Studies of Effectiveness of Decision Aids:  RCT design

Evidence Table 5.21a:  Street (1995) General Characteristics 

	Author/Study purpose
	Design/Quality indicators
	Clinical situation
	Intervention
	Sample
	Outcomes

	Street R

1995, 1997

Country:

USA

RefMan ID:

043, 1358

Study purpose:

To assess the relative effectiveness of two pre-consultation educational interventions


	Study design:

Randomized Controlled Trial

Method of randomization:

NR

Allocation concealment:

NR

Baseline comparability:

Characteristics among groups were similar

Blinding of outcome assessment:

NR

Followup:

NR

Duration of the study:

Total duration of the study: 16 months

Duration for an individual patient: 1 week
	Setting:

Outpatient

Type of cancer: 

Breast

Type of decision: 

Treatment (primary)

Model of decisionmaking:

( NR by authors

( Informed as determined by reviewers

Phase of decision:

( Information transfer

Context of decision: 
( Mastectomy vs. lumpectomy with radiation


	Description:

Intervention Group (IG1)

Usual carea
DA brochure b
Intervention Group (IG2)

Usual care a
Interactive computer program c
Purpose: 

( Increase knowledge

( Increase patient involvement in decisionmaking

Intervention administered by:

Nurse (coordinates the project) and physician (usual care)

Timing of the intervention:

( before the decision was made


	Number of subjects enrolled: 60

IG1: 30; IG2: 30

Eligibility criteria:

Inclusion:

( Stage I or II breast cancer

( Fluency in English

Exclusion:

( Debilitating condition (e.g., Alzheimer's Disease, stroke)

Characteristics:

Age: 

IG1: Mean 60.8 years; SD: NR; range: 35 to 82 years

IG2: Mean: 57.4 years; SD: NR; range: 35 to 76 years 

Education (IG2 vs. IG1): 

IG1: (12 years: 30 (100%)

IG2: < 12 years: 1 (3%), (12 years: 29 (97%) 

Ethnicity: 

Caucasian: IG1: 27 (90%), IG2: 28 (93%) 

SES: NR
	Primary outcome measures:

( Decision 

( Knowledge

( Optimism 

( Patient perception of involvement in care

( Physician communication 

Outcomes measured: 

( before the intervention (same day) 

( 1 week after the intervention



	a Consultation with physicians: medical oncologist, radiation oncologist, and surgeon. Each consultation was recorded.

b Eight-page brochure divided into three sections: 1) comments of four women on their reaction to the diagnosis of having breast cancer; 2) information about the anatomy of the sites where breast cancer can form and the various stages of breast cancer; 3) information on mastectomy and lumpectomy plus radiation therapy. The medical information in the brochure was the same as that in the multimedia program. It also included several statements encouraging patients to ask questions, express concerns, and offer opinions. The ‘Experiences of Other Women’ section was not included in the brochure.

c Interactive computer program called "Options for treating breast cancer" run on an Apple computer with a touch screen monitor. "The program was divided into four sections: Introduction, Understanding the Problem, Treatment Options and Experiences of Other Women. The Introduction includes information on how to use the program.  Understanding the Problem briefly overviews the anatomy of the breast, where breast cancer may form, and the various stages of breast cancer.  Treatment Options presents information on two options for local treatment, mastectomy and lumpectomy with irradiation.[…] The ‘Experiences of Other Women’ section includes audiovisual clips of 8 women […] sharing their reactions to the diagnosis, their biggest help in coping with the disease, and their experiences during recovery and adjuvant therapy." (p. 2277-2278)


Studies of Effectiveness of Decision Aids:  RCT design

Evidence Table 5.21b:  Street (1995) Results

	Author
	Intervention
	Outcome(s)
	Baseline Results

IG1 vs. IG2
	Postintervention Results: IG1 vs. IG2
	Notes

	Street R, 

1995, 1997

RefMan ID: 

043, 1358
	n = 60

Intervention Group (IG1): n = 30

( Usual care

( DA brochure

Intervention Group(IG2): 

n = 30

( Usual care 

( Interactive computer program
	Decision
	
	Postconsultation:

( patient chose lumpectomy with radiation: IG1: 17/30 (57%), IG2: 23/30 (77%)

( patient chose mastectomy: IG1: 7/30 (23%) 

IG2: 13/30 (43%)
	The authors report that there was no significant difference in the choice between groups.  No p values nor analysis was provided

	
	
	Knowledge a
	Pre-education:

mean: 58.5 vs 60.7*
	Posteducation:

mean: 76.4 vs. 82.6*

Postconsultation:

mean: 79.4 vs. 82.0*
	* Standard deviation: NR

The authors report: 1) change within groups from baseline: p < 0.001 (two-way repeated measures ANOVA); 2) p = 0.07 for comparison between groups (two-way repeated measures ANOVA)

	
	
	Optimism b
	Pre-education:

mean: 33.0 vs.33.8*
	Posteducation:

mean: 33.8 vs 34.1*

Postconsultation:

mean: 33.4 vs. 34.4*
	p = 0.78, p = 0.34 and p = 0.93 (two-way repeated measures ANOVA)

	
	
	Patient perception of involvement in care c
Physician communication c 

Other results d 
	
	
	

	Outcomes were measured before (same day) and 1 week after the intervention.

a Knowledge about breast cancer treatment was measured using an 11-item multiple choice test.  The score is the percentage of correct responses.

b Dispositional optimism was measured with 12 items, each using a 5-point Likert scale.  Scores vary from 8 to 40, with higher scores meaning higher optimism.

c The outcomes of patient perception of involvement in care and physician communication were collapsed into one group, separated according to patient age (<65 years, 65+) and education. 

d In the 1997 paper, followup data at 6 and 12 months were presented regarding decision control and quality of life; however, data were not presented by group.  Authors reported active vs. passive participation in decisionmaking.
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