Evidence Table 2. Randomized controlled studies evaluating treatment of seasonal and perennial allergic rhinitis
Non-sedating antihistamines versus nasal corticosteroids
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Part I. 

	
	Author

Year

UI
	Intervention
	Duration
	Demographics
	Inclusion criteria
	Exclusion criteria

	
	Munch 

1983

84050113


	Seasonal Allergic Rhinitis

Dexchlor-pheniramine vs Budesonide 

RCT-Parallel

After treatment, used intranasal allergen for post-challenge
	21 days
	Location: Denmark

Mean age: 29 

Age range: 18-65

% Male:  50%

Race: ND 

Enrolled: 61 - 30  (dexchlorpheniramine) and 31 (budesonide)

Evaluated: 60 - 29 (dexchlorpheniramine) and 31 (budesonide)

Number of sites: 4
	At least 15 years old

Rhino-conjunctivitis for last 2 seasons

 Positive skin prick test to timothy grass
	Asthma

Sinusitis

Nasal septal deviation

Nasal polyposis

Childbearing potential

PAR

SAR in pollen season

Treated with other drugs or gluticocorticoids for last 2 weeks

	
	Backhouse

1986

86165329


	Seasonal Allergic Rhinitis

Terfenadine vs Flunisolide 

RCT-Parallel
	11 weeks
	Location: UK

Mean age:  35

Age range: 18-65

% Male:  52/99

Race: ND 

Enrolled:99 - 50 (terfenadine) and 49 (terfenadine and flunisolide)

Evaluated: 82 - 33 (terfenadine) and 49 (terfenadine + flunisolide) 

Number of sites: 1
	Moderate to severe symptoms of SAR for at least 2 years
	Sinusitis

Nasal septal deviation

Nasal polyposis

Pregnant/lactating

Other RTI (respiratory tract infection)

Systemic steroid use within 3 months

Any allergy therapy within 2 weeks
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Part I. (continued)

	
	Author

Year

UI
	Intervention
	Duration
	Demographics
	Inclusion criteria
	Exclusion criteria

	
	Wood

1986

86245576


	Seasonal Allergic Rhinitis

Astemizole vs Beclomethasone 

RCT- Parallel
	13 weeks
	Location: UK

Mean age: 27.9

Age range: > 12

% Male:  35/73

Race: ND 

Enrolled: 74

Evaluated: 73 - 39 (astemizole) and 34 (beclomethasone) 

Number of sites: 1
	“sound clinical history of hay fever”
	Nasal polyposis

“severe chronic rhinitis (vasomotor or intrinsic rhinitis)”

Received systemic corticosteroid within 4 weeks

Pregnant or lactating or likely to become pregnant 

	
	Juniper

1989

89175902


	Seasonal Allergic Rhinitis
Astemizole vs Beclomethasone 

[also tested Astemizole + Beclomethasone treatment]

RCT-Parallel
	42 days
	Location: Canada

Mean age: 39.8 

Age range: 18-70

% Male: 53.3% 

Race: ND

Enrolled: 90

Evaluated: 90: 30 each group

Number of sites: 1
	Rhinoconjunctivitis requiring treatment during 2 seasons

Skin prick test
	Pregnant/nursing mothers

Perennial rhinitis

No trial drug use within 6 weeks

	
	Robinson 

1989

90002391
	Perennial Allergic Rhinitis

Terfenadine vs Beclomethasone dipropionate (BDP)

RCT- cross-over (unextractable)
	4 weeks
	Location: UK

Mean age: 30.9

Age range: 18-65

%Male: 7/20

Race: ND

Enrolled: 20 (10 each group)

Evaluated: 13 - 5 (Group B-received terfenadine 1st), 8 (Group A- received beclomethasone 1st)

[**see outcomes-efficacy section for clarification**]

Number of sites: 1
	With normal sinus X-ray and free from “serious” illness
	With sinusitis, nasal septal deviation, and nasal polyposis. 

Pregnant women and those receiving or would require medicine affecting perennial rhinitis, such as antihistamines 
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Part I. (continued)

	
	Author

Year

UI
	Intervention
	Duration
	Demographics
	Inclusion criteria
	Exclusion criteria

	
	Darnell  1994

95196117


	Seasonal Allergic Rhinitis

Terfenadine vs. fluticasone 

RCT-Parallel
	6 weeks
	Location: Europe 

Mean age: 28 

Age range: > 12

%Male: 

Race: ND 

Enrolled:214 : 

Evaluated: 173 

Number of sites: 15
	Positive skin-prick test to grass pollen 

Symptoms of seasonal allergic rhinitis for past two seasons
	Sinusitis

Corticosteroids or cromoglycate within one month

Antihistamines within 6 weeks

Immunotherapy within one year

Perennial rhinitis 

Pregnancy

	
	Van Bavel

1994

95085365


	Seasonal Allergic Rhinitis

Terfenadine vs. fluticasone 

[placebo also tested]

RCT-Parallel


	14 days
	Location: USA

Mean age: 39.2 

Age range: > 12

% Male:  49% 

Race: ND 

Enrolled: 232

Evaluated: 232 - 78 (fluticasone), 77(terfenadine), and 77 (placebo)

Number of sites: 5?
	Symptomatic at entry with symptom score of 200/400 on 4/ 7 days preceding treatment

Moderate to severe seasonal allergic rhinitis diagnosed as below

1yr history 

Nasal mucosal appearance consistent with allergic rhinitis

Positive skin test to mountain cedar w/in 12 months

Normal HPA axis by morning cortisol
	No oral antihistamines or cromolyn for at last 2 weeks prior to screening

No astemizole or inhaled intranasal or systemic steroids for 1 month prior to screening

	
	

	90
	
Part I. (continued)

	
	Author

Year

UI
	Intervention
	Duration
	Demographics
	Inclusion criteria
	Exclusion criteria

	
	Hilberg

1995

96098156


	Seasonal Allergic Rhinitis

Terfenadine vs Budesonide

[Placebo also tested]

RCT- cross-over (extractable)
	42 days- 14 days for each of 3 treatments
	Location: Denmark

Mean age: 25.4 

Age range: 23-33

% Male:  14/17= 82%

Race: Caucasian 

Enrolled: 18 

Evaluated: 17 

Number of sites: 1
	Non-smoking volunteers

“typical hay fever symptoms in the season”

Positive prick test

RAST against timothy of at least class 3
	Asthma

Prior nasal surgery

“gross nasal pathology”

