Studies of Development of Decision Aids

Evidence Table 4.22a.  Unic (1998) General Characteristics
	Author/Study purpose
	Design
	Clinical situation
	Intervention
	Sample
	Outcomes

	Unic I, 1998

Stalmaeir P, 1999

Unic I, 2000

Country:

The Netherlands

RefMan ID:

872, 127, 7388

Study purpose:

To evaluate the feasibility and reliability of Time tradeoff (TTO) a for assessing preferences for prophylactic mastectomy (PM) or breast cancer screening (BCS)


	Study design:

Test-retest

Duration of the study:

Total duration of the study: 30 months

Duration for an individual patient: not clear


	Setting:

Outpatient

Type of cancer: 

Breast

Type of decision: 

Prevention and screening

Model of decision-making:

( Shared as stated by authors

( Components of both paternalistic and informed as determined by reviewers

Phase of decision:

( Information transfer

( Deliberation

( Making the decision

Context of decision: 

Prophylactic mastectomy vs. BCS


	Description:


( Time tradeoff b

( Videotape c
( Pamphlet d

Purpose: 

( Help make a decision

Intervention administered by:

Physician

Timing of the intervention:

( before the decision was made


	Number of subjects enrolled:   54
Characteristics:

( Healthy women with family history of breast cancer

( Referred for BCS and genetic counseling

Age: Mean: 38 years; SD: 11; Minimum 25 years

Education: 

( 12 years: 7; 

( 12 years: 47

Ethnicity: NR

SES: NR

Religion: NR


	Primary outcome measures:

( Psychometric properties of DA: reliability, construct validity

( Feasibility

( Preference

Outcomes measured: 

( after the intervention



	a As part of the “Shared Decision Making Program” (SDMP) (p. 269)

b The TTO offered the women two alternatives: inferior health for a certain number of life years t (duration), followed by death; and the best-ranked health state for a number of life years x, followed by death. The authors reported an example: What do you prefer: x years with BCS (alternative A) or t years living after PM (alternative B)? The authors started by setting x equal to t to check for understanding the TTO question. Next, x was set equal to zero. Then, x was varied via bisection until the woman was indifferent between the two alternatives. For instance, if a woman were indifferent between 37.5 years with BCS and 50 years after PM, the value for PM would be 75% of the values for BCS (37.5/50 = 0.75). Four tradeoffs were done for different values of t, depending on the woman’s age. (p. 270)

c Thirty-two minute videotape called "Breast Cancer in the Family.  In this video,"high risk women and their partners, sisters, and daughters talk about physical and psychosocial aspects of PM and BCS."  (p. 270)

d Take-home brochure with general information about breast cancer, risk factors for the disease, genetic testing, estimates of the risk of breast cancer for BRCA1/2 mutation carriers, BCS and PM. (p. 270)


Studies of Development of Decision Aids

Evidence Table 4.22b.  Unic (1998) Results

	Author
	Intervention
	Outcome(s)
	Afterintervention Results
	Retest Intervention

Results
	Notes

	Unic I, 1998

Country:

The Netherlands

RefMan ID:

872


	n = 54

( Time-tradeoff
( Videotape

( Pamphlet
	Construct validity
	
	( TTO values: Mean: 0.6; SD: 0.2; 

( RS values: Mean: 0.4; SD: 0.2 **** 


	**** Comparison between TTO and RS values: 

p = < 0.001. Correlation coefficient was 0.5 (95%CI = 0.47 – 0.80)



	
	
	Reliability (Preferencea)
	Rating Scale (RS) values: 

Mean: 0.50; SD: 0.27

TTO values:

Mean: 0.77; SD 0.25
	( RS values:  

Mean: 0.4; SD: 0.2 *

( TTO values: 

Mean: 0.6; SD: 0.2 **

( Women who were proven carriers: N = 11:

TTO values: Mean: 0.7; SD: 0.3 ***

( Women with unknown genetic test: N = 39

TTO values: Mean: 0.7; SD: 0.2 ***
	* pre- and posttest: p = 0.18 

** pre- and posttest: p = 0.003 (Wilcoxon matched-pairs signed rank test) 

*** Retest TTO mean values between proven carriers and women with unknown genetic results:  p = 0.19 (Mann-Whitney U test) 

(p. 272) 

r-Pearson correlation between the averaged TTO values: 0.76 (95% CI = 0.58-0.87) for the two evaluations (N = 46). Meanwhile, the correlation in RS values was 0.67 (95%CI = 0.47 – 0.80, N = 47)

	
	
	Feasibility
	
	( Completed TTO and RS evaluations: 42/54 (78%)

( RS rated "rather easy"b: Mean: 5.0; SD: 1.23

( TTO rated "rather difficult": Mean: 3.39; SD: 1.56

( Ability to express own valuesc in both (TTO, RS) was “very sufficient”: Mean: 7.1; SD: 1.0 vs. 7.31; 1.2

( “Feeling relaxed during preference assessment”d in both was “very sufficient”: Mean: 7.2; SD: 1.2 vs. 7.4; 0.9 
	"Difficulty" RS vs. TTO: p < 0.001

"Ability to express own values": RS vs. TTO: 

p = 0.25 

"Feeling relaxed during preference assessment” RS vs. TTO: p = 0.07 (p. 273)

	Outcomes measured after the intervention. Retesting completed at an unspecified time.

a Patient preferences were measured with a rating scale (RS) and with the Time Tradeoff (TTO).  In the RS, the patients were asked to rate health states using a 10-point scale from 0 (corresponding to death) to 10 (corresponding to the best ranked health state).  In the TTO, the women were offered two alternatives: "inferior health for a number of life years (duration) t, followed by death; and the best-ranked health state for a number of life years x, followed by death" (p. 270) The authors started with setting x = t, then x was set = 0, then x varied until the women were indifferent between the two choices. RS values were rescaled from 0 to 1 for comparison with TTO values.

b Difficulty of RS and TTO was measured on a 7-point scale (1 = very difficult; 7 = very easy).

c The ability of expressing own values was measured on a 10-point scale (1 = very bad; 10 = excellent).

d This outcome was measured on a 10-point scale (1 = very bad; 10 = excellent).
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