Studies of Effectiveness of Decision Aids:  RCT design

Evidence Table 5.8a:  Wolf (2000) General Characteristics 

	Author
	Design/Quality indicators
	Clinical situation
	Intervention
	Sample
	Outcomes

	Wolf A,

2000

Country:

USA

Language of publication:

English

RefMan ID:

5009

Study purpose:

To assess the impact of informed consent on elderly patients’ colorectal cancer screening preferences


	Study design: 

Randomized Controlled Trial

Method of randomization:

NR

Allocation concealment:
NR

Baseline comparibility:

Characteristics of the groups were similar

Blinding of outcome assessment:

NR

Followup:

NR

Duration of the study:

Total duration of the study: 17 months

Duration for one patient:

1 day
	Setting:

Outpatient

Type of cancer: 

Colorectal

Type of decision: 

Screening

Model of decisionmaking:

( Not reported by authors

( Informed as determined by reviewers

Phase of decision:

( Information transfer

Context of decision: 

Colorectal screening by fecal occult blood testing (FOBT) and/or sigmoidoscopy versus no screening


	Description

Control group (CG):

( Listening to a brief statementa
Intervention group (IG1): 

( Listening to an educational relative risk reduction DA scriptb
Intervention group (IG2): 

( Listening to an educational absolute risk reduction DA script c
Purpose: 

( To increase knowledge

( Help to make a decision

Intervention administered by:

Research assistant

Timing of the intervention:

Before the decision was made


	Number of subjects enrolled: 

399;  CG: 133, IG1: 130; IG2: 136

Eligibility criteria:

Inclusion: 

( Patients > 65 years

( Attending a routine visit with primary care physician

Exclusion:

( Personal history of colon cancer

Characteristics

Gender: Number of female subjects

CG: 82 (62%)

IG1: 82 (63%); IG2: 88 (65%)

Age:

CG: Mean: 75 years; SD: 6; range: NR

IG1: Mean: 74 years; SD: 6; range: NR

IG2: Mean: 74 years; SD: 6; range: NR

Education: > 12 years

CG: 63 (47%)

IG1: 72 (55%)   IG2: 75 (55%)

Ethnicity: not Caucasian 

CG: 31 (23%)

IG1: 32 (24%); IG2: 38 (28%)

SES: Annual income < $15,000

CG: 82 (62%)

IG1: 79 (61%); IG2: 77  (57%)
	Outcome measures:

( interest in colorectal screening 

( intent to have colorectal screening

( knowledge

( perceived efficacy of screening

Outcomes measured: 

After the intervention (same day)

	a Control script: Subjects listened to a research assistant (RA) read a short description of FOBT and flexible sigmoidoscopy.

b Relative-risk reduction information script: RA reads a 3-minute informational script that describes FOBT and flexible sigmoidoscopy and their screening test characteristics. The evidence regarding mortality reduction is presented in a graph as a relative risk reduction.

c Absolute-risk reduction information script: RA reads a 3-minute informational script that describes FOBT and flexible sigmoidoscopy and their screening test characteristics. The evidence regarding mortality reduction is presented in a graph as an absolute risk reduction.


Studies of Effectiveness of Decision Aids:  RCT design

Evidence Table 5.8b:  Wolf (2000) Results 

	Author
	Intervention
	Outcome(s)
	Baseline Results

IG1 vs. IG2 vs. CG
	Postintervention Results

IG2 vs. IG1 vs. CG
	Notes

	Wolf A,

2000

RefMan ID:

5009


	n = 399

Control group (CG):

n=133

( listening to a brief statement

Intervention group (IG1):  n=130

( listening to an educational relative risk reduction DA script

Intervention group (IG2): n=136

( listening to an educational absolute risk reduction DA script 


	Interest in colorectal screeninga
	
	Probably/definitely interested in FOBT*:

IG1: 71 (54%) vs. IG2: 70 (52%) vs.CG: 69 (52%)

Probably/definitely interested in flexible sigmoidscopy**:

IG1: 47 (36%) vs. IG2: 44 32%) vs. CG: 43 (32%)
	No significant differences between the groups. One-way ANOVA (*p=0.9 and **p=0.8)

	
	
	Intent to undergo colorectal screeningb

	
	Intent to begin or continue FOBT*:

IG1: 79 (61%) vs. IG2: 75 (55%) vs. CG: 74 (56%)

Intent to begin or continue flexible sigmoidscopy**:

IG1: 47 (36%) vs. IG2: 45 (33%) vs. CG: 43(32%)

Intent to begin or continue FOBT and/or flexible sigmoidscopy***:

IG1: 87 (67%) vs. IG2:  86 (63%) vs. CG: 78 (59%)
	No significant differences between the groups. Chi-square test (*p=0.6, **p=0.8, and ***p=0.4)

	
	
	Knowledge
	
	Correctly answered: What is the chance that an abnormal stool card test will actually turn out to be cancer? (options: almost all, about half, or very few)

Only pooled intervention group data presented.

IG1 and IG2: 189 (71%) vs. CG: 72 (54%)


	No significant difference between intervention groups reported (raw data not reported). 

Significant difference between combined intervention groups and controls (Chi-square test, p=0.0007)

	
	
	Perceived efficacy of screening
	
	Patients were asked the degree to which screening would reduce the risk of dying from cancer.  

(options: a great deal, somewhat, or very little)  

                          IG1              IG2              CG

A great deal       46 (35%)   37 (27%)    68 (52%)

Somewhat         57 (44%)   61 (45%)    43 (32%)

Very little           27 (21%)   38 (28%)    22 (16%)


	Significant difference between groups (Mantel-Haenszel test, p for trend = 0.0002)

	a Interest in colorectal screening: Measured on a 5-point Likert scale

b Intent to be screened: Yes/No response
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