Studies of Effectiveness of Decision Aids.  RCT design

Evidence Table 5.34a.  Lerman (1997) General Characteristics 

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

	Lerman C

1997, 1999

Country:

USA

RefMan ID:

121, 4293

Study purpose:

To evaluate the impact of alternate strategies on decisionmaking for genetics
	Study design: 

Randomized Controlled Trial

Method of Randomization: NR

Allocation concealment: 

NR

Baseline comparability:

NR

Blinding of outcome assessment:

Not used

Drop-outs/withdrawals:

80-100% of allocated subjects were followed to the end of the study.

Duration of the study:

Total duration: NR

Duration for an individual  patient: 1 month
	Setting:

Outpatient

Type of cancer: 

Breast and ovary

Type of decision: 

Screening/detection

Model of decision making:

( Informed as stated by author and as determined by reviewers

Phase of decision:

( Information transfer

( Deliberation

Context of decision: 

( To give blood sample for future BRCA1 testing
	Description:

Control Group ( CG):

( No intervention

Intervention Group (IG1):

( Educational sessiona: visual aids

( DA brochureb
Intervention Group (IG2):

( Educational session oral/visual aidsa
( DA brochureb
( Nondirective genetic counselingc
Purpose: 

( Increase knowledge

( Help to make a decision

Intervention administered by:

( Trained oncology nurses or a genetic counselor supervisor

Timing of the intervention:

( before the decision was made 
	Number of subjects enrolled: 578 

Completed:

CG: 164; IG1: 114; IG2: 122

Eligibility criteria:

Inclusion: 

( Low to moderate risk for breast cancer 

( 18-75 years of age

( Having at least one first-degree relative with breast or ovarian cancer

Exclusion: 

( Personal history of cancer (except basal cell or squamous cell skin cancers)

Characteristics:

Age:  > 50 years:

  IG1: 34 (27%), IG2: 30 (23%), CG: 50 (28%)

Education: > 12 years; 

  IG1: 107 (94%), IG2: 108 (88%), CG: 144 (88%)

Ethnicity:  Caucasian / African American 

  IG1: 84 (74%) / 29 (25%), IG2: 92 (75%) / 28 (23%)

  CG: 107 (65%) / 49 (30 %)

SES: < $35,000:  

  IG1: 22 (19 %), IG2: 27 (22%), CG: 30 (18%)
	Primary outcome measures:

( Decision

( Knowledge

( Evaluation of risk perception

( Perceived benefits of BRCA1 testing

( Perceived limitations and risks of BRCA1 testing

Outcomes measured: 

( Before intervention (not clear)

( 1 month after intervention 



	a A structured protocol that reviewed: (a) individual risk factors for breast and ovarian cancer; (b) patterns of inheritance of breast/ovarian cancer susceptibility; (c) benefits of BRCA1 testing; (d) limitations of BRCA1 testing; (e) risks of BRCA1 testing; (f) limitations of options for breast and ovarian cancer prevention and surveillance.

b Printed DA brochure covering the points (a) to (f) in 1.

c Nondirective counseling organized in a semistructured protocol.  It addressed: (a) experience with cancer in the family; (b) anticipated impact of positive or negative BRCA1 test results; (c) anticipated outcomes of deciding not to be tested; (d) perceived coping resources and skills to adapt to different testing outcomes; and (e) intentions regarding communication of test results to family, friends, and others. (pp. 149, 150)


Studies of Effectiveness of Decision Aids.  RCT design

Evidence Table 5.34b.  Lerman (1997) Results 

	Author
	Intervention
	Outcome(s)
	Baseline Results

IG1 vs. IG2 vs. CG
	Postintervention Results

IG1 vs. IG2 vs. CG
	Notes

	Lerman C,

1997, 1999

RefMan ID: 

121, 4293
	n = 578

Control Group (CG): 

n = 164

No intervention

Intervention Group 1 (IG1):

n = 114

( Educational session: oral/visual aids

( DA brochure

Intervention Group 2 (IG2): 

n = 122

( Educational session: oral/visual aids

( DA brochure

( Genetic counseling
	Decision: genetic testing: Intention to be tested a 
	( Mean: 2.74; SD: 1.06 vs.  

( Mean: 2.75; SD: 1.05 vs. 

( Mean: 2.61; SD: 1.07
	( Mean: 2.73; SD: 1.12 vs.*

( mean: 2.77; SD: 1.07 vs. 

( mean: 2.60; SD: 1.02
	* Among-group differences in changes from baseline to 1 month: repeated measures ANOVA: p = 0.97

	
	
	Decision: genetic testing intention b 
	Authors report 55% of all participants wanted genetic testing 
	( 65/114

( 75/122

( 87/164 
	Authors report no evidence for an intervention effect on the categorical measure (p. 152) (analysis used not clear)

	
	
	Decision: provision of blood sample
	
	( IG1: 58/114 (51%)

( IG2: 63/122 (52%)
	Authors report that there were no statistically significant differences between groups

	
	
	Knowledge c 
	( Mean: 5.90; SD: 2.17 vs. 

( Mean: 5.84; SD: 2.12 vs. 

( Mean: 5.93; SD: 2.01
	( Mean: 7.74; SD: 2.16 vs. **

( Mean: 7.58; SD: 2.09 vs. 

( Mean: 5.39; SD: 2.39
	** Analysis as above, p = 0.0001 (repeated measures ANOVA)

	
	
	Evaluation of risk perception d 
	( Mean: 2.12; SD: 0.59 vs. 

( Mean: 2.20; SD: 0.59 vs. 

( Mean: 2.10; SD: 0.63
	( Mean: 1.88; SD: 0.57 vs.*** 

( Mean: 2.06; SD: 0.62 vs. 

( Mean: 2.06; SD: 0.56
	***Analysis as above, p = 0.04

	
	
	Perceived benefits of BRCA1 testing e
	( Mean: 17.92; SD: 2.80 vs. 

( Mean: 17.63; SD: 2.95 vs. 

( Mean: 17.65; SD: 3.03
	( Mean: 16.62; SD: 3.56 vs. ****

( Mean: 16.19; SD: 3.37 vs. 

( Mean:16.93; SD: 3.29
	**** Analysis as above, p = 0.11

	
	
	Perceived limitations and risks of BRCA1 testing e
	( Mean: 9.41; SD: 2.62 vs. 

( Mean: 9.20; SD: 2.43 vs. 

( Mean: 9.46; SD: 2.46
	( Mean: 10.09; SD: 2.82 vs.*****

( Mean: 10.26; SD: 2.93 vs. 

( Mean: 9.50; SD: 2.73
	***** Analysis as above, p.004

	Outcomes measured before and 1 month after intervention.

a One single Likert-style item: "At the present time, which of the following statements describes you best?" with 1 = I haven't thought about it to 4 = definitely will have genetic testing.

b Probably or definitely would have BRCA1 testing 

c 11-item true-false scale: higher scores indicate higher number of correct answers.

d Perceived personal risk of mutation: one single Likert-style item: "In your opinion, how likely is it that you have an altered breast-ovarian cancer susceptibility gene?" with 1 = not at all likely to 4 = definitely.

e Seven-item questionnaire using 3-point Likert-style scale that rated the level of importance of each benefit with 1 = not at all important to 3 = very important (maximum score = 21).
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