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INTHE UNITED STATER PATENT AND TRADEMARK OFFKIE

L ve spplication off Confinmation Noo 4812
LHELA st nd Art Undty 1618
Appl, Noo lFS18,016 Examiner:  Nivisen, Thor B
Fileg: Ry & 2005 Aty Docket PAC20632 US (4137
{4
Forr  Combingtion Of Azelastine and
Steroids

Declaration of Dr, Sujeet Rajun Under ITCFR. § 1132

Conwmnissioner for Patents
PO Box 1458
Alsxsndria, VA 32313 148¢
Sir:

i, L Dr. Soject Rajan (MDD, DETRD, DNR), hershy declare and state as follows:

2 fam cureenity 4 paid consuliunt e Clpla, {ae sot belag compensiad for
the services related to this Declaration. 1 am not 3 shwreholder of Clplre T do ot have aay
wther Snancial imterest o the allowance or isssance of e above-captionsd patent
application,

3. Fhold the dogres of MD, DETRD, IDIB. A rocont capy of sy Cuericuhim
Yitae, scourately listing sy sctentifie credentialy and work experipacs, i sttachad herewith
as Exhibit AL

4. As stated in by Cuiviculume Vitae, | am o Consultant Chest Fhyaician at
Bombay Heospiial {nctitute of Modived Svlewces (Since Augost 2003, Hosorary
Consultany Chest Physiolen -~ Bhatls Hospital (Sinoe February 1996}, {Asst. Honorary
Chest Physician - 1995 19896Y; and Honorary Chest Phyasicin & Bronchoseopist- Mottben

Pabvi Hospital & 1T Nince Murch 1997 L ¢ Momber of te following Sovieties
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]

~ LULLA er .
Appl. No. {18016

v
H

fian Chest Soclety (lifo Momber), American Colivge of Chest Pliesictans (ACCPRY. Tam
on the Hditerial Advisory Board of the following journals: Indian Practitioner, snd Indian
Diet and Mutrition. Lame abse a roviewsy of the Josrnad of Association of Plasicions of Indie
(PR, Aseviderwed in my Curriastam Vitae, Lheve sxionsive experisnge in the treatmcat
of vespiratory tract disesses,

&, Rassd on oy education and experience, T am knowledgesble about allergic

chinitis and non-allergic vasoractor rhinitis,

&, i i my sndecstanding that the claims in e above-captioned patend
spplication recite 8 pharmacautical composttion comprising szelasting or a pharmaceuticatly

3

acceptabsle  salt, solvate or physiclogically fanctional  derfvative thereof, and &
pharmaceuticatly aocepiable oster ofﬂu{icason% whatein the phavmaccutical forpndation is
in a dosage fors suttable for nasal administration (the “claimed composition™s,

7. For at least the reasons discussed hereln, # s yoy opinjon that the claiwed
somparsition represeats thy fdfilleaent of 3 lovg-Telt, bndd previousty unmet, nesd by paticats
and healtheare practitioners for management of symplony of allergic rhdndtis and sons
allergic vasomotor rhinitis.

8 Duonase™, a nasal spray product developed by Cipla which contains

arclagtine hyvdrockdoride ard fhatoasone proploonte. s an cotbodisen of the clalmed

sampasigon commersially available in ndis.
a, Cver 30 %% of our asthma patients have allergic vhinitls (AR) P

Duonase™ being ntrodused in Indis, we have traditonally used nasal corticostersids alone in

freating our patients for bailt AR aad noo-sllergic vascomwtor shindtis.
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. Though nasal stercids e an effective oedication for AR, their thne to oy
for action is a bit prodonged, aod therefors tivir use alone has baan associated with poueer
adherence rates n vy practice, and subsequsntly fead to the exeess and misuse of overthe
ety decongestants, &‘hich is barndul. The dangees of short-term wse of decoagestants
are weadt knwa 1o the medicsd commanity woeldwide.  Also, use o nasad sterotds sloae
fypivatly requirad a trestment period of 4 to § waeks or fonger, which is uwpopalar with
patients and hay lead o failure to complete the treatment raghmen. Accordingly, long-tenm
problems have existed with use of nusal steroids alone.

{1 Anotder medivine that s typieally prescribed for AR is oral anti-histamines,
However, the use of orad anti-histaming Is associated with some common side offects such

as sedatior, cognition difficuliies, dovacss of the mouth, sod significantly tblesome ower
prioary tract symptome LUTSHin elderly pationts with beoign prostgic enlargomsat.
Accordingly, keng-terny problems hive existed with wse of oraf antbhistamines.

12, Nassd corticosteroids in conjunction with oral antifdstamines fave also been
proscribed for AR, bet are charactexized by delayed effects with sigatficant poleatial side
effects such ay sedation, cognition difffcalties, dryness of the mounth, and signiBeantly
froablesome fower urinary tract symptons {LUTSE) in elderdy pationts with benign prosiatic

enlargemeond.  Acvordingly,

wse of nasel corticosteroids fn conjunetion with ol
autthixtambes for troatmant of AR is both noromarkadle ard vsdesinable,

3. Duonase™ solves many of tese fong wem problews. Beonase® povides
suprior and alnwssl Inmedisde relief from syraptoras of AR, a9 rouch so that owt patient's
wsn'p'iiss;x:@ and acherenes with treatment aproves cossidemably. boproved samphiance and

acdherence enaures that my paticnts not ondy get Suticasone with thy fast-woting anclasting,
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but continues o Jode & for perlads ranglog fooy 2 weeks 1o 3 maonghs. Purthermare, Hhave

DR

x4

pbserved that with the use of Doeenase™ the side effects which are cacovntered with oral anti

histamdne are sermountad, Duorase” has also sabstandally reduced both sur preseription,
and the pationds’ s, vac%.ecmgstssam‘s& and their subseguent rebound congestant effects,
fronase”™ use bas obwviated the need for tapicsd decongestards iy our practice, Accordingly,
i cotnparison fo traditicnal reatmants, the pumber of axedications cogwes dows, the Hduiniis

<

B ooy batter conirolind, and the pationd s mudntddned on anttinflammatodes mors
&

commsentty throuph ase of Duonuse”™,

i4, For patients with podergls 10 sevgre intermiltend rhinils, fronase” is the

2

srcatmiend of shajcs. Duonase™ seeves as so cxceflont shori-tons treatment {asting 1010 14
days} tr being ol sympdarns of AR gueiokly urdder contral, with pudnimal side effects, and
with ar fncreased offlcacy over mono-thorapy trestments, Puture episades of maderare 1o
SEVErD SYmpioms, even in a patient with bricmittent AR, when the patient s kravelfing sad
especially when prinary care phiysician is not secessible, would tremendousty bene it witka
ahont 10-14 days vourse of nasal corticosteraids and antifistantine combination provided by
Pruosase™. This sould therefore be proseribved as 5o otion plan, juat as “predeisolone resoue
conrses” are i sothmz, Al i afl, Duonase™ i an disponsable part of o therapsutls
armsmentariom in the treatmiont of hoth AR snd son~adlergio vasomotar rhinitis,

13, In summary, it s my opinfon that the claimed composition repeesents the
futfiliment of a fong-felt, fast proviosly wnmet, noed by patients and healthears practitioners
for manageoment of symptome of AR and non-allergie vesomotor rhinitls vig Hs superior
efficanyg, i;ﬁ;}r@vxﬁd somplisane ard adheseove with weatoent, faster response time, and
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