Studies of Effectiveness of Decision Aids:  RCT design
Evidence Table 5.14a:  Volk (1999) General Characteristics

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

	Volk RJ

1999, 1998

Country:

USA

RefMan ID:

202, 130

Study purpose:

To evaluate a patient educational approach to shared decision-making for prostate cancer screening


	Study design: 

Randomized Controlled Trial

Method of Randomization: 

Randomization by permuted blocks 

Allocation concealment: 

Adequate

Baseline comparability:

Characteristics among groups were similar

Blinding of outcome assessment:

Not used

Followup:

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

Duration of the study:

Total duration of the study: 

17 months

Duration for an individual patient: 1 year
	Setting:

Outpatient

Type of cancer: 

Prostate

Type of decision: 

Screening

Model of decision making:

( Shared as stated by authors; 

( Informed as determined by the reviewers

Phase of decision:

( Information transfer

Context of decision: 

Prostate Specific Antigen (PSA) screening vs. none
	Description

Control Group(CG):

( Usual carea
Intervention Group (IG1): 

( Usual care 

( DA videotape + DA brochure b

Intervention Group (IG2):

( Usual care 

( DA videotape + DA brochure b 

( Utility assessment c

Purpose: 

( Increase knowledge

( Help make a decision

Intervention administered by:

Not clear (NC)

Timing of the intervention:

( before the decision was made
	Number of subjects enrolled: 160

CG: 80;

IG1: 40; IG2: 40

Eligibility criteria:

( No history of prostate cancer

( Presenting for care at the Family Medicine Center

Characteristics:

Age d: 

IG: mean: 58.5 years; SD: NR; 

range: 45 years to 70 years 

CG: mean: 59.5 years SD: NR; range: 45 years to 70 years

Education (IG1 & 2 vs. CG) d: 

<12 years: 14 (18%) vs. 21 (17%)

(12 years: 64  (52%) vs. 59 (74%)

Ethnicity (IG1 & 2 vs. CG) d: 

Caucasian: 48 vs. 49

African American: 18 vs. 12

Hispanic: 10 vs. 15 

SES (IG1 & 2 vs. CG) d: 

< $9,999 a year: 14 (18%) vs. 17 (21%)
	Outcome measures:

( Decision/preference

( Knowledge

( Acceptability of the intervention

Outcomes measured: 

( Before intervention (same day)

( 2 weeks after intervention

( 1-year followup



	a Office visit

b A 20-minute educational videotape with brochure on the risks and benefits of PSA testing for prostate cancer in men aged 50 years and over who are in good overall health.  In the videotape, two physicians assume the role of patients; one favoring the regular PSA testing and the other opposing it.  Epidemiology of prostate cancer, accuracy of the PSA test, and complications associated with treatment of prostate cancer are discussed.  In addition, a man with prostate cancer describes his experience with expectant management (watchful waiting).  The video was meant to be viewed before an office visit or at the patient’s home.  The brochure included many of the tables presented in the videotape, with a summary of the advantages and disadvantages of screening. (p. 334)

c No details were reported.

d Results for the two IGS were collapsed.


Studies of Effectiveness of Decision Aids:  RCT design
Evidence Table 5.14b:  Volk (1999) Results

	Author
	Intervention
	Outcome(s)
	Baseline Results

IG vs. CG
	Postintervention Results

IG vs. CGa
	Notes

	Volk RJ,
1999, 1998

RefMan ID:

202, 130
	Control Group (CG) 

n = 80

( Usual care 

Intervention Group (IG) 

n = 80

( Usual care

( DA videotape + DA brochure
	( Preference b (outcome measured at baseline and at 2 weeks)

( Decision (outcome measured at 1 year)
	62/78 (79%) vs. 62/80 (78%)
	At 2 weeks: 

( 48/78 (62%) vs. 64/80 (80%) *

At 1 year followup: 

( received PSA: 38% vs. 56%

( intended to receive PSA in future: 45% vs. 71% 
	* Absolute difference between groups was 18.5%, p = 0.009.

The authors report that the percentage of subjects wanting PSA test in the IG decreased by 17% (p = 0.01); no significant change was observed in the CG (p = 0.82) (McNemar change test).

	
	
	Knowledge c 
	mean: 2.7 vs. 2.8* 
	At 2 weeks: mean: 4.8 vs. 3.1**

( 48/78 (62%) of the IG subjects answered at least 5/10 questions correctly; and 25/80 (31%) of the CG subjects ***
	**Standard deviations (SD): NR

within group change: IG: p = 0.001; CG: p = 0.19 (Wilcoxon signed rank test)

*** p = 0.001

	
	
	Acceptability of the intervention
	
	IG participants rated the videotape: 

( information amount "about right": 79%

( length of the tape: " about right": 86%

( clarity: "everything clear": 50%

( presentation: "completely balanced": 79%

( influenced your decision: "a great deal": 35%

( would recommend to others: "yes": 92%
	

	
	
	
	
	
	

	a IG1 and IG2 were not significantly different on any indicators; therefore the authors collapsed them in the analysis.

b Measure was given by the responses to the question: "Given what you know about prostate cancer and Prostate Specific Antigen (PSA) testing, would you choose to have PSA test?"  Response options were "yes," "no,” and "I am not sure."

c Prostate cancer knowledge measurement tool developed for this study.  Ten items: higher scores indicate a higher number of correct answers. Domains included epidemiology, screening accuracy, treatment effectiveness, and treatment-related complications.
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