Smoking



	
	Schoenwetter

1995

96070357


	Seasonal Allergic Rhinitis

Loratidine  vs Triamcinolone 

RCT-Parallel
	28 days
	Location: US

Mean age: 31.2 

Age range: 12-70

% Male:  43% 

Race: ND 

Enrolled: 298 - 149 each group

Evaluated: 274 - 140 for loratadine, and 134 for triamcinolone 

Number of sites: ND
	2 seasons of SAR symptoms
	Sinusitis

Nasal septal deviation

Nasal polyposis

Decongestants/antihistamine use within 42 days

Oral/ nasal steroid use in 3 months

Pregnant/lactating

	
	Bernstein

1996

96213647 


	Seasonal Allergic Rhinitis

astemizole vs. Triamcinolone 

RCT parallel
	4 weeks
	Location: US

Mean age: 35.7

Age range: ND

% Male: 46%

Race: ND

Enrolled: 239 - 120 (Triamcinolone) and 119 (Astemizole)

Evaluated: 209 - 104 (Triamcinolone), and 105 (Astemizole)

Number of sites:9
	2 year history of symptoms

Positive skin test

Qualifying symptom score
	Recent steroid use

Recent cromolyn 

Recent  immunotherapy

Sinusitis

Nasal polyposis

Septal deviation

Rhinitis 

Medicamentosa
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Part I. (continued)

	
	Author

Year

UI
	Intervention
	Duration
	Demographics
	Inclusion criteria
	Exclusion criteria

	
	Bronsky

1996

UI


	Seasonal Allergic Rhinitis

Terfenadine vs. fluticasone

RCT

Parallel
	4 weeks
	Location: US

Mean age: 35.7

Age range: ND

% Male

Race: ND

Enrolled: 239

Evaluated: 209

Number of sites:9
	>12years old

Positive skin test

Nasal mucosal appearance consistent with SAR

1 year history of symptoms

 
	Antihistamines within 2 weeks

Cromolyn sodium within 2 weeks

Steroids (all Types) within 4 weeks

Astemizole within 4 weeks

	
	Bronsky

1996

96194242


	Seasonal Allergic Rhinitis

Terfenadine vs. fluticasone 

[Placebo also tested]

RCT-Parallel

 
	28 days
	Location: US

Mean age: 30

Age range: > 12

% Male:  58% 

Race: ND 

Enrolled: 348 - 117 (fluticasone), 116 (terfenadine) and 115 (placebo)

Evaluated:  319 - 111 (fluticasone), 103 (terfenadine) and 105 (placebo)

Number of sites: 10
	Moderate to severe seasonal allergic rhinitis diagnosed by

1)positive skin test to at least one spring allergen

2)nasal mucosa appearance consistent with diagnosis of SAR

3)at least 1 year history of symptoms

4)moderate-severe symptoms by diary

5)morning plasma cortisol ( 7(g/dL

6)nasal symptom score ( 200/400 on 4/7 days immediately preceding enrollment
	Oral antihistamine or cromolyn sodium within 2 weeks

Astemizole or inhaled/systemic corticosteroids within 1 month 
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Part I. (continued)

	
	Author

Year

UI
	Intervention
	Duration
	Demographics
	Inclusion criteria
	Exclusion criteria

	
	Jordana

1996

96191239


	Seasonal Allergic Rhinitis

Loratadine vs. fluticasone

RCT

Parallel
	4 weeks
	Location: US

Mean age: 12(17

Age range: ND

% Male

Race: ND

Enrolled: 242

Evaluated: 240 - 121 (Fluticasone) and 119 (Loratadine)

Number of sites:  5
	Moderate to severe allergic rhinitis symptoms
	Viral rhinitis

Perennial rhinitis

Steroids within 1 month

Cromoglycate within 1 month

Loratidine within 1 week

Sinusitis

Nasal surgery

Structural nasal abnormalities

	
	Gehanno 

1997

97332767

	Seasonal Allergic Rhinitis

Loratidine vs. fluticasone

RCT- Parallel
	4 weeks
	Location: France

Mean age: 37.0 (fluticasone), and 41 (loratadine)

Age range: > 12

% Male:  47% (fluticasone) and 42% (loratadine)

Race: ND 

Enrolled: 114

Evaluated: 114 - 57 each group

Number of sites: “multi-center”
	Positive skin test to seasonal allergens
	Women of childbearing potential

Patient received oral, inhaled or intranasal corticosteroids within 1 month 

Intranasal cromolyn within 15 days prior to study

	
	Juniper

1997

UI


	Seasonal Allergic Rhinitis

Terfenadine vs. Fluticasone  

RCT
	6 weeks
	Location: US

Mean age: 41

Age range: ND

% Male

Race: ND

Enrolled: 240

Evaluated: 240

Number of sites: 5
	Diagnosis of SAR

Symptomatic in previous season

Positive ragweed skin test
	Sinusitis

Nasal polyposis

Perennial rhinitis

Immunotherapy within 12 months

Antihistamine therapy

All steroid therapy
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Part I. (continued)

	
	Author

Year

UI
	Intervention
	Duration
	Demographics
	Inclusion criteria
	Exclusion criteria

	
	Juniper

1997

97286890


	Seasonal Allergic Rhinitis

Terfenadine vs. fluticasone 

RCT Parallel


	6 weeks
	Location: Canada

Mean age: ND

Age range: 17-66

% Male:  48% (fluticasone) and 53% (terfenadine)

Race: ND 

Enrolled: 61 

Evaluated:  60 

Number of sites: 1
	Diagnosis seasonal allergic rhinoconjunctivitis

Nasal symptoms requiring treatment during previous ragweed season

Positive skin test for ragweed 


	Sinusitis

Nasal polyposis

Perennial rhinoconjunctivitis 

Chronic nasal obstruction, polyposis or sinusitis

Allergen injection of treatment within past 12 months

Pregnant/nursing mothers

Other diseases requiring antihistamine or oral steroid

	
	D’Ambrosio

1998

99133169

	Seasonal Allergic Rhinitis

Cetirizine  vs fluticasone 

[also one group treated with both cetirizine and fluticasone]

RCT-Parallel
	60 days
	Location: Italy

Mean age: 28.1 

Age range: > 14

% Male: 9/18 

Race: ND 

Enrolled: 60 

Evaluated:  54 

18(cetirizine), 19 

(fluticasone), and 17 

(cetirizine and

fluticasone)

Number of sites: 1
	Clinical history of SAR

Positive skin test
	Use of drugs that may interfere with results of study
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Part I. (continued)

	
	Author

Year

UI
	Intervention
	Duration
	Demographics
	Inclusion criteria
	Exclusion criteria

	
	Ratner 

1998

98390023

	Seasonal Allergic Rhinitis

Loratadine vs. fluticasone [also studies combination of Loratadine + Fluticasone; placebo also tested]

RCT- Parallel
	14 days
	Location: US

Mean age: 40.1 

Age range: >12

% Male: 46% 

Race: ND 

Enrolled:600

Evaluated: 569 

142 (Loratadine), 142 (Fluticasone), 145 (Loratadine +Fluticasone), and 140 (Placebo) 

Number of sites: 5
	Positive Skin prick to allergen
	Nasal septal deviation

Nasal polyposis

Any treatment with trial drugs within 6 weeks

Decongestants or steroids within 4 weeks

“Candidal infection”

