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Ref Num/Author/Source; ‘ don : ,

In the present study, the

efficacy and tolera bility of a
ingle daily oral dose of ..

: | cetirizine (10 mg) were:

‘Indi Y _gassasseqmpauemswnn

Pharmacology. 3 il Rhiniti ithesymptoms of perennial
el y : ‘allergic rhinitis and compared:

1994 O ; with oral astemizole (10 mg);

o : and placebo treatments. K

Yes TR
ata for Evaluation:; :
Ave of 2 wks and 4 wks

4

38 : * 1 Truc Randomization - NC To compare the efficacy and Autigen Source:

i B . NC. | safety of three once-daily 3o} Natural Exposure -
FalliersCJ., tal. - - ‘1 dosing regimens of cetirizine
o b gt 10 }:with placebo in patients with- Yes. :
Annalsof Allergy. - R | documented seasonal allerg olten:Count: Not Collected
‘ j : “rhinits. z ? jre: »

! ; ] ,Symptoui’s’ Baseline | 1
nclude Nasal Congestion: | Ave Symptoms Score. 4.6
No . © s R

1991

st . “True Randomization = ¥ | In addition, because cetirizine
< NC] is effective in single daly -
doses and causes few side
effects, it is an excellent
“candidate for prolonged use.
“To investigate this, a double- : L
lind, placebo controfied trial - 4pt EI : ymiptoms Baselin
v ) Nasal Co ; ymptoms Reduction 5.3




Evidence Tabl

RefNumiAu!hor/Soume
Year

Purpose

Significant Factors

59

Pmnyowﬁould; SM., etal.

Annals of Allergy. :

True Rmdotmzahon
‘Concealed

-Blinding

“Seasonal Rhinitis

Age:. Adults -
N=16

To correlate the therapetitic

efficacy of cetinizinein allerglc": |

rhinoconjunctivitis of patients

Anngen Source' v

"~ Natural E.xposure

Pollen Season: -
Yes

‘_Pollenk Count:

Placebo Lcud-ln Nﬂ :

ercéat Reduction

80
Wasserman SL, et al
Clinical Therapeutics

1991

'l’ma Rusdomnw.i n
Concealed
‘Blinding

This report descrlbes a atudy
of the efficacy and safety of
cetirizine and patients with

‘| :seasonal allergic rhinitis. In
1} particular, we investiged the
‘effect of several different

dosing regimens on the dmg

efficacy and safely.

- Pollen Seusou. R

:Amlgen ‘Source:

Natural Exposure
L Yes | .
Pollen Coum: Not Coll

Symptom Score:

.4 pt Scate |
nclude Nasal Congestio
Ne

‘Data for Evaluation:

Average ot 2 weeks .
valuator:

Patient” ",
lacebo Lead-In:. No

Pereent Reductlon

AHADROQ

- True Rmdomlmon : NC

To compare the time to"onset_

for clinically important refief.of :

seasonal allergic rhinitis
symptoms for each of the .
study groups. The secondary
objective was to compare the
relative efficacy of single
doses of the afom\enﬁoned

‘Axmgen Source:

Environment Bxposure Uml“




Ref Num/Author/Source
— Year

Significant Factors ™~

Meltzer EO, et al

nd placebo in a field study
aﬁents wnh seasonal allerg

Antigen Source:

Patients’
acebo Lead-In: No

202
Howarth PH., et al.

Journal of Allergy &
Clinical Immunology. -

1999

True Randomwmon NC

A multicenter, double-lind,
parallel group, placebo-

controlled trial compared ﬁré
‘efficacy and safety of

fexofenadine HCI (120 and

180 mg administered once
:| .daily) and cefirizine (10.mg
-once dally) in the treatment of

seasonal allerglc rhmms.

