and main criteria for inclusion: 

Test product, dose and mode of administration, batch number: 

Duration of treatment: 



Reference therapies, dose and mode of administration, batch number: 

Criteria for evaluation:

Primary efficacy endpoint:



Secondary efficacy endpoints:





















Safety:

Statistical methods:

EFFICACY RESULTS:
Primary Efficacy Variable:



P ≤

P P

Secondary Efficacy Variables:


P


P





P



P ≤ .


P


P


P P P


P <

P

SAFETY RESULTS:



CONCLUSIONS:

Date of the report:



NAME OF FINISHED 
PRODUCT:

Dymista® Nasenspray 

SUPPLEMENTARY INFORMATION TO SYNOPSIS

Report No.: not applicableStudy No.: MP4006 
Eudra-CT No.: not applicable IND No.: 77,363

Substantial amendments (protocol amendments and premature interruption and/or 
discontinuation):
No. Date issued In force Modifications
1 23 January 2009 Upon approval by 

IRB/EC 
Protocol Amendment 1: For changes see 
Amendment 2

2 25 March 2009 Upon approval by 
IRB/EC

Protocol Amendment 2 included changes to 
the methodology, increase in study sites and 
sample size, changes to some inclusion 
criteria, more specific details on procedures, 
and some administrative modifications.

Principal Investigator (site 637) and study centers: Cf. next pages

Publication (reference):
Carr W, Bernstein J, Lieberman P, Meltzer E, Bachert C, Price D, Munzel U, Bousquet J. A 
novel intranasal therapy of azelastine with fluticasone for the treatment of allergic rhinitis. J
Allergy Clin Immunol 2012;129:1282-9.
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Site 
Number Investigator Institution Street City State Zip

601 n.n.
Allergy and Asthma 
Research

333 Londonderry 
Drive Waco TX 76712

602 n.n. Diagnostic Research Group 4410 Medical Drive
San 
Antonio TX 78229

603 n.n. Bensch Research Associates
4632 Georgetown 
Place Stockton CA 95207

604 n.n. Clinical Research Institute 2805 Campus Dr Plymouth MN 55441

605 n.n.
Bernstein Clinical Research 
Center 8444 Winton Road Cincinnati OH 45231

606 n.n.
Southern California 
Research

27800 Medical Center 
Road

Mission 
Viejo CA 92691

607 n.n.
East Tennessee Center for 
Clinical Research 801 Weisgarber Road Knoxville TN 37909

608 n.n.
Allergy Research 
Foundation 11620 Wilshire Blvd.

Los 
Angeles CA 90025

609 n.n.
Allergy & Asthma Care of 
Waco 221 Jewell Dr. Waco TX 76712

610 n.n.
Allergy, Asthma & 
Immunology Associates

7514 E. Monterey 
Way Scottsdale AZ 85251

611 n.n.
Allergy and Clinical 
Immunology Associates 180 Fort Couch Road Pittsburgh PA 15241

612 n.n.
Allergy, Asthma Research 
Center 2414 Babcock Rd

San 
Antonio TX 78229

613 n.n.
The Asthma and Allergy 
Center

401 E. Gold Coast 
Road Papillion NE 68046

614 n.n.
AABI Associates Medical 
Group 11180 Warner Avenue

Fountain 
Valley CA 92708

615 n.n.
Pharmaceutical Research & 
Consulting, Inc 5499 Glen Lakes Dr. Dallas TX 75231

616 n.n.
Central Texas Health 
Research 705-A Landa St.

New 
Braunfels TX 78130

617 n.n.
Intermountain Clinical 
Research 150 South 1000 East

Salt Lake 
City UT 84102

618 n.n.
Allergy & Asthma Center of 
Austin 10801 N. Mopac Expy Austin TX 78759

619 n.n.
Allergy and Asthma 
Clinical Research, Inc. 130 La Casa Via

Walnut 
Creek CA 94598

620 n.n. Clinical Research Institute 825 Nicollet Mall
Minneapoli
s MN 55402

621 n.n.
Clinical Research Institute 
of Southern Oregon, PC 3860 Crater Lake Ave. Medford OR 97504

622 n.n.
The Clinical Research 
Center, LLC 1040 North Mason Rd St. Louis MO 63141

623 n.n.
North Carolina Clinical 
Research 2615 Lake Drive Raleigh NC 27607

624 n.n. AARA Research Center
9900 N. Central 
Expway Dallas TX 75231

625 n.n.
RESEARCH Asthma, Sinus 
& Allergy Centers 65 Mountain Blvd Ext Warren NJ 07059

626 n.n.
Western Sky Medical 
Research

2121 Wyoming 
Avenue El Paso TX 79903

627 n.n.
Allergy & Asthma Medical 
Group & Research Center 9610 Granite Ridge Dr San Diego CA 92123
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Site 
Number Investigator Institution Street City State Zip

628 n.n.
Allergy & Asthma Care 
Center of So. Cal 3816 Woodruff Ave Long Beach CA 90808

629 n.n.
Northeast Medical Research 
Associates, Inc. 49 State Road

N. 
Dartmouth MA 02747

630 n.n.
Asthma & Allergy 
Associates 2709 N. Tejon Street

Colorado 
Springs CO 80907

631 n.n.
Sneeze, Wheeze & Itch 
Associates, LLC 2010 Jacobssen Drive Normal IL 61761

632 n.n.
Colorado Allergy and 
Asthma Centers, PC 125 Rampart Way Denver CO 80230

633 n.n.
Princeton Center for 
Clinical Research 24 Vreeland Drive Skilman NJ 08558

634 n.n. Clinical Research Center 317 N. El Camino Real Encenitas CA 92024

635 n.n. Family Allergy & Asthma
1700 Bluegrass 
Avenue Louisville KY 40215

636 n.n.
Allergy Associates Medical 
Group 6386 Alvarado Court San Diego CA 92120

637
Paul 
Ratner, MD

Sylvana Research 
Associates 7711 Louis Pasteur Dr.

San 
Antonio TX 78229

638 n.n.

National Allergy, Asthma,
& Urticaria Centers of 
Charleston, PA 1879 Savage Rd. Charleston SC 29407

639 n.n. Clinical Research Atlanta 980 Johnson Ferry Rd. Atlanta GA 30342

640 n.n.

Asthma, Nasal Disease & 
Allergy Research Center of 
New England 95 Pitman Street Providence RI 02906

641 n.n.
Allergy and Asthma 
Consultants of NJ-PA 555 Second Ave. Collegeville PA 19426

642 n.n.
Atlantic Research Center, 
LLC 802 West Park Ave. Ocean NJ 07712

643 n.n.
Storms Clinical Research 
Institute

1625 Medical Center 
Point

Colorado 
Springs CO 80907

644 n.n.
Allergy, Asthma, & Clinical 
Research Center

4200 W. Memorial 
Road

Oklahoma 
City OK 73120

645 n.n. Asthma, Inc.
4540 Sand Point Way 
NE Seattle WA 98105

646 n.n.
Allergy & Asthma 
Associates 3410 Far West Blvd. Austin TX 78731

647 n.n. Clinical Research Atlanta 175 Country Club Dr. Stockbridge GA 30281

648 n.n.
Kansas City Allergy and 
Asthma 8675 College Blvd

Overland 
Park KS 66210

649 n.n.
Sneeze, Wheeze & Itch 
Associates, LLC 2010 Jacobssen Drive Normal IL 61761
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