Studies of Effectiveness of Decision Aids: RCT design

Evidence Table 5.2a: Iglehart (1998) General Characteristics

	Author
	Design/Quality indicators
	Clinical situation
	Intervention
	Sample
	Outcomes

	Iglehart J, 1998

Bluman L, 1999

Miron A., 2000

Country:

USA

Language of publication:

English

RefMan ID:

2917, 364, 4382


Study purpose:

To evaluate two types of pre-counseling educational material for women at high risk of carrying a BRCA1 or BRCA2 mutation in deciding whether to undergo genetic testing
	Study design: 

Randomized Controlled Trial

Method of randomization: NR
Allocation concealment: NR
Baseline comparibility:

NR

Blinding of outcome assessment:  NR
Followup:

Not cleard
Duration of the study:

Total duration of the study: Not clear

Duration for one subject:  NR
	Setting:

Outpatient

Type of cancer: 

Breast and ovarian

Type of decision: 

Genetic testing

Model of decisionmaking:

( Not reported by authors

( Informed as determined by reviewers

Phase of decision:

( Information transfer

( Deliberation

Context of decision: 

( Genetic testing for BRCA1 and BRCA2 mutations versus no genetic testing


	Description:
Intervention group (IG1): 

( DA brochureb

( genetic counselinga
Intervention group (IG2): 

( individualized DA brochurec
( genetic counselinga

Purpose: 

( To increase knowledge

( Help to make a decision

Intervention administered by:    NR

Timing of the intervention:

( Before the decision was made


	Number of subjects enrolled: 

( Baseline: 420 (total);

( Number for IG1 and IG2: NR

( Genetic testing offered: 221 (total) 

Eligibility criteria:

( Diagnosed with breast cancer before the age of 31 

( Jewish women diagnosed with breast cancer before 41 years of age

( Diagnosed with breast cancer before the age of 56 or ovarian cancer at any age and has at least one first-degree relative who was diagnosed with ovarian cancer or breast cancer before age 56

( Diagnosed with breast cancer before age  56 or ovarian cancer at any age and has three or more relatives with ovarian cancer or earlyonset breast cancer (< 56 years)

Demographicsd 

Age: Mean: 49 years; SD: NR; 

range: 28 to 88 year

Education: > 12 years 213 (100%)

Ethnicity: Caucasian: 202 (95%)

Black 8 (4%); Other 3 (6%)

SES: NR
	Outcome measures:

( Decision

( Perceived risk 

( Knowledge

( Interest in genetic testing

( Interest in prophylactic surgery

Outcomes measured: 

Before and after the intervention (measured after intervention, after genetic counseling, after testing decision, and then after receiving genetic testing results)

	a After reading the DA brochures, participants were offered genetic counselling sessions that were nondirective, neither encouraging nor discouraging women to undergo genetic testing. All of the study participants received an estimation of the risk of carrying a mutation in a uniform manner.

b IG1, DA brochure:  standard printed material regarding breast and ovarian cancer genetics and genetic testing; nondirective in nature

c IG2, individualized DA brochure: printed educational material regarding breast and ovarian cancer genetics and genetic testing that were tailored to each participant using data collected during the baseline survey. The individualized variables included: level of education, preference for quantitative or qualitative risk estimates or both, and carrier probability.

d This is a preliminary report that was based on the 213 subjects who completed genetic testing by the cutoff time.


Studies of Effectiveness of Decision Aids: RCT design

Evidence Table 5.2b: Iglehart (1998) Results

	Author
	Intervention
	Outcome(s)
	Baseline Results
	Postintervention Results
	Notes

	Inlgehart J, 1998

Bluman L, 1999

Miron A., 2000

RefMan ID:

2917, 364, and 4382
	Intervention group (IG1): 

DA brochure before genetic counseling

Intervention group (IG2): 

Individualized DA brochure before

genetic counseling

	
	Note: None of the results were reported by intervention.
	Note: None of the results were reported by intervention.
	Results are based on a preliminary interim analysis.  Data collection is still in process. 

	
	
	Decisiona
	
	213/221 (96%) women offered testing decided to be tested.
	

	
	
	Knowledgeb
	Reported on average, subjects correctly answered 51% (SD: 20) of the items.
	
	Refer to paper (Bluman, 1999) for details.

	
	
	Perceived risk of carrying a mutation
	( More than 75% of the women overestimated their risk, and about 25% underestimated it.

( The average difference between the women’s risk estimates and the mathematical model’s estimate was 32%.
	
	Logistic regression model found that women who have > 3 first-, second-, or third-degree affected relatives were more likely to overestimate their risk (odds ratio 0.3, 95% CI: 0.2 to 0.6, p<0.05). Overestimation of risk was not significantly predicted by age, race, or previous genetic testing of a family member.

	
	
	Interest in genetic testingc
	Of the 200 baseline surveys analyzed:

(168 (84%) of the women were probably or definitely interested in genetic testing.
	
	Logistic regression model found that women who had been advised to be tested by their doctor were 2 times more likely to respond that they were definitely interested (odds ratio 1.5, 95% CI: 1.1 to 2.0; p<0.05).

	
	
	Interest in prophylactic surgery


	( Considering mastectomy: 35/82

( Not considering mastectomy: 47/82

( Considering oophorectomy: 42/95

( Not considering ooophorectomy: 53/95
	Measured women’s interest in prophylactic surgery after receiving genetic testing results.  Data presented grouped by carrier status. Refer to paper (Miron, 2000) for details.
	

	a Outcomes measured before and at several points after the intervention (2 weeks after the intervention; then after genetic counseling session; after making the testing decision, and then after receiving genetic testing results).

b Knowledge measured using a 13-item True/False test that was adapted from a measure previously used by Lerman et al. (1996, 1997).

c Interest in genetic testing: six response options presented:  (1) definitely will not be tested, (2) probably will not be tested, (3) considering being tested but still unsure, (4) probably will be tested, (5) definitely will be tested, and (6) have not yet considered testing.
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