Antigen Source:
Natural Exposure
Pollen Season:
 Yes

Polten Count: Not Collect

 Symptom Score: -

‘Average of 14 days
valuator:

Patients * L
lacebo Lead-in: Ye

*All enpanelled patients had mrld 0 moderate thinitis at start of study and their symptoms were. observed fie

**Mild to moderate rhmms wasmduced and sustamed in a controlled chamber and thc pauents symptoms were documentcdl after bemg\randomrzed to. treatmen r placeb

groups. - . !

+The mvesugators and/or subjects casured thc global reSponse ona 4-8 pomt scale. Respondcts were snbjectsy who had no: symptoms or m:ld symptoms, ume of evaluation:

¥ ‘The investigators and/or subjccts measured the Symptoms ona 4-10 pomt scale for each of 5 108 symptoms.on daily: bases. Thie reduction is the difference between the dail
the Placebo.




s 5

cy. zin‘d\?_'l‘xox’icity of ELofathin‘e V.

Purpose . - Significant Factors

To evaluate the onset of .

action and efficacy of 10' mg
of loratadine in the treatmen
of patients with seasonal
allergic rhinitis. + < -

Physician and Patient’
Placebo Lead-In: No

To compare the‘efﬁcacy'and : Autigeii}Sonme:

27 True Randomization ¥ ’ \ ;
‘Concealed: "~ ' - safely of a single oral daily . Natural Exposure 4
Bruttman G., etal. Blinding dose of loratadine 40 mg, in. | Pollen Season: ;

patients with seascnal pilf Yes o
‘allergic rhinitis, with twice . .} Pollen Count: .
‘daily doses of terfenadine 60 2000-6500 grains/m’
mg or placebo. '} Symptom Score:
A : 4ptScale .
lude Nasal Congestios
Yes SR

Intent to Tx
Journal of Allegy & B
Clinical Immunology |- 1 Seasonal Rhinitis

-} Age: 1845 years
FIN=T0 E

1989

Percent Re&uccn;on' :
Sedation (%) :
All 1ADR (%) 3

:To compare the efficacy and .
‘side effectprofileof  : -
“loratadine to that of

erfenadine, and other

28

Bruttman G, ofal,

Joumnal of Intenational
Medical Research -

1987

placebo in patients with -
rennial allergic rhinitis.

- Ave of 4 weekly and endpoint
Evaluator: 3§




Ref Num/Author/Source

Year

33

Del Carpio 1 etal

4'Joumnl of allergy &
Clinical Immunology

1989

10 mg qd dose of loratadine
with efficacy of terfenadine, a
widely used, nonsedating,
antihistamine administered at
60 mg BID and placebo in th
treatment of patients with -
asonal allergic rhinitis.

Pollen Count; Not Collect
Symptom Score:.

4 ptSeale -
Include Nasal Congesuon.

Phys:cxm Gy
Placebo Lead-In: No,

38
Dockhom RJ, et al.
Annals of Allergy

1987

True Randomization
Concealed

Blinding

Intent to Tx -

To Evaluate and compare the
efficacy and safety of ©

loratadine 10 mg OD,

clemastine 1 mg BID, and
placebo-when administered
orally in the treatment of

‘patients.with seasonal
:allergic rhinitis.

Natural Exposure

‘Pollen Season:

‘Pollen Count: Not Collccted
Symptom Score:
4 pt Scale” S
Include Nasal Congestion:
Yes : o nEs
Data for Evaluation: Gl
- Ave of days 3, 7 14 and endpom
Evaluator: : :
Physician and Patient i
Placebo Lead-InxNo

Dose (mg)

39
Frolund L., et al.

‘Allergy

True Randomization

Concealed
Blinding

Intent to Tx

To compare the efficacy and
safety of loratadine 10mg
-once daily, clemastine 1 mg

- twice daoly. and placebo, in

Antigen Source:
Natural Exposure
Pollen Season: .-

———




Ref Num/Author/Source
Year

42

Gutkowski A, etal

safety of loratadirie,
dministered qd with
‘terfenadine, admlnistered b»d

“

Horak F., etal.

