Studies of Effectiveness of Decision Aids.  Case series design

Evidence Table 5.37a.  Stalmeier (1999) General Characteristics 

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

	Stalmeier P, 1999; 

Unic, I, 2000

Country:

Netherlands

RefMan ID:

127, companion 7388

Study purpose:

To support women at high risk for breast cancer in the choice between screening and prophylactic mastectomy


	Study design:

Case series

Blinding of outcome assessment:

Not used

Followup:

80-100% of the subjects were followed at the end of the study

Duration of the study:

Total duration of the study: 

2 years

Duration for one patient:

Not clear


	Setting:

Outpatient

Type of cancer: 

Breast

Type of decision: 

Prevention

Model of decisionmaking:

( Shared as stated by authors

( Informed as determined by reviewers

Phase of decision:

( Information transfer

( Deliberation

Context of decision: 

( Prophylactic mastectomy (PM) vs. breast cancer screening (BCS)
	Description:

( Counselinga
( Information videotapeb
( Information pamphletc
( Multiple utility assessmentsd
Purpose: 

( To help make a decision

Intervention administered by:

Researcher

Timing of the intervention:

Before the decision was made


	Number of subjects enrolled:  54

Eligibility criteria:

Inclusion:

( Healthy women with a strong family history of breast cancer who were referred for genetic counseling and testing

Exclusion:

( Previous cancer diagnosis 

Characteristics:

Age: 

Mean 38 years; SD: 11.0

Education:

( 12 years: 7

( 12 yrs: 50

Ethnicity: NR

SES: NR


	Primary outcome measures:

( Decision 

( Knowledge

( Decision burden

( Decision uncertainty

( Satisfaction with decision aid

Outcomes measured: 

( before and after the intervention



	a "Participants were encouraged to ask questions and to discuss relevant topics." (p. 232)

b Thirty-two-minute videotape called "Breast Cancer in the Family."  The women were expected to view the video at home.  In the video, high risk women and their partners, sisters, and daughters talked about physical and psychosocial aspects of prophylactic surgery and breast cancer screening. [RefMan ID 127]

c A brochure that gave general information about breast cancer, risk factors for the disease, genetic testing, breast cancer screening, prophylactic mastectomy, and breast reconstruction possibilities [RefMan ID 127]

d "The utility test assessed attitudes towards prophylactic mastectomy (PM) and breast cancer screening (BCS).  The authors used the time-tradeoff method to arrive at the number of years with PM that was subjectively equal to a smaller number of years with BCS." (p. 232) [RefMan ID 127]


Studies of Effectiveness of Decision Aids.  Case series design

Evidence Table 5.37b.  Stalmeier (1999) Results 

	Author
	Intervention
	Outcome(s)
	Baseline Results
	Postintervention Results
	Notes

	Stalmeier P,

1999; 

Unic I, 2000

RefMan ID:

127, 7388


	n=54

Counseling (individual)

Information videotape and pamphlet

Multiple utility assessments


	Decision uncertaintya (n=51)
	Mean: 2.13; SD 1.37
	Mean: 1.70; SD: 0.9
	Pre/post comparison 

(p < 0.05)

	
	
	Decision burdenb (n=51)
	Mean: 5.61; SD: 2.87
	Mean: 4.80; SD: 2.12
	Pre/post comparison 

(p < 0.01)

	
	
	Knowledge

(n=51)
	Subjective knowledge of: 

( Prophylactic mastectomy(PM)c: mean: 5.21; SD:1.94

( Breast cancer screening (BCS)c: mean: 7.12; SD: 1.47
	( subjective knowledge of PMc: Mean: 7.37; SD: 1.17

( subjective knowledge of BCSc: Mean: 7.78; SD: 1.06
	PM: pre/post comparison 

(p < 0.001)

BCS: prepost comparison 

(p < 0.01)

	
	
	Decision

(n=48)
	
	( Chose PM after finding positive carrier status: 8/12 (66%)

( Chose BCS after finding positive carrier status: 4/12 (33%)

( Patient choice treatment agreed with decision analytic recommendation: 12/12 (100%)

Of the 36 women awaiting testing results:

( Chose hypothetically PM: 21/36 (58%)d

( Chose hypothetically breast screening: 11/36 (30%)

( Could not decide between options in a hypothetical situation: 2/36 (6%) 

( Would not provide a hypothetical choice 2/36 (6%)

( Three women found not to be carriers were not asked 
	

	
	
	Satisfaction with DA (n=49)
	
	mean: 74; SD: 11 
	Mean rescaled  from 0 to 100

	
	
	Other resultse
	
	
	

	a Higher score indicates higher uncertainty.

b Higher score reflects greater decision burden.

c Scale:  1 = very bad; 10 = excellent

d Married women (p = 0.006) and those with children (p = 0.02) were more likely to choose PM (analysis combined data for both real and hypothetical choices).  Refer to paper for other results.

e Other results, including risk perception and aspects of satisfaction with DA intervention, were also assessed; refer to paper for details.
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