Pregnant or lactating

	
	Ortolani 1999

20068053

	Seasonal Allergic Rhinitis

Levocabastine vs fluticasone vs. placebo

RCT-Parallel
	6 weeks
	Location: Italy

Mean age: 29 

Age range: 13-64

% Male: 169/288

Race: ND 

Enrolled:288

Evaluated: 288 

Number of sites: 16
	Clinical history of  SAR for at least 2 years

Positive skin prick test to seasonal pollens


	Sinusitis

Nasal septal deviation

Nasal polyposis

Long-acting Antihistamines

Nasal systemic steroids(x 4 weeks)

Pregnant/lactating

PAR

Paranasal sinuses/ respiratory tract infection

Nasal surgery within past year
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Part I. (continued)

	
	Author

Year

UI
	Intervention
	Duration
	Demographics
	Inclusion criteria
	Exclusion criteria

	
	Condemi

2000

20289854
	Seasonal Allergic Rhinitis

Loratidine vs. Triamcinolone

RCT-Parallel
	28 days
	Location: US

Mean age: 32 

Age range: 12 - 69

% Male:  45% 

Race: 90% Caucasian

Enrolled: 351 - 175 (triamcinolone) and 176 (loratadine)

Evaluated: 317 - 160 (triamcinolone) and 157 (loratadine)

Number of sites: 11
	2 year consecutive history

Positive skin prick test to grass pollen

Combined symptom score of at least 24 on 4 of 5 baseline days (4 point scale, max 60)
	Sinusitis

Nasal septal deviation

Rhinitis medicamentosa

Nasal candidiasis

Pregnant, lactating, childbearing women

Recent use of treatment: corticosteroids, intranasal cromolyn, topical decongestants, systemic steroids, long-acting antihistamines
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Part II.

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Munch

1983

84050113
	Mean total symptom score

Rhinorrhoea

Nasal congestion

Sneezing

Itchy eyes

Itchy throat
	Sneezing (morning and evening): 0= no symptoms, 1= slight, 2= moderate, 3= severe

Rhinorrhea and Blockage- rating scale

Total Nasal symptom score- combination of sneezing, rhinorrhoea, and blockage scores
	Global patient assessment: score of 82 for budesonide and 62 for dexchlorpheniramine

P= 0.06

Total Nasal Symptom score:

More improvement of symptoms for patients taking budesonide compared dexchlorpheniramine with p< 0.05 for budesonide vs dexchlorpheniramine

Sneezing + Nose blowings:

Dexchlorpheniramine group- not much diurnal variation during therapy

Budesonide- symptom reduction for morning and evening symptoms

Nasal blockage

More improvement for morning and evening symptoms in patients taking budesonide compared to dexchlorpheniramine with p< 0.05 for budesonide vs dexchlorpheniramine

Nasal itching

No significant differences between groups, but trend for favoring budesonide over dexchlorpheniramine
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Backhouse 

1986

86165329
	Total mean symptom score

Rhinorrhoea

Nasal congestion

Sneezing

Nose blowing

Eye symptoms
	Symptom scale

Sneezing/nose-blowing

1= never/seldom

2= infrequent

3=frequent

4=very frequent

Runny nose, stuffy nose, and ocular symptoms

1=none

2=mild

3=moderate

4=severe

overall assessment (done at end of every visit) – excellent, good, poor, none or worse symptoms
	All values taken from Week 7- when pollen level was highest

Global Physician Assessment:

Good/excellent response achieved by 62% of subjects in terfenadine group and 96% in terfenadine+flunisolide group, with p< 0.001 for terfenadine + flunisolide group vs terfenadine group

Sneezing

Symptom score of 1.9 with terfenadine, vs 1.4 with terfenadine+flunisolide, with p = 0.02

Nasal Blowing

Symptom score of 2.3 with terfenadine vs 1.5 with terfenadine+flunisolide with p= 0.001

Nasal Congestion

Symptom score of 2.2 with terfenadine vs 1.5 with terfenadine+flunisolide with p=0.008

	
	Wood 

1986

86245576
	Total Mean Symptom Score

Sneezing

Rhinorrhoea

Blocked nose

Itchy eyes
	Symptom scale

Diary card that included five 10 cm visual analogue scale 
	Results presented as graphs mostly 

“No statistically significant difference between the scores for the astemizole and the beclomethasone from using an ANOVA for overall severity of symptom or for blocked nose, sneezing or runny nose

Both medications decrease the VAS (0-100 scale) symptom scores at baseline to around 10-20 for individual symptoms of sneezing, rhinitis and rhinorrhoea
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Juniper

1989

89175902
	Total mean symptom score

Nasal Congestion

Sneezing

Watery eyes

Asthma
	Symptom scale:

Diary entries:

Symptom severity: 0-3 scale:

0= absent

1=mild

2=moderate

3=severe

Symptom duration: 0-3 scale:

0=absent

1=few short episodes

2= many episodes

3= continuous

symptoms also evaluated after wk1,3,and 6 by clinician
	Overall efficacy evaluation (from mean daily scores)

Beclomethasone showed better improvement than astemizole for sneezing, stuffy nose, and runny nose

Beclomethasone + Astemizole showed better improvement than astemizole for nasal symptoms, but little difference compared to beclomethasone

Sneezing:

Mean daily score of 0.395 for astemizole, score of 0.193 for beclomethasone, and score of 0.155 for astemizole + beclomethasone

Rhinorrhoea:

Mean daily score of 0.406 for astemizole, score of 0.152 for beclomethasone, and score of 0.192 for astemizole + beclomethasone

Nasal Congestion:

Mean daily score of 0.594 for astemizole, score of 0.319 for beclomethasone, and score of 0.322 for astemizole + beclomethasone
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Robinson 

1989

	Mean total symptom score

Rhinorrhoea

Sneezing

Nasal Congestion

Watery Eyes

Itchy Nose

Itchy eyes

Post nasal drip (PND)

Nasal irritation
	Symptom scale for patients with daily record card- 5 pt scale 

0= no symptoms

1= mild

2= moderate

3= severe

4= very severe
	**Treatment groups: 

Group A – Sequence #1 : Beclomethasone 1st period, then Terfenadine 2nd period

Group B – Sequence #2 : Terfenadine 1st period, then Beclomethasone 2nd period

Patient Preference:

9 preferred Beclomethasone, 2 preferred Terfenadine, and 2 had no preference

Sneezing 

For group A, symptom score of 1.0 with terfenadine vs symptom score of 0.48 with beclomethasone; P = 0.04 for symptom category in general 

For group B, symptom score of 0.49 with terfenadine vs symptom sore of 0.25 with beclomethasone

Rhinorrhoea 

For group A, symptom score of 1.29 with terfenadine vs symptom score of 0.69 with beclomethasone; P= 0.0006 for symptom category in general

For group B, symptom score of 0.94 with terfenadine vs symptom score of 0.08 with beclomethasone

