Studies of Effectiveness of Decision Aids:  RCT design

Evidence Table 5.20a:  Maslin (1998) General Characteristics

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

	Maslin AM  1998

Maslin AM  1998

Country:  

UK

RefMan ID:

6901, 670

Study purpose:

To evaluate the usefulness of a shared decisionmaking program for women with early breast cancer
	Study design: 

Randomized controlled trial

Method of Randomization: 

NR

Allocation concealment: 

NR

Baseline comparability:

NR

Blinding of outcome assessment:

NR

Followup:

80-100% of subjects in the CG were followed to the end of the study.  Not clear for the subjects allocated to the IG 

Duration of the study:

Total duration of the study: NR

Duration for an individual patient: 9 months
	Setting:

Outpatient

Type of cancer: 

Breast

Type of decision: 

Treatment, primary

Model of decision making:

( Shared as stated by authors

( Informed as determined by the reviewers

Phase of decision:

( Information transfer

( Deliberation

Context of decision: 

Not clear (surgical - not specified; chemotherapy -not specified; radiotherapy - not specified)


	Description

Control Group(CG):

( Usual care a
Intervention Group (IG): 

( Usual care a
( Interactive computer program b
Purpose: 

( Increase knowledge

( Help make a decision

( Improve satisfaction with choice

( Decrease anxiety

( Decrease depression

Intervention administered by:

Nurse

Timing of the intervention:

( before the decision was made 


	Number of subjects enrolled: 100

IG: 51; CG: 49

Eligibility criteria:

Inclusion: 
( Small, localized breast cancer

( No evidence of metastatic disease.

Exclusion: 

( Women who did not understand English 

( Various clinical conditions (reported in Figure 2, p. 448 of original paper)

Characteristics:

Age c: Mean: 52.1 years; SD: NR; range: 28-73 years 

Education: NR

Ethnicity: NR

SES: NR

Religion: NR


	Outcome measures:

( Decision 

( Acceptability of DA 

( Perceived assessment of health status

( Anxiety

( Depression

( Satisfaction

Outcomes measured: 

( before intervention (same day)

( 9 months after intervention 



	a Standard care based on information patients were given from the multidisciplinary team.

b This program provides research-based information to patients.  The information is presented verbally, visually, and diagrammatically and includes figures for relative risk reduction, absolute risk reduction, difference in event-free survival, and the number of patients needed to treat to achieve benefit. (p. 445)

c Reported as pooled data.


Studies of Effectiveness of Decision Aids:  RCT design

Evidence Table 5.20b:  Maslin (1998) Results

	Author
	Intervention
	Outcome(s)
	Baseline Results

IG vs. CG
	Postintervention Results

IG vs. CG
	Notes

	Maslin AM,

1998
Maslin AM,

1998

RefMan ID: 

6901, 670
	n = 100

Control Group (CG) 

n = 49:

 ( Usual care

Intervention Group(IG) 

n = 51: 

( Usual care 

( Interactive computer program
	Decision a
	
	
	Authors reported: “The women’s treatment option choices showed no statistically significant difference, p = 0.08…”

	
	
	Acceptability of DA b
	
	( 82% found the video ‘just about right in length’

( 96% found it interesting/very interesting

( 92% found it easy/very easy to understand

( 72% felt they now had a much clearer idea about breast cancer

( 67% were ‘glad they had used the video and would it use again’

( 28% found it ‘helpful but not necessarily use it again’

( 54% considered that it had not influenced their ultimate decision

( 30% considered that it had definitely influenced their treatment decision
	

	
	
	Perceived assessment of health status (mental health score MOS-SF36)
	Median: 60.0 vs. 68.0; SD: NR
	Median: 68.0 vs. 68.0; SD: NR*
	* The IG improved significantly over time (p = 0.02)

	
	
	Other resultsc


	
	
	

	Outcomes were measured before the intervention (same day) and 9 months after the intervention.

a Results were presented in bar graphs, so it was not possible to extract the raw data. 

b This outcome was assessed using a ‘Likert questionnaire’ asking the patients’ opinion about the information given in the interactive video, how it was presented, and what impact they felt it made on their decision about what treatment to choose.

c Anxiety, depression, satisfaction with decisionmaking, satisfaction with choice were reported as pooled data.
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