
Evidence Table 4-1.  Study characteristics
	Citation
	Study Design
	Study Setting
	Asthma Severity
	Eligibility

	Graham, Milton, Knowles, et al, 1982
	Randomized, double-blind, placebo-controlled, parallel group trial
	Country: United Kingdom

Funding: government grant

Tx setting:  University Hospital, inpatient setting
	Stated: Not specified

Estimated: Unable to estimate
	Eligibility assessed on admission to hospital with asthma exacerbation:

1) FEV1 of 1.5 L or less and/or PEF of 150 l/min

2) Reversibility of FEV1 at least 15% spontaneously or after inhalation of BETA-2 agonist

Exclusions:  Evidence of pneumonia on CXR, history of penicillin allergy

	Shapiro, Eggleston, Pierson, et al, 1974
	Randomized, double-blind, placebo-controlled, parallel group trial 
	Country: United States

Funding: Pharm Industry and government grant

Tx setting:  Hospital, inpatient setting
	Stated: Not specified

Estimated: Unable to estimate
	Eligibility assessed on admission to hospital with asthma exacerbation:

1) Severe bronchospasm, lack of response to subcutaneous epinephrine

Exclusions:  Clinical evidence of bacterial infection; recent use of antibiotics 




Evidence Table 4-2.  Study parameters
	Citation
	Study Arm
	Treatment
	Comments

	Graham, Milton, Knowles, et al, 1982
	Placebo
	Placebo tablet three times per day

Oral prednisolone (20-60 mg/day) and/or IV hydrocortisone (100-200 mg every 4 to 6 hours)

Regularly scheduled beta-2 agonists and/or phosphodiesterase inhibitors

Chest physiotherapy
	60 patients enrolled with 71 exacerbations.  Unit of analysis by exacerbations.

Culture-proven bacterial source of infection found in two patients on admission, and three patients on discharge 

	
	Antibiotics
	amoxicillin 500 mg three times per day

Oral prednisolone (20-60 mg/day) and/or IV hydrocortisone (100-200 mg every 4 to 6 hours)

Regularly scheduled beta-2 agonists and/or phosphodiesterase inhibitors

Chest physiotherapy
	Culture-proven bacterial source of infection found in two patients on admission, and two patients on discharge

	Shapiro, Eggleston, Pierson, et al, 1974
	Placebo
	Placebo four times per day for 6 days.

IV hydrocortisone (7mg/kg/24hr) for 24 hrs, followed by oral prednisone

IV aminophylline (15mg/kg/24hr) for 24 hrs, followed by oral theophylline 

Nebulised beta-2 agonists q30 min x 4, then as needed
	37 patients enrolled with 44 exacerbations, unit of analysis by exacerbation

	
	Antibiotics
	Hetacillin 100 mg/kg/24 hr for at least 24 hrs, followed by oral  hetacillin

    225mg four times per day for 6 days

IV hydrocortisone (7mg/kg/24hr) for 24 hrs, followed by oral prednisone

IV aminophylline (15mg/kg/24hr) for 24 hrs, followed by oral theophylline

Nebulized beta-2 agonists q30 min x 4, then as needed
	


Evidence Table 4-3.  Population characteristics

	Citation
	Study Arm
	Pop Age

(mean/range)
	% Male/ Female
	Avg Duration of Asthma (years/range)
	% with Recent Treatment

 abx  steroids
	% with Purulent Sputum
	% Atopic Patients
	Baseline Lung Function

(% predicted) 

    FEV1              PEF
	Baseline Symptom Values

(median/range)

	Graham, Milton, Knowles, 

et al, 1982
	Placebo
	37.4

(19-77)
	35%/65%
	16

(0.1-53)
	 17.6         50
	52
	70.6
	20.9

(<7.3-63)
	23.8

(<9.4-83.9)
	11 (median)

(range 6-12)

(4-12 point scale)

	
	Antibiotics
	41.2

(13-82)
	49%/51%
	8

(0.1-53)
	 24.3        37.8
	59.4
	75.7
	23.1

(<7.3-45.5)
	23.8

(<9.4-47.3)
	11 (median)

(range 5-12)

(4-12 point scale)

	Shapiro, Eggleston, Pierson, 

et al, 1974
	Placebo
	7.9

(1.3-18.1)
	NR
	5.2

(0.3-17)
	  0%         25%
	NR
	NR
	26.5

(SD 15)
	NR
	7.1 (mean)

(SD 2.2)

(0-12 point scale)

	
	Antibiotics
	9.3

(1.7-16.3)
	NR
	4.9

(0.7-10)
	  0%         37.5%
	NR
	NR
	28.3

(SD 11)
	NR
	7.1 (mean)

(SD 1.8)

(0-12 point scale)


Evidence Table 4-4.  Lung function outcomes

	Citation
	Study Arm
	# Enrolled
	# Evaluable
	Study Duration (days)

(median/range)
	FEV1 Baseline

(mean)
	FEV1 Final

(mean)
	p-Value
	PEF Baseline

(mean/range)
	PEF Final

(mean/range)
	p-Value

	Graham, Milton, Knowles, et al, 1982
	Placebo


	(71)a
	32a
	8

(3-16)
	20.9

(<7.3-63)
	65.6

(31.5-108.5)
	
	23.8

(<9.4-83.9)
	72.8

(32.8-108.1)
	

	
	Antibiotics
	(71)a
	37a
	7

(3-25)
	23.1

(<7.3-45.5)
	52.3

(10-92.9)
	0.039
	23.8

(<9.4-47.3)
	59

(16.7-95)
	0.052

	Shapiro, Eggleston, Pierson, et al, 1974
	Placebo
	(50)a
	24a
	2.9

(SD 1.4)
	26.5

(SD 15)
	49

(SD 17)
	
	NR
	NR
	

	
	Antibiotics
	(50)a
	20a
	2.5

(SD 0.8)
	28.3

(SD 11)
	61

(SD 19)
	NR
	NR
	NR
	


a Unit of analysis was admission. Number enrolled represented total admissions in both groups, information not provided by group.  Number evaluated represents total number of admissions included in analysis.



Evidence Table 4-5.  Symptoms/utilization outcomes

	Citation
	Study Arm
	Enrolled
	Pts Eval
	Study Duration (days)

(median/range)
	Baseline Symptom Score

(median/range)
	Final Symptom Score

(median/range
	p-Value
	Hospital Length of Stay
	p-Value

	Graham, Milton, Knowles, et al, 1982
	Placebo


	34
	32
	8

(3-16)
	11

(6-12)
	4

(4-8)
	
	8

(3-16)
	

	
	Antibiotics
	37
	37
	7

(3-25)
	11

(5-12)
	5

(4-9)
	NS
	7

(3-25)
	NS

	Shapiro, Eggleston, Pierson, et al, 1974
	Placebo


	24
	24
	2.9

(SD 1.4)
	7.1 (mean)

(SD 2.2)
	2.5

(SD 2.0)
	
	2.9

(SD 1.4)
	

	
	Antibiotics
	20
	20
	2.5

(SD 0.8)
	7.1 (mean)

(SD 1.8)
	2.0

(SD 2.0)
	NR
	2.5

(SD 0.8)
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