Nasal Congestion

For group A, symptom score of 0.92 with terfenadine vs symptom score of 0. 76 with beclomethasone; P= N/S for symptom 

For group B, symptom score of 0.85 with terfenadine vs symptom score of 0.84 with beclomethasone

Nasal Itch

For group A, symptom score of 0.62 with terfenadine vs symptom score of 0.39 with beclomethasone; P= N/S for symptom

For group B, symptom score of 0.36 with terfenadine vs symptom score of 0.1 with beclomethasone
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Darnell 

1994

95196117
	Mean total Symptom Score

Sneezing

Nasal Congestion

Rhinorrhoea

Itchy nose
	Overall assessment- vertical line made by patients on 10 cm visual analogue scale 

Left=no symptoms, Right= worst symptoms

Individual Symptom scale- 4 pt scale for 

each symptom

[0-3, 0=best,3=worst] 

Blockage- 

0= breathing freely easily, 1= slightly difficult, 2= moderately difficult, 3= difficult- impossible

Sneezing

0=absent, 1=  occasionally present, 2= troublesome episodes, 3= frequent troublesome episodes

nasal itching/rhinorrhoea 0=absent,1=mostly unaware, 2= not a persistent distraction, 3= persistent distraction

drowsiness 0=absent, 1= mild, 2= moderate, 3= severe
	Nasal blockage

P= 0.009 for fluticasone vs terfenadine, and p= 0.02 for fluticasone vs terfenadine

Sneezing

Days free of symptoms: 25 days with terfenadine, 40 days with fluticasone, and 20 days with placebo; P<0.001 for fluticasone vs placebo, and p= 0.057 for fluticasone vs terfenadine

Rhinorrhoea

Days free of symptoms: 45 days with terfenadine, 55 days with fluticasone, and 35 days with placebo; p<0.001 for fluticasone vs placebo, and p= 0.021 for fluticasone vs terfenadine

Nasal congestion

Days free symptoms on waking: 5 days with terfenadine, 35 days with fluticasone, and 6 days with placebo; p<0.017 for fluticasone vs placebo, and p<0.012 for fluticasone vs terfenadine

Days free of symptoms during the day: 15 days with terfenadine, 45 days with fluticasone, and 10 days with placebo; p < 0.028 for fluticasone vs placebo, and p<0.01 for fluticasone vs terfenadine
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Van Bavel

1994

95085365


	Total Mean Symptom Score

Rhinorrhoea

Nasal Congestion

Sneezing

Itchy nose

Nasal eosinophils
	Symptom Scale

Diary cards- visual analog scale ranging from 0 (absent) to 100 (severe)

- all symptoms evaluated in evening except nasal obstruction, which was also evaluated on awakening

Rhinoprobe measurements (days 1and 15)- rated # inflammatory cells w/ 5 pt scale: 

0= none, 1= few, scattered; 2= moderate number, small clumps; 3= large clumps, not covering entire field; and 4= clumps covering entire field

Overall physician assessment: following categories: significant improvement, mild improvement, no change, mildly worse, moderately worse, or significantly worse
	Overall clinician assessment: 

Significant/ Moderate Improvement: 64% in fluticasone group with p < 0.01 for drug vs placebo; 49% in terfenadine group with p< 0.01 for fluticasone vs terfenadine;  and 44% in placebo group

Mild Improvement: No change, or Mildly Worse: 33% in fluticasone group, 49% in terfenadine group, and 52% in placebo group

Moderately or significantly worse: 2% in fluticasone group, 1% in terfenadine group, and 4% in placebo group

Sneezing:

Fluticasone did significantly better than placebo or terfenadine with p< 0.05. Terfenadine did significantly worse than fluticasone with p< 0.05

Rhinorrhoea:

Fluticasone did significantly better than placebo and terfenadine with p< 0.05. Terfenadine did significantly worse than fluticasone with p < 0.05

Congestion:

Fluticasone did significantly better than placebo or terfenadine with p< 0.05. Terfenadine did significantly worse than fluticasone with p < 0.05

No mean symptom scores given for individual symptoms or magnitude of change- better work at 14 days only. 
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Hilberg 

1995

96098156
	Total Mean Symptom Score

Nasal Congestion 

Nasal Itch

Sneezing

Nasal secretion
	Symptom Scale

Questionnaire- Visual 100 mm Linear Analog Scale- no symptoms to intolerable symptoms
	Overall effect

Minimum cross-sectional area (cm2 )
(*Minimum cross-sectional area was tested to evaluate correlation with olfactory function)

Area of 1.03 with terfenadine with p < 0.01 for terfenadine vs placebo; area of 1.11 with budesonide with p < 0.005 for budesonide vs placebo; area of 0.99 with placebo

Nasal Volume (cm3)

Volume of 16.45 with terfenadine with p< 0.1= NS for terfenadine vs placebo; volume of 16.98 with budesonide with p < 0.01 for budesonide vs placebo; volume of 15.74 with placebo

Budesonide also significantly improved nasal congestion

Olfactory threshold- no results

Surrogate end- points of uncertain clinical value

	
	Schoenwetter

1995

96070357
	Total Mean symptom score

Rhinorrhoea

Nasal congestion

Sneezing

Itchy Eyes

Itchy nose

Postnasal drip (PND)
	Symptom Scale

4-pt scale:

0= no symptoms

1= mild symptoms

2= moderate symptoms

3=severe symptoms
	Overall assessment:

% symptom change of 31% with loratadine and 51% with triamcinolone with p ( 0.001 for triamcinolone vs loratadine

Sneezing

% symptom change of 35% with loratadine and 58% with triamcinolone with p( 0.001 for triamcinolone vs loratadine

Nasal Congestion

% symptom change of 21% with loratadine and 42% with triamcinolone with p( 0.001 for triamcinolone vs loratadine

Nasal Itch

% Symptom change of 39% with loratadine and 55% with triamcinolone with p( 0.001 for triamcinolone vs loratadine
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Bernstein 

1996

96213647
	Mean total nasal symptom score

Nasal itch

Nasal congestion

Postnasal drip

Rhinorrhoea

Sneezing 

Ocular symptoms


	SYMPTOM SCALE:

Diary cards: 0-3 scale was used during run-in period to evaluate patient symptom severity


	Triamcinolone produced moderate to complete relief in 77% of patients vs. 63% of placebo patients.

