Evidence Table 5.12a:  Goel (2001) General Characteristics

Studies of Effectiveness of Decision Aids:  RCT design

	Author
	Design/Quality indicators
	Clinical situation
	Intervention
	Sample
	Outcomes

	Goel V, 2001
Country:

Canada

Language of publication:

English

RefMan ID:

7855

Study purpose:

To evaluate a decision aid for the choice of surgical management of early breast cancer


	Study design: 

Randomized Controlled Trial

Method of randomization:

( Cluster randomization (surgeons were the unit of randomization)

Allocation concealment:
( Yes

Baseline comparability:

( Characteristics of the groups were similar

Blinding of outcome assessment:  NR
Followup:  6 months
Duration of the study:

( Total duration of the study: 17 months

( Duration for one patient:

6 months
	Setting:

Out-patient

Type of cancer: 

Breast

Type of decision: 

Treatment

Model of decisionmaking:

( Shared by authors

( Not clear as determined by reviewers

Phase of decision:

( Information transfer

( Deliberation

Context of decision: 

( Mastectomy versus lumpectomy plus radiotherapy


	Description

Intervention group (IG1): 

( Usual care a

( DA brochure b

Intervention group (IG2): 

( Usual care a

( Audiotape workbook with values clarification exercisec
Purpose: 

( To provide information and to clarify personal values to facilitate shared decisionmaking

( To increase knowledge

( To improve satisfaction with decisionmaking

Intervention administered by:

( Not clear

Timing of the intervention:

( Not clear


	Number of subjects enrolled: 

136

IG1: 50; IG2: 86

Eligibility criteria:

Inclusion: 

( newly diagnosed stage I or II breast cancer

( suitability for either mastectomy or lumpectomy

Characteristics:

Age:

IG1: Mean: 57.4 years; SD: 12.8; 

range: NR
IG2: Mean: 57.6 years; SD: 12.0; 

range: NR

Education: 

IG1: more than high school: 23 (47%)

IG2: more than high school: 40 (47%) 

Ethnicity: NR

SES: NR


	Outcome measures:

- decisional conflict

- decision

- anxiety

- knowledge

- preference for shared decisionmaking

- decisional regret

Outcomes measured: 

- before intervention

- 2 to 3 days after intervention (before surgery)

- 6 months after intervention 



	a Surgical oncology consultation

b DA brochure: a trifold pamphlet that contained identical information as the audiotape workbook; but without the numbers, photographs, graphics, or values-clarification exercise 

c Audiotape workbook: A 26-minute audiotape plus a workbook containing color photographs and graphics using 100 figures to present quantitative information. The intervention contains a three-step values clarification exercise: (1) review advantages and disadvantages of each treatment option, (2) patient considers value of each advantage and disadvantage, and (3) patient examines her workbook to determine which option she favors.




Studies of Effectiveness of Decision Aids:  RCT design

Evidence Table 5.12b:  Goel (2001) General Characteristics

	Author
	Intervention
	Outcome(s)
	Baseline Results

IG1 vs. IG2
	Postintervention Results

IG1 vs. IG2
	Notes

	Goel V

2001

RefMan ID:

7855


	Intervention Group 1 (IG1): 

n=50

( Usual care 

( DA brochure

Intervention Group 2 (IG2): n=86

( usual care

( audiotape workbook with values clarification exercise
	Initial treatment preference
	                       IG1                    IG2

lumpectomy  25/44 (57%)    40/77 (52%) 

unsure            7/44 (16%)    13/77 (17%) 

mastectomy  12/44 (27%)    24/77 (31%)   
	
	

	
	
	Preference for decisionmaking involvement
	Prefer shared decisionmaking:

IG1: 43/50 (87.8%)

IG2: 72/86 (84.7%)
	
	No significant difference between groups. Chi-square (p=0.608)

	
	
	Anxietya

	IG1 mean: 50.8; SD: 13.6 vs.

IG2 mean: 51.9; SD: 13.8 
	Raw data not presented. Stated no difference in anxiety between the groups pre-operatively (both group means > 50 points; high anxiety) and no difference at 6-month followup; both groups mean scores decreased to about 35 points (within normal range)
	Pre-intervention: no significant difference between groups; t-test (p=0.684)

	
	
	Knowledgeb
	
	IG1 mean: 14.4; SD: 2.2 vs.

IG2 mean: 14.7; SD: 2.0
	No significant difference between groups; t-test (p=0.433)

	
	
	Decision conflictc
	
	IG1 mean: 2.08; SD: 0.46 vs.

IG2 mean: 1.98; SD: 0.52
	No significant difference between groups; t-test (p=0.218)

	
	
	Would make same choice again
	
	At 6-month followup:     IG1                    IG2

( Would choose again        40/44 (91%)  54/63 (86%)*

( Was the right decision     42/44 (95%)  58/63 (92%)**

( Decision a wise one        41/44 (93%)  54/63(86%)***
	No significant difference between groups (chi-square, p=0.505*; p=0.931**, and p=0.320***)

	
	
	Decisional regret


	
	At 6-month followup:         IG1                  IG2
( Regret choice                     5/44 (11%)    8/63 (13%)*

( Decision did me 

a lot of harm                          3/44 (7%)      7/63 (11%)**
	No significant difference between groups (chi-square p=0.760*, p=0.449**)

	a State of anxiety was measured using the state component of the State-Trait Anxiety Inventory.

b Knowledge was measured using the Breast Cancer Information Test-Revised (BCIT-R), which consists of 18 true/false questions.

c Decision conflict was measured using the O’Connor’s Decisional Conflict Scale (DCS), where 1= low decisional conflict and 5= high decisional conflict.  The DCS consists of 16 questions (results above are reported for overall scale; for subscale results, refer to the paper. No significant differences were found between groups on the subscale analyses).
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