Studies of Effectiveness of Decision Aids.  Case series design 

Evidence Table 5.38a.  Wolberg (1987) General Characteristics

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

	Wolberg W, 1987; 

Ward S, 1989; 

Wolberg W, 1989; 

Wolberg W, 1991

Country:

USA

RefMan ID:

4157, 3661, 7532, 3299

Study purpose:

To explain available treatment options


	Study design:

Case series

Blinding of outcome assessment:

Not used

Followup:

Not applicable (NA)

Duration of the study:

Total duration of the study: 10 years 

Duration for an individual patient: NR


	Setting:

Outpatient

Type of cancer: 

Breast, nonmetastatic

Type of decision: 

Treatment (primary)

Model of decisionmaking:

( Not reported by authors

( Informed as determined by reviewers

Phase of decision:

( Information transfer

( Deliberation

Context of decision: 

( Mastectomy vs. breast conservation plus radiotherapy


	Description:

( Usual carea
( Slide-tape presentationb
( Counselingc
( Bottom line sheetd

Purpose: 

( Increase knowledge

( Help make a decision

Intervention administered by:  NR
Timing of the intervention:

( before the decision was made


	Number of subjects enrolled: 250

Eligibility criteria:

Inclusion:

( 250 consecutive women with nonmetastatic breast cancer who were eligible for breast conservation (refer to paper for details)

Characteristics:

Age: NR

Education: NR

Ethnicity: NR

SES: NR

Religion: NR


	Outcome measures:

( Decision

( Anxiety

( Depression

( Determinants of patients' choice

( Sexual adjustment

Outcomes measured: 

( before and after the intervention (not clear);

( Anxiety, depression, and sexual adjustment were measured before surgery only.

	a "The surgeon describes each procedure in terms of risks, benefits, and expected outcome." (ID 3661; p. 346)

b "An educational slide-tape presentation, jointly developed by personnel in radiotherapy, surgical oncology, and medical oncology, explained available options to patients." (Ref Man ID4157; p. 69)

c Clinic staff answered patient’s questions and discussed problems but did not recommend either treatment option.

d Handout described in Table 1. (ID 3661, p. 346)


Studies of Effectiveness of Decision Aids.  Case series design 

Evidence Table 5.38b.  Wolberg (1987) Results

	Author
	Intervention
	Outcome(s)
	Baseline Results
	Postintervention Results
	Notes

	Wolberg W,

1987 

Ward S, 1989; Wolberg W, 1989; Wolberg W, 1991

RefMan ID:

4157, 3661, 7532, 3299


	N = 250 

Counseling 

Slide-tape presentation

Bottom-line sheet

Usual care
	Decision

(n=250)
	
	( chose breast conservation: 122/250 (48%)

( chose mastectomy: 128/250 (51%)

( breast conservation accomplished: 100/122* (82%)
	*The expressed desire of women eligible for breast conservation correlated with age. 

< 35 years (yrs) - 64%; 35-44 yrs - 74%; 45-54 yrs - 60%; 55 -64 yrs - 35%; > 64 yrs - 30% (p = 0.006)

	
	
	Anxietya 

(n=39)
	( Decided to have lumpectomy: 

mean=16.36, SD=8.43

( Chose mastectomy:

mean=24.59, SD=9.81
	
	( Significantly greater anxiety at baseline in the group of women who chose mastectomy compared to women who decided on lumpectomy (p<0.01)

	
	
	Depressiona
(n=39)
	( Decided to have lumpectomy: 

mean=16.86, SD=13.01

( Chose mastectomy:

mean=26.76, SD=16.76
	
	( At baseline, women who chose mastectomy felt more depressed compared to women who decided on lumpectomy (p<0.05)

	
	
	Other resultsb
	
	
	

	a Anxiety-depression: measured with the Profile of Mood State (POMS). This is a rating scale designed to measure six transient moods: tension-anxiety, depression-dejection, anger-hostility, vigor-activity, fatigue-inertia, and confusion-bewilderment.  Subjects are presented with 65 adjectives describing their mood in the past week, which they rate using a 5-point scale. 

b  Reasons for patients' choice of treatment: Total subsample = 22: mastectomy n = 11, conservation n = 11.  In the mastectomy group, 7/11 had concern about radiotherapy side effects; 9/11 concern about radiotherapy efficacy (p = 0.003).  In the conservation group, 9/11 had concern about body integrity (p = 0.04).  For all participants, the three most important factors were a second surgery in the future, fear of cancer recurrence, and physician preference.  Reasons among the conservation group were different than the mastectomy group: concern about losing breast (p = 0.04), breast reconstruction (p = 0.02), and survival rates were equal for the two types of surgery (p = 0.001).


Sources of information about cancer:  This outcome was measured with the Breast Cancer Information Test (BCIT), an ad hoc 17-true-false-item questionnaire that provided a measure of patient knowledge about breast cancer.  Across all participants, people sources of information were considered more important than were other sources (p = 0.003).


Sexual adjustment: measured with the Derogatis Sexual Function Inventory (DSFI), a series of true-false and multiple choice questionnaires that discriminate between patients with and without sexual dysfunction and between patients with psychogenic and organic impotence.  Women who chose mastectomy demonstrated more sexual relationship problems (p < 0.05).


Satisfaction: 77% (N = 17) of the participants strongly agreed that they had adequate time to make a decision.  68% (N = 15) strongly agreed that they had enough information on which to base their decision.  27% (N = 6) somewhat agreed that they had enough information on which to base their decision. 64% ( N = 14) strongly disagreed about being so distressed at the time of the decision that they had difficulty thinking.


Psychosexual adaptation as measured by POMS psychosocial adjustment to illness scale (PAIS), DSFI, Million Clinical Multiaxial Inventory (MCMI); comparisons are made in three groups: benign biopsy (72 subjects), breast cancer treated with mastectomy (78 subjects), breast cancer treated with conservation surgery (41 subjects).  Data are not presented in a way that let us know which of these three groups actually gave the option between mastectomy or conservation surgery. 
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