Amcimincl-Forschun;t

1988

; Seasonal Rhimtﬁ

Age' 12-70 years

T6 further evaluate the

‘efficacy and safety of
‘joratadine. In this 14 day

study, loratadine 10 mg once

k!
“and placebo as oral therapy

'for outpatients with seasonal -

‘allergic rhinitis.

“To compare the time of oﬁset .

of action and the clinical

. Antigen Source:
Natural Exposure

‘Pollen Season:




Ref Num/Autior/Source | g ik Vg - .Significant Factors

- A double-blind, controlled” ¢ Antigen Source:

 Skassa-Brocick W,,etat

Data for Evaluauon. o
- Aveof day 3:and cndpom
Evaluator:

Placebo Lead-In: No

113 " | Tnic Randomization’ NC | A randomized, placebo- .| Antigen Source: "
.} Concealed ' N - | controlled study of the 5 Natural Exposure
Dolovich 1., et al -Blinding - - - N.. | efficacy and safety of - | Pollen Season: -
| Intentto Tx . ) “foratadine (10mg once daily) .| : Yes i
Annalsof Allergy ~ ° } 7 © .7 = Lin the prophylactic treatment - | ‘Pollen Count; Not Collected
o L0 nT of seasonal allergic rhinitis Symptom Score:
1994 ik Age:17-60 years .= .} was therefore conducted. = .'f: 4 pt Scale
e EN= 118 : o i .} Include Nasal Congcsnon‘
b : 40 Yes P
Data for Evaluation:
Aveof day 3 and cndpom
{Evaluator; -
Physician
laccbo Lead-In: No ;-

122 | True Randomization NC To compare the time to onset | Antigen Sowce:
: : } for clinically important relief of . - Environment F.xposurc Umt‘ .
DayJH., etal. . :ir | Blindi ‘seasonal allergic rhinitis Pollen Season:

rugs in.controlling the
- symptoms of seasonal
llergic rhinitis.




" Significant Factors = -

but ciinically relevant setting,
this agent was compared witly
loratadine and placebo in:
patients with symptomat
sasonal allergic rhinitis
undergoing controlied pollen
challenge in an environm
xposure unit. FR

Average of 2/days
Evaluator: -

Patient 2 <
Placebo Lead-In: No

200 True Randomization The efficacy, duration snd. 7 | -Antigen Source: -
o Concealed - . ‘onset of action, and safety of Natural Exposure.
Meltzer BO, etal - - |'Blinding - . cetirizing, 10 mg once dally, | Pollen Season;
1 intentto Tx . B " | 'was compared withthat of . ~"Yes )
: R : - loratadine 10 mg once dally. . .} Pollen Count: S
‘and placebo in a fleld study of [ 262w ¢ S
b S | .patients with seasonal allergic:. |- Symptom Score: 157 ‘Symptoms Baseline .
1996 ; con s initis. . .6 ptScale’ Ave Symptoms Score
: = : Include Nasal Congestion: .°: | 8TD
. Yes : Percent Reduction
Data for Evaluation: Sedation (%) )
Average of 2 days Al (%Y
valuator: - 1 : :
:Patients

Clinical 1

Journal of Allergy &
logy

Y= Yes, N=No, NC=Not
Standard Error of the Mean T BT : = e S _ : ,

_*All enpanelled patients had mild to moderate rhinitis at start of study and their symptoms were obscrved after being randomized to treatment or placebo groups

##Mild to moderate rhinitis was induced and-sustained in a controlled chamber and the patients’ sy toms were documented after being randomized to treatment or placebo




Ref Num/Author/Source
Year

Design/Population

Purpose

Significant Factors

102

Casale TB,, etal.
‘Allergy & Asthma
Proceedings

1999

Tme Rmdomiunon NC

To confirm the efficacy and

safety of once-daily dosing of

fexofenadine HCI (120 mg and
180 mg QD) compared with
placebo in the treatment of

