Studies of Effectiveness of Decision Aids:  RCT design

Evidence Table 5.24a:  Davison (1999) General Characteristics 

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

	Davison B, 1999
Country:

Canada

RefMan ID:

5583

Study Purpose:

To determine if providing information about screening for prostate cancer would enable men to assume a more active role in decisionmaking
	Study design:

randomized controlled trial

Method of randomization:

block randomization procedure

Allocation concealment:

NR

Baseline comparability:

characteristics of the groups were similar

Blinding of outcome assessment:

NR

Followup:

NR

Duration of the study:

NR
	Setting:

Outpatient

Type of cancer: 

Prostate

Type of decision: 

Screening

Model of decisionmaking:

( NR by authors

( Informed as determined by reviewers

Phase of decision:

( Information transfer

( Deliberation

Context of decision: 

Prostate Specific Antigen (PSA) + digital rectal examination (DRE) vs. none


	Description: 

Control Group (CG):

( Usual carea
( Unrelated discussion b
Intervention Group (IG):

( Usual carea
( Counselingc
( DA brochure d 

Purpose: 

( Increase patient involvement in decisionmaking 

( Decrease anxiety

( Resolve decisional conflict

( Help to make a decision

Intervention administered by:

( Physician (PHE) and nurse (counseling and pamphlet)

Timing of the intervention:

( before the decision was made
	Number of subjects enrolled:100

CG: 50; IG: 50

Eligibility criteria:

Inclusion:

( No previous history of prostate cancer

( Made an appointment for a periodic health examination

( 50-79 years old

( Read, speak, and write English

( No evidence of mental confusion

Characteristics:

Age:

IG: Mean 63.8 years; SD: 8.0 

CG Mean: 60.7 years; SD: 8.6

Education: 

> 12 years: 

IG: 23 subjects; CG: 21

<12 years: 

IG: 27 subjects;  CG 29

Ethnicity: NR

SES: NR
	Outcome measures:

( Decision

( Control preference

( Anxiety 

( Decisional conflict

( Quality of life (condition specific)

Outcomes measured: 

( before 

( after the intervention (details not specified)

	a  Periodic health examination (PHE)

b  The investigator discussed general issues before the medical appointment for about the same length of time that it would take to provide the information intervention (p. 258).

c  "Men were asked what they knew about screening for prostate cancer.  They were then provided with […] verbal […] information about the controversies surrounding screening […].  Men were encouraged to discuss screening issues with their family physician and participate in making a screening decision to the extent that they were comfortable” (p. 258).

d  Written information about controversies surrounding screening for prostate cancer


Studies of Effectiveness of Decision Aids:  RCT design

Evidence Table 5.24b:  Davison (1999) Results 

	Author
	Intervention
	Outcome(s)
	Baseline Results

IG vs. CG
	Postintervention Results

IG vs. CG
	Notes

	Davison B,

1999

RefMan ID: 

5583
	n = 100

Control Group (CG) 

n = 50: 

( Usual care

( Discussion

Intervention Group (IG) n = 50: 

( Usual care

( Counseling (individual)

( DA brochure
	Decisiona 
	
	28 (56%) vs. 21 (42%)
	No statistical analysis reported

	
	
	Control preferenceb
	Proportion of men preferring each role:

( active: 22 (44%) vs.17(34%);

( collaborative: 15 (30%) vs. 20 (40%)

( passive: 13 (26%) vs.13 (26%)
	Proportion of men assuming each role:

( active: 31(62%) vs.11(22%);

( collaborative: 9 (18%) vs.19 (38%);

( passive: 10 (20%) vs.20 (40%)
	A significantly higher number of men who received the intervention assumed a more active role in making a screening decision than men in the control group (Mann-Whitney U test = (4.07, p = 0.00002, one-tailed) (p. 259-260)

	
	
	Anxietyc 
	Mean: 24.9 vs.26.0; SD NR
	Mean: 23.6 vs. 23.9; SD: NR
	No significant differences existed between the groups, both pre- and postintervention (repeated measures ANOVA) (p. 260)

	
	
	Decisional conflictd
	
	Mean: 28.52 vs. 35.20; SD: NR 
	p = 0.0001 one-tailed (Mann-Whitney U test) (p. 260)

	
	
	Other resultse

 quality of life
	
	
	

	Outcomes were measured before and after the intervention (details not specified).

a Number of subjects who were screened with both a digital rectal examination and prostate-specific antigen test

b Control Preference Scale (CPS): five statements ranging from: "I prefer to make the final decision" to "I prefer my doctor to make the final decision" were collapsed by the authors into three categories: active, collaborative, and passive role. Preferred roles were measured at baseline, and the assumed roles were measured post-intervention.

c Anxiety was measured by the State Anxiety Inventory, a 20-item questionnaire with scores ranging from 20 to 80; high scores indicate high anxiety.

d Decisional Conflict Scale: 16-item measure with higher scores meaning higher decisional conflict.

e Reasons for patients' choice of treatment and quality of life; this outcome was evaluated as pooled data: in a multivariate logistic regression model the variables that were significantly predictive of men being screened with both PSA and DRE were having: (1) a DRE (p = 0.01); (2) an abnormal DRE at the time of the PHE, (p = 0.03); (3) grade 12 education or greater (p = 0.01); (4) a lower quality of life due to urinary symptoms (p = 0.02); (5) a rural residence (p = 0.04). (p. 261) Having symptoms of prostatism and perceived lower quality of life due to urinary symptoms were highly correlated (r = 0.706), p < 0.001. (p. 260)
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