P<0.01

Total nasal score reduced by 50% with triamcinolone vs. 37% with astemizole. p<0.01

Nasal itch reduced by 54% with triamcinolone vs. 42% with astemizole p<0.05

Nasal congestion reduced by 43% with triamcinolone vs. 27% with astemizole p<0.05

Sneezing reduced by 56% with triamcinolone vs. 42% with astemizole p<0.05

	
	Bronksy

1996
	Global assessment-MD

Global assessment patient

Sneezing

Rhinorrhoea

Nasal congestion on awakening

Nasal itch

Nasal outflow

Nasal cytology score
	SYMPTOM SCALE:

Diary cards: 0-3 scale
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Bronsky

1996

96194242
	Total Mean Symptom Scale

Rhinorrhoea

Nasal Congestion

Sneezing

Itchy nose
	Symptom scale-

Visual Analogue scale

From 0(absent) to 100 (severe )


	Global patient assessment: Total nasal symptom score of 113 with fluticasone with p< 0.05 for fluticasone vs placebo; score of 171 with terfenadine with p< 0.05 for fluticasone vs terfenadine (no p value for terfenadine vs placebo); score of 191 with placebo

Overall nasal symptom percent change from baseline : Change of  -57% with fluticasone with p< 0.001 for fluticasone vs placebo; percent change of –38% with terfenadine and p< 0.001 for fluticasone vs terfenadine; percent change of –32% with placebo

Global clinician assessment: Total nasal symptom score of 115 with fluticasone and p< 0.05 for fluticasone vs placebo; score of 163 with terfenadine and p < 0.05 for fluticasone vs terfenadine; score of 174 with placebo

Percent change from baseline of –52% with fluticasone and p< 0.001 for fluticasone vs placebo; percent change of –33% with terfenadine and p< 0.001 for fluticasone vs terfenadine; score of –22% with placebo

Sneezing

Clinician assessment: score of 21 with fluticasone and p< 0.05 for fluticasone vs placebo; score of 33 with terfenadine and no p-value for fluticasone vs terfenadine; score of 36 with placebo

Patient Assessment: Score of 23 with fluticasone and p< 0.05 for fluticasone vs placebo; score of 39 with terfenadine and p< 0.05 for fluticasone vs terfenadine; score of 45 with placebo

Rhinorrhoea

Clinician assessment: score of 31 with fluticasone and p< 0.05 for fluticasone vs placebo; score of 40 with terfenadine and p< 0.05 for fluticasone vs terfenadine; score of 43 with placebo

Patient assessment: score of 29 with fluticasone and p< 0.05 for fluticasone vs placebo; score of 42 with terfenadine and p< 0.05 for fluticasone vs terfenadine; score of 47 with placebo

Nasal obstruction during day

Clinician assessment: score of 39 with fluticasone and p< 0.05 for fluticasone vs placebo; score of 54 for terfenadine and p < 0.05 for fluticasone vs terfenadine; score of 53 with placebo.
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Bronsky

1996

96194242

(cont.)
	
	
	Patient assessment: score of 35 with fluticasone and p< 0.05 for fluticasone vs placebo; score of 50 with terfenadine and p < 0.05 for fluticasone vs terfenadine; score of 51 with placebo.
Nasal obstruction on awakening

Patient assessment: score of 41 with fluticasone and p< 0.05 for fluticasone vs placebo; score of 57 with terfenadine and p< 0.05 for fluticasone vs terfenadine; score of 56 with placebo

Nasal Itch

Clinician assessment: score of 25 with fluticasone and p< 0.05 for fluticasone vs placebo; score of 37 with terfenadine and p< 0.05 for terfenadine vs placebo; score of 42 with placebo

Patient assessment: score of 26 with fluticasone and p< 0.05 for fluticasone vs placebo; score of 40 with terfenadine, and p < 0.05 for fluticasone vs terfenadine; score of 48 with placebo

	
	Jordana

1996

96191239
	Nasal congestion (day)

Nasal congestion

(night)

Sneezing

Nasal itching

Rhinorrhoea

Ocular irritation

Peak inspiratory nasal flow
	Symptom scale:

4 point scale: 0-3 
	Day and night nasal congestion significantly reduced by fluticasone p<0.0001

Sneezing reduced by fluticasone p<0.001

Nasal itching reduced by fluticasone p<0.003

Measurement included symptom-free days: fluticasone group had statistically significantly lower median symptom scores than loratadine for nasal blockage during the day 

Nasal blockage: ( p= 0.0006)

Sneezing: (p= 0.0054)

Runny nose: (p < 0.0001)

Nasal Itch: (p= 0.029)
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Gehanno

1997

97332767
	Total Mean Symptom Score

Rhinorrhoea

Nasal Congestion

Sneezing

Itchy nose

Night/daytime obstruction-
	Symptom scale:

Severity nasal symptoms -4 pt scale: with 0= no symptoms to 3= very frequent symptoms

Overall symptom severity- visual analog scale from 0 (no symptoms) to 100 (severe symptoms)
	Global symptom assessment:

Nasal symptom score:

On day 14, 61% patient improvement in fluticasone group vs 43% patient improvement in loratadine group, p = 0.02 for fluticasone vs loratadine

On day 28, 72% patient improvement in fluticasone group vs 49% patient improvement in loratadine group, p= 0.009 for fluticasone vs loratadine 

Overall symptom score:

On day 28, 80% success rate in fluticasone group vs 70% success rate in loratadine group. Values interpolated from figure.  Success defined as “very effective” or “effective” out of 4 point scale

Global clinician assessment:

Nasal symptom score:

On day 14, 62% patient improvement in fluticasone group vs 48% patient improvement in loratadine group, p= 0.008 for fluticasone vs loratadine

On day 28, 73% patient improvement in fluticasone group vs 56% patient improvement in loratadine group, p= 0.002 for fluticasone vs loratadine

Overall symptom score: 

On day 28, 80% success rate in fluticasone group vs 63% success rate in loratadine group. Values interpolated from figure. Success defined as “very effective” or “effective” out of 4 point scale

	
	Juniper 

1997
	Rhinoconjunctivitis HRQL score 

Rescue terfenadine usage
	
	Health-related quality of life score higher in fluticasone group p<0.052 
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Juniper 

1997

97286890


	Total Mean symptom score

Nasal symptoms

Eye-symptoms

Non-nasal symptoms

Sleep impairment

Practical problems

Activity limitations

Emotional function
	Symptom scale

At each visit, patients required to complete Rhinoconjunctivitis Quality of Life Questionnaire

Symptom severity score: 7 point scale with  0= no bothered, to 6= extremely bothered
	( symptom score difference indicates Fluticasone better than Terfenadine- differences based on HRQL scores

Overall global assessment: 

At height of ragweed season: symptom score difference of 0.11 between fluticasone and terfenadine. P= 0.052 

At end of season, score difference of 0.14 between drugs

Sneezing

At height of ragweed season, symptom score difference of 0.21 between fluticasone and terfenadine

At end of season, score difference of 0.31 between drugs

P=0.005

	
	D’Ambrosio 

1998

99133169
	Total Mean Symptom Score

Rhinorrhoea

Nasal Congestion

Sneezing

Itchy eyes
	Symptom Scale

0= no symptoms

1=slight symptoms not interfering with the patient’s daily activity and/or sleep

2= moderate symptoms, occasionally interfering with daily activity and sleep

3=grave symptoms, seriously interfering with activity and sleep 
	Overall Clinician assessment: 

