Studies of Effectiveness of Decision Aids.  RCT design

Evidence Table 5.35a.  Davison (1997) General Characteristics 

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

	Davison B, 1997; 

Pasacreta JV, 1998

Country:

Canada

RefMan ID:

1423, 7072

Study Purpose:

To decrease patient anxiety and depression
	Study design: 

Randomized Controlled Trial

Method of Randomization: 

Block Randomization procedure

Allocation concealment: 

NR

Baseline comparability:

Characteristics among groups were similar

Blinding of outcome assessment:

Not used

Followup:

80-100% of allocated subjects were followed to the end of the study

Duration of the study:

Total duration: NR

Duration for an individual patient:  6 weeks
	Setting:

Outpatient

Type of cancer: 

Prostate

Type of decision: 

Treatment, primary

Model of decisionmaking:

( Empowerment model as stated by authors

( Informed as determined by reviewers

Phase of decision:

( Information transfer

( Deliberation 

Context of decision: 

Not clear


	Description

Control Group (CG): 

( Information pamphlet a
( Usual care b
Intervention Group(IG): 

Similar to the CG plus

( Counseling c
( Audiotape of consultationd 

( Question list e
Purpose: 

( Increase patient's involvement in decisionmaking 

( Increase knowledge

( Enhance patient's autonomy

Intervention administered by: 

Nurse

Timing of the intervention:

( before the initial consultation


	Number of patients enrolled: 60; 

IG: 30; CG: 30

Eligibility criteria:

( Newly diagnosed prostate cancer patients

( Not having had their initial treatment consultation

( Able to read, speak, and write in English

( With no evidence of mental confusion 

Characteristics:

Age (IG vs. CG): 

Mean: 66.0 years; SD: 8.3; range: 41 to 80 years; vs. mean 69.8 years, 

SD: 5.0, range 53 to 81 years;

>70 years: 9 (30%) vs. 11 (33%)

Education (IG vs. CG): 

Non-high-school graduate 

15 (50%) vs. 20 (66%)

Ethnicity: NR

SES: NR


	Outcome measures:

( Control preference

( Anxiety

( Depression

( Acceptability of DA

Outcomes measured: 

( before intervention 

( 6 weeks after intervention



	a Five pamphlets containing information about prostate cancer (disease process, treatment options with advantages and disadvantages of each, diagnostic tests, prostate specific antigen blood testing, etc)

b Initial treatment consultation with the physician

c The men were asked to think about the information needed to assist them in the decisionmaking process.  The investigator showed them where they could find that information in the brochures and encouraged them to read the package.  The men were also encouraged to participate in the decision about treatment and to bring their significant others to the consultation.

d The patients were offered a blank audiotape and given the opportunity to ask their physician to record the consultation.

e List of questions that the patients could ask their physician.  This list was reviewed with the patients and additional questions arising from the counseling session were added.


Studies of Effectiveness of Decision Aids.  RCT design

Evidence Table 5.35b.  Davison (1997) Results

	Author
	Intervention
	Outcome(s)
	Baseline Results IG vs. CG
	Postintervention Results IG vs. CG
	Notes

	Davison B, 1997
Pasacreta JV, 1998

RefMan ID: 

1423, 7072
	Control Group (CG) 

n = 30

( Information pamphlet

( Usual care

Intervention Group(IG)

 n = 30 

Similar to the CG plus: 

 ( Counseling

 ( Audiotape of consultation

 ( Question list
	Control preference a
	( Active role: 11/30 (37%) vs. 4/30 (13%) * 

( Collaborative role: 11/30 (37%)  vs.15/30 (50%)*

( Passive role: 8/30 (27%) vs. 11/30 (37%)* 
	( Active role: 17/30 (57%) vs. 5/30 (17%)**

( Collaborative role: 10/30 (33%) vs. 15/30 (50%)

( Passive role: 3/30 (10%) vs. 10/30 (33%)
	* At baseline, no significant differences were found between groups for role preferences (p = 0.11) (Chi-square test)

** A significant proportion of men in the IG assumed a more active role as compared with men in the CG p = 0.001 (Chi-square test)

	
	
	Anxiety b
	Not clear **
	Not clear **
	** Raw data were not reported; the authors described the results using line graphs. They reported that IG men had lower anxiety scores (p < 0.005) (ANCOVA).

	
	
	Depression c
	Not clear **
	Not clear **
	** Results described using line graphs; the authors reported that depression scores had NS differences between groups.

	
	
	Acceptability of DA
	
	( 22/26 listened to their audiotape.

( 11/22 used the tape to review the information.

( 2/22 reported that the tape assisted them in treatment decisionmaking.

( “Majority of men reported the question list helpful in formulating questions to ask.” ***

22 men ranked the information interventions: audiotape was the most useful, brochure second, and question list third.
	*** Raw data were not reported.

	Outcomes measured before intervention and 6 weeks after intervention.

a 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 postintervention.

b "Anxiety was measured by the Spielberger State-Trait Anxiety Inventory (STAI), which is a short self-report measure of both state and trait anxiety.  This inventory had two scales of 20 statements each, one asking subjects to indicate ‘how they felt at the moment’ and the other ‘how they usually feel.’” (p. 189)

c "Depression was measured by the Center for Epidemiologic Studies Depression Scale (CES-D), which is a “short self-report scale consisting of 20 items." (p. 189).
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