Studies of Effectiveness of Decision Aids:  RCT design 

Evidence Table 5.7a:  Wolf (1996) Characteristics  

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

	Wolf A

1996, 1997, 1998

Country:

USA

RefMan ID:

040, 7441, 971

Study purpose

To address the impact of information on patient preference for PSA testing


	Study design: 
Randomized Controlled Trial

Method of Randomization: 

NR

Baseline comparability:

Characteristics among groups were similar

Blinding of outcome assessment:

NR

Followup:

NR

Duration of the study:

Total duration of the study: 10 months

Duration for an individual patient: 1 day


	Setting:

Outpatient

Type of cancer: 

Prostate

Type of decision: 

Screening/detection

Model of decisionmaking:

( NR by authors

( Informed as determined by reviewers

Phase of decision:

( Information transfer

Context of decision: 
( Interest in taking PSA test


	Description:

Control Group (CG): 

( reading a brief statementa
Intervention Group (IG): 

( listening to an educational DA scriptb
Purpose: 

( To increase knowledge

( To make a decision/ reveal a preference

Intervention administered by:

Research assistant 

Timing of the intervention:

( before the decision was made


	Number of patients enrolled: 205 

IG: 103  CG: 102

Eligibility criteria:

Inclusion: 

( English-speaking

( 50 years old or older 

( having an outpatient appointment at their primary care physician

Exclusion: 

( prior PSA screening 

( personal history of prostate cancer

Characteristics

Age

IG: mean 64.5 years 

CG: mean 65.0 years
Education:

Non-high-school graduates: IG: 72 (70%)  CG: 69 (68%)

Ethnicity  Caucasian: 

IG: 64 (66%) CG: 65 (64%)

SES:  <$15,000 a year: 

IG: 69 (67%) CG: 64 (63%)
	Outcome measures:

( Decision

Outcomes measured: 

( after the decision aid was administered (same day)



	a Patients were given "a brief statement that a blood test known as the PSA is available that can sometimes detect early prostate cancer before it is otherwise apparent." 

(p. 1334)

b Patients received "a scripted overview of PSA screening read aloud by a trained research assistant." The intervention script was developed to simulate a brief educational intervention that primary care physicians might employ before screening. The script stated the lifetime probability of developing and dying from prostate cancer, known risk factors for prostate cancer, and the ability of the PSA test to detect early asymptomatic cancer. It included the probability of having a positive test result, the positive predictive value, and the usual evaluation of a positive test result; the uncertain outcome of early intervention; and a brief description of the principal management options for early prostate cancer and their major complications. It was also stated that “many physicians do not recommend screening beyond age 75 years."


Studies of Effectiveness of Decision Aids:  RCT design 

Evidence Table 5.7b:  Wolf (1996) Results

	Author
	Intervention
	Outcome(s)
	Baseline Results

IG vs. CG
	Postintervention Results

IG vs. CG
	Notes

	Wolf A,

1996, 1997, 1998

RefMan ID: 

040, 7441, 971


	n = 205

Control Group (CG):  

 n = 102

( Read  a brief statement

Intervention Group (IG): n = 103

( Listening to an educational DA script


	Decision a
	None reported
	Mean: 3.0 vs. 3.8; 

SD: NR*
	*p < 0.001 (Student's t test two-tailed)



	
	
	Other outcomes b
	
	
	

	Outcomes were measured after the decision aid was administered (same day).

a A 5-point Likert scale (from definitely not interested to definitely interested) measured the interest in PSA screening. In 1998, the authors reported the results in a subsample of 104 men > 65 years; the authors reported that the interest in PSA screening was significantly lower among intervention group men: IG: 2.8 vs. CG: 3.6 (p = 0.006).

b The authors evaluated the patient factors associated with interest in PSA screening.  Based on the Health Belief Model (perceived seriousness of the underlying disease, perceived susceptibility to the disease, perceived efficacy of screening in terms of improved health outcome, and perceived barriers to screening) in a subsample of 205 men, the authors reported that the intervention group men considered the PSA test to be less efficacious and the control group patients were more willing to accept prostate cancer treatment risks. The authors did not report raw data. 

To assess confounders of interest in PSA screening, an ordinal logistic regression model was developed. The script was associated with a decreased interest in PSA test (OR: 0.32; 95% CI, 0.19(0.54; p < 0.001) and advancing age (OR: 0.97, 95% CI, 0.94(1.00; p = 0.04).  Family history of prostate cancer was significantly associated with decreased interest in PSA testing (OR: 3.95; 95% CI, 1.52(10.29; p = 0.005).
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