Symptom score of 2.9 with cetirizine with p< 0.05 for initial vs final; score of 4.8 with fluticasone with p < 0.05 for initial vs final; and score of 2.2 with treatment of cetirizine and fluticasone, with p< 0.05 for initial vs final

P< 0.05 for cetirizine vs fluticasone; p< 0.05 for fluticasone vs treatment of both cetirizine and fluticasone; and p= NS (> 0.05) for cetirizine vs treatment of both cetirizine of fluticasone

Nasal Sneezing

Symptom score of 0.4 with cetirizine, score of 1.8 with fluticasone, and score of 0.6 with both cetirizine and fluticasone

Rhinorrhoea

Symptom score of 0.6 with cetirizine, score of 1.3 with fluticasone, and score of 0.4 with both cetirizine and fluticasone

Nasal Congestion

Symptom score of 1.5 with cetirizine; score of 0.4 with fluticasone, and score of 0.7 with both cetirizine and fluticasone

Nasal Itch

Symptom score of 0.4 with cetirizine, score of 1.3 with fluticasone, and score of 0.5 with both cetirizine and fluticasone 
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Ratner 

1998

98390023


	Total Mean Symptom Score

Rhinorrhoea

Nasal Congestion

Sneezing

Itchy nose

Nasal mucosa consistent with rhinitis
	Symptom scale

Diary Cards: Visual analog scale 0- 100 with 0= absent, and 100= severe

-symptoms evaluated in evening


	Global patient evaluation:

Overall treatment: 62/142 patients indicated symptom *improvement with Loratadine and  p< 0.001 for drug vs placebo; 90/142 patients indicated improvement  with Fluticasone and p < 0.001 for drug vs placebo; 96/145 indicated improvement with Loratadine + Fluticasone with p < 0.001 for drug combination vs placebo and p< 0.001 for drug combo vs loratadine; and 61/140 indicated improvement with placebo

(*improvement= significant, moderate + mild improvement)

Total Nasal Symptoms Score: Score of 220 with Loratadine with p< 0.001 for loratadine vs placebo; score of 140 with fluticasone with p< 0.001 for fluticasone vs placebo and p< 0.001 for fluticasone vs loratadine; score of 110 with Loratadine +Fluticasone with p< 0.05 for drug combo vs fluticasone for  mean change from baseline, p < 0.001 for drug combo vs loratadine, plus p < 0.001 for drug combo vs placebo; and score of 230 with placebo

Global clinician evaluation:

Total Symptoms: Score of –102.0 for Loratadine; score of –187.0 for fluticasone with p < 0.05 for fluticasone vs placebo, and p < 0.05 for fluticasone vs loratadine; score of


186.0 for Loratadine + Fluticasone with p < 0.05 for drug combo vs placebo, and p < 0.05 for drug combo vs loratadine; score of –102.0 for placebo

Total Nasal Symptom Score: Score of 210 with Loratadine with p < 0.001 for loratadine vs placebo; score of 110 with fluticasone with p < 0.001 for fluticasone vs placebo and p < 0.001 for fluticasone vs loratadine; score of 110 with Loratadine + Fluticasone with p < 0.001 for drug combo vs placebo and p < 0.001 for drug combo vs loratadine; and score of 220 with placebo

Following scores are from evaluations after 2 weeks

Sneezing:

Score of –26.3 for Loratadine; score of –48.4 for fluticasone with p < 0.05 for fluticasone vs placebo, and p < 0.05 for fluticasone vs loratadine; score of – 45.7 for Loratadine + Fluticasone with p < 0.05 for drug combo vs placebo, and p < 0.05 for drug combo vs loratadine; score of –26.6 for placebo

loratadine; score of –27.1 for placebo
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Ratner 

1998

98390023

(cont.)
	
	
	Rhinorrhoea:

Score of –26.9 for Loratadine; score of –46.3 for fluticasone with p < 0.05 for fluticasone vs placebo, and p < 0.05 for fluticasone vs loratadine; score of –49.6 for Loratadine + Fluticasone with p < 0.05 for drug combo vs placebo, and p < 0.05 for drug combo vs
Nasal Congestion:

Score of –20.0 for Loratadine; score of –42.5 for fluticasone with p < 0.05 for fluticasone vs placebo, and p < 0.05 for fluticasone vs loratadine; score of –42.6 for Loratadine + Fluticasone with p < 0.05 for drug combo vs placebo, and p < 0.05 for drug combo vs loratadine; score of –20.0 for placebo

Nasal Itch:

Score of –29.3 for Loratadine; score of –50.0 for fluticasone with p < 0.05 for fluticasone vs placebo, and p < 0.05 for fluticasone vs loratadine; score of –48.2 for Loratadine + Fluticasone with p < 0.05 for drug combo vs placebo, and p < 0.05 for drug combo vs loratadine; score of –28.4 for placebo

	
	Ortolani 

1999

20068053


	Total Mean Symptom Score

Rhinorrhoea

Nasal congestion

Sneezing

Watery eyes

Itchy nose

Itchy eyes
	Patients- record symptoms on diary card (nasal and ocular symptoms)

Nasal obstruction symptom scale

0= not present

1= slightly difficult to breathe through nose

2= moderately difficult

3= very difficult/ impossible 

All other symptom scales

0= none

1= mild (occasionally present)

2= moderate (rather frequent)

3= severe (persistent)
	Higher % symptom-free days in patients in fluticasone group compared to those given placebo for symptoms of obstruction, rhinorrhea, sneezing, and itching 

Higher % of symptom-free days without obstruction and rhinorrhea and better frequency distribution of nasal scores for each symptom for patients in fluticasone group compared to those in levocabastine group

*****Data: Median number of symptom-free days and Frequency distribution of median score given! 

*****No actual numerical data. All info in bar graphs.
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Condemi

2000

20289854
	Total Mean Symptom Score

Rhinorrhoea

Sneezing

Nasal Congestion

Watery eyes

Itchy nose

Itchy eyes

Itchy throat


	Symptom scale:

Patient diary cards- 4 pt scale

0= none; symptoms absent

1= mild, symptoms present, but not annoying

2= moderate, symptoms present and annoying

3= severe, symptoms interfere with daily activities or sleep

Daily pollen counts, clinical laboratory tests, and physical examinations were also done

Patients also completed RQLQ at visits 2,3, and 4


	Global patient assessment: (at 4 weeks) 

Rhinoconjunctivitis Quality of Life Questionnaire: overall score of 1.48 with triamcinolone vs score of 1.82 with loratadine; p < 0.05

Global physician assessment: 

Improvement with triamcinolone: total 136 patients (78%) showed improvement 

54 patients (31%) showed moderate improvement

64 patients (37%) showed marked improvement

18 patients (10%) showed complete improvement

p= NS

Improvement with loratadine: total 116 patients (67%) showed improvement

51 patients (29%) showed moderate improvement

60 patients ( 35%) showed marked improvement

5 patients ( 3%) showed complete improvement

p= NS

Following scores taken at 4 weeks

· Total Nasal score

Mean weekly score of 3.8 with triamcinolone vs score of 5.0 with loratadine

P < 0.5

· Sneezing

Mean weekly score of 1.0 with triamcinolone vs score of 1.3 with loratadine

P< 0.05 

· Rhinorrhoea

Mean weekly score of 1.25 with triamcinolone vs score of 1.5 with loratadine

P < 0.05

· Nasal Congestion

Mean weekly score of 1.3 with triamcinolone vs score of 1.5 with loratadine

P < 0.5
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Part II. (continued)

	
	Author

Year

UI
	Treatment outcomes studied  
	Symptom scale  
	Outcomes-efficacy

	
	Condemi

2000

20289854

(continued)
	
	
	· Nasal Itch

Mean weekly score of 1.1 with triamcinolone vs score of 1.4 with lortadine

P= NS, but statistically significant at week 2 and week 3

Overall percent improvement from 48% to 58% in triamcinolone group

Overall percent improvement from 36% to 46% in loratadine group
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Part III.