‘ffautumnSAR

‘Amigen:Source:
Natural Exposure®

: ollen Season‘

ollen Coum. Not Collccted

103
Bronsky EA,, et al.

Allergy & Asthma
Proceedings

1998

“True Randomiization. -

‘Concealed -
Blinding -
Intent to T,

; jSensonni Rhinitis

Age: 12-65 years:

| N=389

:SAR

To evaluate the clinical
efficacy and safety of

fexofenadine HC! (40, 60, and |

120 mg bid) compared with
‘placebo in the treatment of fall

Antigen Source;
Natural Exposure
Pollen Season:
Not Considered .
olten Count: Not Collecled
ymptom Score:
5ptScale

{Include Nasal Congesnon'

No®

 Data for Evaluation:
Aveof .14 days
valuator:
“Patient ;
hcebo Lead-ln‘ Yes

‘Groups
N

Do§e (mg;
Sig:

‘Symptoms Baselu\e ol

EM

1 Percent Reduction

edation (%)
AIFADR (%).

124
Bemstein D, etal,

Annals of Allelxy
Asthma, & Immmology

1997

To evaluate the efficacy : an

exposum.

ata for Evaluation’
Aveof:14 days
valuator; -

lacebo Lead'ln. Yes




Ref Num/Author/Source o e Significant Factors [

132 : ; Randomization “To characterize the time to-
: : .| ‘onset of clinicaily important "

Day JH., etal.

Annals of Allegy, :
:Asthma, & Immunology

and safaty of single doses of
exofenadine HCI. Ave of 5 hours
: . Evaluator: ;
Patient - it
Placebo Lead-In: Yes:

202 True Randomization - . A 'multicenter, double-ind, - | Antigen Source:

Concealed : | ‘parallel group, placebo- - “Natural Exposure
Howarth PH., et al. /Blinding 7Y | ‘controlled trial compared the Pollen Season:

ilntentto Tx o oY ‘efficacy and safety of o Yes.

Joumal of Allergy & 1 ) - 7} ‘texofenadine HC! (120 and . . -  Pollen Count: Not Collected
Clinical Immunclogy. 'l :Seasonal Rhinitis 77 - 180 mg administered once :
JAge: 1265 years
1999 J:N=821

'Y= Yes, N=No, NC=Not:
Standard Error. of: the Mean S

oderate rhmms at start of study and thex symptoms were observed after being randomized to atment orp
' patients’ symptoms were: documented after bomg‘randomlzed to trealment,o placeb

groups. |

+The mvestxgators and/or subjects measured:the global response on & 4-8 point scale.

T The investigators and/or subjects measured the Symptoms ona. 4- 10 pomt scale for eachof 5
Symptoms Score after u'catment and the Placebo..




Ref Num/Author/Source Purpose Significant Factors
. Year i
1m To. compare the efficacy and. | Antigen Source:
safety of chiorpheniramine vs Natural Exposure®
Brandon ML, et al terfenadine and placebo. ;) Pollen Senson'
: P R : 5 Yes ;
Annals of Allergy Pollen Cdunt Not Collected
o Symptom Score:
1980 - Age; Adults SptScale -
' N=1200 Include an'al,,Cbngesuom
‘ Yes ©

Data for Eva!unhon -
Aveof 3-4 days

Physician |
‘Placebo Lead-In: No*

1

Brandon ML., et al.

1980

Annsls of Allergy

True Randomization
Concealed
Blinding .

Intent to;Tx

’:Seasoxui:Rhm
"Age: Adults -
N=12 -

To compare the emcacy and
terfenadine and placebo.

safety of chlorpheniramine vs

Antigen Source:
Natural Exposure
Pollen Scuson‘ ERE

Yes

Symptom Score:
5 pt Scale
Inclode Nasal Congestion:
e ~

“Data for Evaluation:
{Aveof 2days

‘Evaluator:

< Physician

“Placebo Lead-In;

‘Pollen Count: Not Collected :

AScdmon (%)
] ,All ADR (% ]

111

1980

Brandon ML, et al.

