Studies of Effectiveness of Decision Aids.  Nonconcurrent cohort design

Evidence Table 5.32a.  Whelan (1999) General Characteristics 

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

	Whelan T, 1999
Country:

Canada

RefMan ID:

153

Study purpose

To evaluate the impact of a decision board to help clinicians inform patients about surgical therapy options in the clinical encounter


	Study design:

Nonconcurrent cohort

Blinding of outcome assessment:

Not used

Followup:

NR

Baseline comparability:

( Characteristics of the groups were similar

Duration of the study:

Total duration of the study: 18 months

Duration for an individual patient: 2 weeks


	Setting:

Outpatient

Type of cancer: 

Breast

Type of decision: 

Treatment (primary)

Model of decisionmaking:

( Shared as stated by authors

( Not clear to the reviewers

Phase of decision:

( Information transfer 

( Deliberation

Context of decision: 

( Mastectomy vs. lumpectomy + radiation


	Description:

Control Group (CG)

( Usual care a
Intervention Group (IG)

( Usual care a

( Decision board b 

( Take home version of decision board
Purpose: 

( Increase knowledge

( Improve communication  between clinician and patient

( Help make a decision

Intervention administered by:

Physician

Timing of the intervention:

57% of patients' decision was made during consultation, 32% a couple of days after consultation, and 11% before.

	Number of subjects enrolled: 

369; 

IG: 175; CG: 194

Eligibility criteria:

Inclusion:

( Recently diagnosed stage I  or II adenocarcinoma of the breast confirmed by cytology or pathologic examination

Exclusion:

( Medical contraindications of breast-conserving therapy

( Multicentric carcinoma

( Diffuse abnormal mammographic changes

( Serious comorbidity

( Not otherwise candidate for breast irradiation

( Inability to speak and read English fluently

Characteristics:

Age (IG vs. CG): 

Mean: 56.2 vs. NR; SD: NR; Range: 33 to 80 vs. NR; 

> 60 years: 66 vs. 90

Education (IG vs. CG): 

>12 years: 123 vs. NR 

Ethnicity: NR

SES: NR
	Outcome measures:

( Decision

( Knowledge

( Control preference 

( Satisfaction

( Acceptability of DA

( Reasons for making a choice

Outcomes measured: 

( 2 weeks after the intervention

	a Consultation with surgeon

b The decision board was made of foam core 25 x 20 inches large.  It had four subtitles: Treatment Choice, Side Effects, Results of Treatment Choice for the Breast, and Results of Treatment Choice for Survival.  For each subtitle, there are two corresponding explanatory panels; one for mastectomy and one for lumpectomy plus radiation.  A take-home version of the decision board was provided to each patient.


Studies of Effectiveness of Decision Aids.  Nonconcurrent cohort design

Evidence Table 5.32b.  Whelan (1999) Results 
	Author
	Intervention
	Outcome(s)
	Baseline Results

IG vs. CG
	Postintervention Results

IG vs. CG
	Notes

	Whelan T,

1999

RefMan ID:

153


	n = 376

Control Group (CG) 

n = 194

( Usual care

Intervention Group (IG)

 n = 175

( Usual care

( Decision board (DB)

( Take-home version of DB
	Decision
	
	Chose lumpectomy + radiation: 

127/175 (73%) vs. 170/194 (88%) *

Intervention Group: 

45/175 (26%) chose mastectomy, and 2/175 (1%) chose no surgical treatment and chose alternative therapies
	* The authors reported that breast-conserving surgery was performed more commonly by the introduction of the DB; 

p = 0.001.

	
	
	Knowledge a
	
	Intervention Group:

Mean: 11.8; SD NR; Range 6 to 14
	

	
	
	Control preference b
	
	Intervention Group:

( 90/175 (51%) preferred to make final choice

( 63/175 (36%) preferred to share decision with their doctor

( 20/175 (11%) preferred doctor to decide after considering patients opinion

( 2/175 (1%) preferred the doctor to decide
	

	
	
	Satisfaction
	
	Intervention Group:

( 169/175 (97%) were satisfied with the information

( 166/175 (95%) were satisfied with the decisonmaking process
	

	
	
	Acceptability of DA
	
	( 171/175 (98%) reported that DB was easy to understand

( 142/175 (81%) indicated the DB helped them to make a choice

( 109/175 (62%) helped them to think of questions to ask

( 171/175 (98%) recommended that DB should be used with other patients
	

	
	
	Other results c
	
	
	

	Outcomes measured 2 weeks after the intervention.

a Correct responses to 14 statements that covered various content areas with a true, false, or unsure statement.

b Patient preference for decisionmaking was assessed using a 6-point Likert scale, with 1 = "I prefer to make the final decision about which treatment I receive," 5 = "I prefer to leave all decisions regarding my treatment to my doctor," and 6 = "I am unsure."

c Reasons for patients' choice:  The authors reported that, based on a multivariate analysis, the only factor that predicted for a patient's choice was the surgeon's recommendation for the type of surgery (p = 0.0001); however, the other factors included in the model were reported.
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