	
	Author

Year

UI
	Outcome-safety
	Potential Bias
	Funding

	
	Munch 

1983

84050113
	No major adverse effects.

Minor adverse effects:

1 withdrawal in dexchlorpheniramine group due to sedation effects

Sedation during the day in 1st week- p < 0.01 for dexchlorpheniramine vs budesonide

Sedation in the morning in 1st week- p< 0.01 for dexchlorpheniramine vs budesonide
	
	ND
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Part III. (continued)

	
	Author

Year

UI
	Outcome-safety
	Potential Bias
	Funding

	
	Backhouse 

1986

86165329
	No major adverse effects.

Minor adverse effects:

17 withdrawals from terfenadine group- 12 due to medical reasons (10pts- poor symptom control, 1pt- headache, and 1pt- glandular fever)

5 withdrawals from terfenadine and flunisolide group- 2 due to medical reasons (2pts- poor symptom control) 

p< 0.005 between group withdrawals

Total # reports of side effects:

28 from terfenadine group and 35 from terfenadine +flunisolide group

-Nasal Irritation- 8 reports form terfenadine group and 10 reports from terfenadine +flunisolide group

-Drowsiness- 9 reports from terfenadine group and 6 reports from terfenadine+ flunisolide group

-Nausea- 5 reports from terfenadine group and 1 report from terfenadine + flunisolide group
	Other reasons for withdrawal:

1pt-pregnant, , 2 patients- lack of symptoms, 3pt- personal reasons, 1 pt- lost to followup, and 1pt- leaving country
	ND
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Part III. (continued)

	
	Author

Year

UI
	Outcome-safety
	Potential Bias
	Funding

	
	Wood 

1986

86245576
	No major adverse effects.

Minor adverse effects:

“adverse effect did not appear to be a problem with either group”

-Tiredness, drowsiness, sleepiness- 4 from astemizole group and 2 from beclomethasone group

-stomach pains- 4 from beclomethasone group, none from astemizole group
	Author is the investigator, care giver, and outcome assessor

It is difficult to figure out how he could have ensure concealed randomization and double blinding, etc 

Mostly graph results
	Pharmaceutical 
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Part III. (continued)

	
	Author

Year

UI
	Outcome-safety
	Potential Bias
	Funding

	
	Juniper 

1989

89175902
	No major adverse effects

Minor adverse effects:

-Drowsiness- 9 patients taking astemizole, 4 patients taking beclomethasone, and 4 patients taking astemizole + beclomethasone

-Hunger- 3 patients taking astemizole, 3 patients taking beclomethasone, and 4 patients taking astemizole+beclomethasone

-Dry nose/ lips etc.- 0 patients taking astemizole, 2 patients taking beclomethasone, and 3 patients taking astemizole + beclomethasone

-Nasal bleeding- 0 patients taking astemizole, 2 patients taking beclomethasone, and 3 patients taking astemizole+ beclomethasone

-Headache- 1 patient taking astemizole, 1 patient taking beclomethasone, and 3 patients taking astemizole+beclomethasone

-Thirst- 0 patients taking astemizole, 2 patients taking beclomethasone, and 1 patient taking astemizole+beclomethasone

-Skin rash- 0 patients taking astemizole, 2 patients taking beclomethasone, and 1 patient taking astemizole +beclomethasone

-Nausea- 0 patients taking astemizole, 0 patients taking beclomthasone, and 2 patients taking astemizole+beclomethasone
	Allowance of standardized concomitant medication prevented dropouts

Other reasons for withdrawal:

1 patient- forgot to take medication
	Pharmaceutical 
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Part III. (continued)

	
	Author

Year

UI
	Outcome-safety
	Potential Bias
	Funding

	
	Robinson  1989


	No major adverse effects.

Minor adverse effects

5 withdrawals- (2 after terfenadine treatment, 3 after beclomethasone treatment )

-Drug-related adverse effect- 2 patients taking terfenadine causing nose-bleed, and frequent falling asleep; and 1 patient taking beclomethasone causing upset stomach/pain, are drug-related

-Adverse effects- 2 patients taking terfenadine, and 5 patients taking beclomethasone reported adverse effects
	Poorly described

Small population
	Pharmaceutical 

	
	Darnell

1994

95196117
	No major adverse effects.

Minor adverse effects

11 patients withdrew due to adverse effects:

5 from terfenadine group(1 pt- fatigue, 1pt- nasal itching+epistaxis,1pt-oral burning sensation,1pt-asthma, 1- acute asthma attack)

1 from fluticasone group(headache and breathlessness), 

5 from placebo (1pt-nasal burning sensation, 1pt-developed erythematous rash,1pt-became pregnant, 1pt-developed Hepatitis A, 1pt-developed asthma)

-Headache- 30 patients reported effect

-Exacerbations of SAR- 18 patients

Overall report of adverse effects-

56% from terfenadine group, 57% from fluticasone group, and 61% from placebo group
	Poor enumeration of results

Numeric data not given- data extracted by estimation of bar graph

Other reasons for withdrawal: 

Non-compliance with protocol- 34 patients

Usage of dis-allowed drugs- 11 patients
	Pharmaceutical 
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Part III. (continued)

	
	Author

Year

UI
	Outcome-safety
	Potential Bias
	Funding

	
	Van Bavel 

1994

95085365


	No major adverse effects.

