Studies of Effectiveness of Decision Aids:  Nonconcurrent cohort design

Evidence Table 5.31a:  Whelan (1995) General Characteristics 

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

	Whelan T, 1995
Country:

Canada

RefMan ID:

068

Study purpose:

To develop an instrument to help clinicians inform patients about the benefits and risks of breast irradiation following lumpectomy and to help an informed patient decide whether she prefers this therapy
	Study design:

Nonconcurrent cohort

Blinding of outcome assessment:

NR

Baseline comparability:

Characteristics of the groups were similar

Followup:

NR

Duration of the study:

Total duration of the study: 9 months

Duration for an individual patient: 1 week


	Setting:

Outpatient

Type of cancer: 

Breast

Type of decision: 

Treatment (adjuvant)

Model of decisionmaking:

( Shared as stated by author

( Informed as determined by reviewers

Phase of decision:

( Information transfer

( Deliberation

Context of decision: 

breast irradiation vs. none
	Description:

Control Group (CG) 1:

( usual care a
Control Group (CG) 2:

( usual carea
( physician uses checklist b
Intervention Group (IG)

( usual care a
( decision board c
( take home version of decision board

Purpose: 

( increase knowledge

( help make a decision

Intervention administered by:

( physician or nurse

Timing of the intervention:

at the point of decisionmaking


	Number of subjects enrolled: 82

IG: 30; CG1: 23; CG2: 29

Eligibility criteria:

( Node-negative breast cancer

( Primary tumors < 5 cm

( Treated by a lumpectomy

Characteristics

Age (IG vs. CG1 vs. CG2): 

> 50 years: 23 vs. 19 vs. 21

Education (IG vs. CG1 vs. CG2): 

> 12 yrs: 23 vs. 23 vs. 25; 

Ethnicity: NR

SES: NR


	Outcome measures:

( Decision 

( Knowledge 

( Acceptability of DA 

( Patient perception of involvement in care

( Reasons for making a choice

Outcomes measured: 

( 1 week after the intervention



	a Consultation with radiation oncologist

b The clinicians were given a checklist to use during the consultative process to ensure that there was consistency in the content of information presented. The checklist was based on the information provided in the decision board. The checklist contained a specific statement that breast irradiation has not been shown to influence survival.

c The Decision Board was composed of an introduction and scenarios: the introduction covered background information about the disease, prognosis, and the purpose of the Board.  The scenarios described the treatment options of radiation therapy vs. none and the subsequent outcomes of recurrence of cancer in the breast or not for women with node-negative breast cancer treated by lumpectomy and axillary dissection.  Probability wheels were used to describe the risk of recurrence of cancer with or without radiation therapy.  Side effects of the therapy were described.  (p. 848)


Studies of Effectiveness of Decision Aids:  Nonconcurrent cohort design

Evidence Table 5.31b:  Whelan (1995) Results

	Author
	Intervention
	Outcome(s)
	Baseline Results

IG vs. CG’s
	Postintervention Results

IG vs. CG1 vs. CG2
	Notes

	Whelan, T

1995

RefMan ID:

068


	n = 82

Control Group 1 (CG1): 

n = 23

( usual care

Control Group 2 (CG2): 

n = 29

( Usual care

( Physician uses checklist

Intervention Group (IG): 

n = 30

( Usual care

( Decision board (DB)

( Take-home version of decision board
	Decision
	
	( Chose breast irradiation: 28/30 (93%) vs. 

22/23 (96%) vs. 28/29 (97%)
	

	
	
	Knowledge a
	
	( Percentage of correct answers:

82.7 vs. 75.3 vs. 76.0 *
	*Patients who used decision board had increased understanding in 1/10 statements: breast irradiation could not be repeated to the same breast (p < 0.0001) ( X2 test)

	
	
	Acceptability of DA
	
	( 27/27 (100%) reported that DB was easy to understand

( 22/27 (81%) thought that it helped them think of questions to ask

( 22/27 (67%) DB helped them explain to others her disease

( 25/27 (93%) would recommend DB to other patients
	

	
	
	Patient perception of involvement in care
	
	Felt they were offered a choice:

( 29/30 (97%) vs. 16/23 (70%) vs. 20/29* (69%) **

( 48/52 (92%) of the CG’s patients vs. 6 (20%) of IG reported that their clinician had recommended breast irradiation***
	** (p = 0.02) ( X2 test) (p. 850)

*** p < 0.0001

	
	
	Other results b


	
	Mean score for each reason by group 

(IG vs. CG1 vs CG2):

( "Side effects are acceptable": 

3.61 vs. 3.29 vs. 3.07* 

( "Doctor recommended radiation": 

3.04 vs. 3.29 vs. 3.07**
	* higher value in Decision Board group, p = 0.0001

** lower value in Decision Board group, p = 0.0006 (3-way comparison)

	Outcomes measured 1 week after the intervention.

a Measured as patient comprehension with 10 true or false statements on basic information about breast irradiation. Percentages of correct responses were calculated from raw data presented in Table 3, p 850.

b With a 6-item questionnaire, patients' choices were assessed: each reason chosen was scored from 1 (not very important) to 5 (extremely important).  A mean score was calculated for each reason by group.  
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