Amuls,ofAllergy :

Tme Randomlzauon

To compare the efficacy and
terfenadine and placebo.

- safety of chiorpheniramine vs

Anugen Source:
. Natural Exposure
ollen Season. :
Yes: :
ollen Cont: Not Collccted

Symptom Score:
.5 ptScale
nelude Nas:l Congesuorr

Yes '

Data for Evaluation:

Ave of 2 days
Evaluator:

‘Physician -

! Pllcebo Lead-In:N




Placebo Lead-In; Ycl

25 :
Brostoff 1., etal, 1

Pmnduate Medical.

Joumal.

To pars the effects of :

‘malea!eandplae;boh
“patients with pemnial or non-
:seasonal allergic rhinitis.

Aiufgen Source: .
Natural Exposure . .
Pollen Season: :

Not Considered
:Pollen Count: Not Colleucd

Sympmm Seore: ¢
4 pt Scale .
lndnde Nasat Congcmon
Yes

"Data for Evaluation;

Aveof 14days .
Evalu.-nor '

Moo Lo N6 |-

| ANADR(R)

. ‘after being randomized to treatment or - placebo groups.

+The investigators and/or subjects measured the global résponse’on a 4-8 pomt scaleg

subjecu who had'no symptoms or mild symptoms at a time of evaluation, !
The investigators and/or subjects measured the Symptoms on a 4-10 point scale for each of § (o 8

‘symptoms on a daily bascs
treatment and the Placebo.

is the dlf"

betwecn the daxly Symptoms Score sﬁer




Ref Num/Author/Source

3

Baclde Y, etal, |

Drug Investigations.

- allergic rhinitis in children agec:

from2to 14 year:

-Antigen Source: '

Natursl Exposure‘
ollen Season:; -
“Not Considered -
Pollen Count: Nat Collected
Symptom Score;
4 pt Scale
nclude Nasal Congestion:

Placebo Lead-In: No

87
Jobst S., etal.

Allergy.
1994

True Randomization: Y
Concealed NC
Blinding Y
IntenttoTx ©. .+ =Y
Perennial Rhinitis

Age: 6-12years
N=330

To assess the efficacy of three
dose levels (2.5, 5, and 10 mg)

of cetirizine given once daily in.
children with perennial allergic
rhinitis, In order to investigate " .
-the dose response relationship :
-of cetirizine administered once' -
‘a day and to compare
: safety of cetirizine with that of

the

placebo in children aged 6-12
ears.

Antigen Source:
Natural Exposure

Pollen Season:

No
Pollen Count: Not Collected
Symptom Score:
. 4ptScale

' :Include Nasal Congcsﬁon:

Yes
Dita for Evaluanon-

Average of scores'at days 7 &
Evaluator: . !

-Physician -
Pltcebo Lead-ln' No

Data for Evtluauon' B
Ave of .14 days

Evalustor: - :
Patient

Placebo Lead-In: No
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1992, 10 mg 6.9-5.0= 1.9’

Panayotopoulos:1990, 10 mg 5.5-2.3= 3.2

‘Wasserman;1991, 10 mg 5.7-3.3=2.4

- Sabbah:1999, 10 mg 9.0-7.0= 2.0
‘Howarth:1999, 10 mg 5.4-4.0= 1.4

180)100= 27.4%
'{Av’eragefTSS; fortPlaQ‘ébo




:1992,

Horaki1988, 10mg 14.0-68=72

| Skassa-Brociek:1988, 10 mg 7.7-4.9=

. Dolovich:1994, 10 mg 3.47-3.2= 0.27°

%
[
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~ Wasserman

Day:1997, 10/mg 3/23-3/22= 0.0

10/93-2/93= 0.09

12/207-6/201= 0.03
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