Minor adverse effects:

15 withdrawals: 

4 patients withdrew due to adverse effects: 1 from fluticasone group due to asthma (drug unrelated);1 due to secondary effects of allergic asthma and bronchitis (drug unrelated); 1 from fluticasone due to headache (drug related); and 1 from terfenadine group due to trauma (drug unrelated)  

7 patients due to lack of efficacy

Asthma- 2 patients in fluticasone group

Headache- 4 patients  in fluticasone group, 7 patients in terfenadine group, and 3 patients in placebo group

Overall adverse effects: 24 patients in fluticasone group, 23 patients in terfenadine group, and 15 patients in placebo group reported adverse effects
	Didn’t provide mean baseline and mean p values for treatment symptoms scores

Other reasons for withdrawal:  

3 patients due to protocol violations (1 from each group)

1 patient did not return for followup  visit
	ND

	
	Hilberg 

1995

96098156
	No side effects listed


	Tiny study

Challenge Mode

Surrogate endpoint of uncertain clinical value

Budesonide superior to terfenadine in treatment of nasal congestion in hay fever, especially in postchallenge reaction

Other reasons for withdrawal:

One patient left study for personal reasons (17/18 completed study)
	Pharmaceutical 
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Part III. (continued)

	
	Author

Year

UI
	Outcome-safety
	Potential Bias
	Funding

	
	Schoenwetter

1995

96070357
	No major adverse effects.

Minor adverse effects

2 withdrawals form triamcinolone group (possible reason- patient 1- paresthesia, dizziness, nausea, and dyspepsia; patient 2- headache and myalgia(

10 withdrawals form loratadine group due to adverse effects (1pt- epistaxis possibly due to drug, reasons for other 9 withdrawals not known)

-Headache- 35% of patients from loratadine group and 43% of patients form triamcinolone group

-Rhinitis- 10% from loratadine group and 4% from triamcinolone group
	Triamcinolone significantly better for all endpoints than loratadine
	Pharmaceutical 

	
	Bernstein

1996

96213647
	No major adverse effects in either group.

Minor adverse effects 

4 withdrawals in each group for URI AE

Pharyngitis NS

Headache NS

Weight gain 11% of astemizole group vs. 2% of triamcinolone group, p<0.05
	No placebo group

Analysis not intention to treat for efficacy data
	Pharmaceutical 



	
	Bronsky

1996
	No major adverse effects.

No statistically significant incidence between groups

Most common minor adverse event was headache.
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Part III. (continued)

	
	Author

Year

UI
	Outcome-safety
	Potential Bias
	Funding

	
	Bronsky 

1996

96194242
	No major adverse effects.

Minor adverse effects:

6 patients withdrew due to adverse events :

1 patient from fluticasone group (“potentially related to study medication”), 2 from terfenadine group ( 1pt  potentially from medication, 2nd patient from treatment), and 3 patients from placebo group (perhaps from secondary effects of treatment)

6 patients withdrew due to lack of efficacy:

3 from terfenadine and 3 from placebo groups

Headaches: 3 from fluticasone group reported effect, 3 from terfenadine group, and 5 from placebo group

[unclear if resulted from drug treatment]
	Drop-out rate lower for fluticasone group

Highly selected sample consistent with typical patients seen in office

Other reasons for withdrawal

17 patients: 5 from fluticasone group, 8 from terfenadine group, and 4 from placebo group due to noncompliance, protocol violation, or withdrew consent

not clear if drop-outs excluded from analysis or if included  until time of drop-out
	Pharmaceutical (Glaxo)

	
	Jordana

1996

96191239
	Commonest adverse events were headache and pharyngitis

Significant increase in headache in fluticasone group 
	
	ND
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Part III. (continued)

	
	Author

Year

UI
	Outcome-safety
	Potential Bias
	Funding

	
	Gehanno  1997

97332767
	Major adverse effects:

-1 withdrawal in loratadine group for adverse effects: 1 patient had history of epilepsy and developed convulsions requiring hospitalization. 

Minor adverse effects:

~2 withdrawals in fluticasone group due to lack of efficacy

~5 withdrawals in loratadine group due to:

-4 withdrawals for lack of efficacy

-1 patient had severe dizziness, sweating and weakness

-Nausea- 1 patient in fluticasone group

-Asthma attack- 1 patient  in fluticasone group

-Respiratory disorder- 1 patient in loratadine group and 1 patient  in fluticasone group

-Convulsions, dizziness, sweating, and weakness- each adverse effect reported by  1 patient  in loratadine group  
	Other reasons for withdrawals (from 9 withdrawals in loratadine group:

2 patients failed to return, and 1 patient due to noncompliance 
	Pharmaceutical 

	
	Juniper

1997
	No information on safety


	No placebo group
	No data on funding

	
	Juniper

1997

97286890


	No major adverse effects.

Minor adverse effects

1 withdrawal from fluticasone group due to nausea (asked to be transferred to beclomethasone, but failed to keep last appointment)
	Designed to replicate “real life” by allowing cross-over and PRNs

Open (unblinded)
	Pharmaceutical (Glaxo)
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Part III. (continued)

	
	Author

Year

UI
	Outcome-safety
	Potential Bias
	Funding

	
	D’Ambrosio 

1998

99133169
	No major adverse effects.

Minor adverse effects:

Burning throat/ nose: 2 patients in fluticasone group and 3 patients in cetirizine+fluticasone group

Dizziness- 4 patients in cetirizine group and 3 patients from cetirizine+fluticasone group

Gastric disorders- 1 patient in cetirizine group

Visual trouble- 1 patient in cetirizine group
	Other reasons for withdrawal- 6 patients left for personal reasons
	ND

	
	Ratner 

1998

98390023
	No Major adverse effects:

Minor adverse effects:

-Blood in nasal mucous- 5-10 patients in active treatment group and 5 patients in placebo

-Epitaxis- less than 6 patients for all treatments

-Xerostomia- less than 12 patients for all treatments
	Other reasons for withdrawal:

8 withdrawals due to allergic rhinitis

13 withdrawals due to lack of efficacy

7 withdrawals due to other reasons
	Pharmaceutical 
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Part III. (continued)

	
	Author

Year

UI
	Outcome-safety
	Potential Bias
	Funding

	
	Ortolani 

1999

20068053


	No major adverse events.

Minor adverse effects:

32 patients withdrew: 11 patients in levocabastine group, 9 patients in fluticasone group, and 12 patients in placebo group

-Respiratory symptoms- 5 patients from levocabastine group, 5 from fluticasone group, and 8 patients from the placebo group

-Exacerbations of nasal symptoms- 2 patients from levocabastine group, 0 patients from fluticasone group, and 1 from placebo group

Adverse effects: 0 patients in levocabastine group, 3 in fluticasone group, and 1 in placebo group

Lack efficacy: 5 patients in levocabastine group, 1 patient in fluticasone group, and 4 patients in placebo group
	Good study

Other reasons for withdrawal: 

16 patients excluded (insufficient data): 6 from levocabastine group, 4 from fluticasone group, and 6 from placebo group


	Pharmaceutical 

	
	Condemi  

2000

20289854


	Major adverse effects:

4 dropouts from the triamcinolone group due to headache, rhinitis , and chest pain

3 dropouts due to loratadine

Headache: 25 patients total from triamcinolone group and 27 patients from loratadine group reported effect

Minor adverse effects:

None indicated
	Other reasons for withdrawal:

15 patients due to protocol deviation

9 patients due to treatment failure

3 patients due to lost to followup
	Pharmaceutical 

	
	


