Studies of Development of Decision Aids

Evidence Table 4.14a.  Elit (1996, Study 1) General Characteristics

	Author/Study purpose
	Design
	Clinical situation
	Intervention
	Sample
	Outcomes

	Elit L, 1996

Study 1

Country:

Canada

RefMan ID:

119

Study purpose:

To determine a decision board's (DB) psychometric properties and to identify if choice of therapy was influenced by the manner in which survival information was given 
	Study design:

test-retest

Duration of the study:

Total duration of the study: NR

Duration for an individual patient: 3 weeks

Validity:

Content


	Setting:

Not clear

Type of cancer: 

Epithelial ovarian (advanced)

Type of decision: 

Treatment, adjuvant

Model of decision-making:

( Informed as stated by authors and as determined by reviewers

Phase of decision:

( Information transfer

( Deliberation

Context of decision: 

Cyclophosphamide + Cisplatin (Plan A) vs. Paclitaxel + Cisplatin (Plan B)
	Description:

DB a
Purpose: 

( Increase knowledge

( Help make a decision

Intervention administered by:

Physician or research assistant

Timing of the intervention:

( before the decision was made
	Number of subjects enrolled:  48
Characteristics:

( 37 healthy volunteers (HV)

( 11 women who had completed firstline chemotherapy for epithelial ovarian cancer (OCP)

Age: 

HV = Mean: 45.9; SD: 10.7. OCP = Mean: 61.2; SD: 14.6

Education: NR

Ethnicity: NR

SES: NR

Religion: NR


	Readability:

DB was written in a readability index to a grade 7 level b
Primary outcome measures:

( Psychometric characteristics of DA: construct validity, reliability

( Feasibility of DA

( Acceptability of DA

( Knowledge

( Anxiety

( Decision

Outcomes measured: 

( before and after the intervention



	a "The Board was made from light 'foam core' and was divided so that each part measured 60 x 37 cm.  The parts were labeled Introduction, Treatment choices, Side Effects, Outcome, and Description of the Outcome (Fig. 1).  The Introduction reiterated for the patient that she had recently undergone "surgery for a cancer that started in the ovary."  The cancer was found to have "spread to other areas in the abdomen," and to kill the remaining cancer cells, she would 'require a treatment called chemotherapy.'  The Treatment Choices section described the administration of Plan A (cisplatin-cyclophophamide) and Plan B (cisplatin-paclitaxel).  Bar graphs were used to portray the rates of the most common side effects.  The Outcomes "Cancer-free" and "Cancer does not go away or cancer comes back" were presented as probabilities on a wheel.  These outcomes were described by narrative material.  “[…] the Board was empty at the onset of the interview.  The respondent and interviewer read each information card.  When completed, the card was attached to the board with Velcro.  Once the cards for the Introduction, Treatment choices and Side Effects were reviewed, the respondent was asked if she would like further information concerning long-term effects of treatment prior to making her treatment choice.  If the answer was yes, the descriptions and associated probability wheels for the outcomes (cancer-free and cancer comes back) were presented." (page 331)

b According to Right Writer version 3.1, right Soft Inc.
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Evidence Table 4.14b.  Elit (1996, Study 1) Results

	Author
	Intervention
	Outcome(s)
	Postintervention Results
	Notes

	Elit L, 1996

Study 1

Country:

Canada

RefMan ID:

119


	n = 48

Decision Board (DB)


	construct validity
	( authors report that the predicted shifts in treatment choice occurred 95% of the time. Strength of preference for Plan B: 98.1%; for Plan A: 37.5%*

( 11 volunteers and 11 patients participated in a subsequent interview a 

( choice for Plan B was more likely when survival was presented in percentage (76%) compared with median (62%)
	* Outcome assessed in 25 of the 37 healthy volunteers.   p < 0.001

(Authors did not provide information on how this percentage was obtained or the statistics used)

	
	
	reliability (decision) b
	( same responses in test and retest evaluations 1/10 (10%) chose Plan A, 9/10 (90%) chose Plan B c
	Kappa = 1.0

	
	
	feasibility
	The authors reported that respondents took 20 to 30 minutes to review the DB
	

	
	
	acceptability of DA
	( 42/48 (88%) found DB easy or very easy to understand

( 43/48 (90%) would not change information on DB
	

	
	
	knowledge d
	( 33/37 (89%) of the healthy volunteers correctly answered the questionnaire 

( 10/11 (91%) of the patients correctly answered the questionnaire
	

	
	
	anxiety e
	( anxiety did not change appreciably before and after the application of the DB in the women who had completed first-line chemotherapy**
	** p > 0.05 

(no data or statistics provided by authors)

	
	
	Otherf
	
	

	a During this phase, authors gave participants two forms of survival information: as a median and as a percentage.

b Reliability was assessed with the treatment decision in 10/37 (27%) of the included participants. 

c Plan A (cisplatin - cyclophophamide): poorer survival but superior quality of life; Plan B (cisplatin-paclitaxel): superior survival but poorer quality of life.

d The authors assessed comprehension with a 10-item true-false questionnaire regarding information on the two treatment options.

e Changes in anxiety during the course of the interview were measured with the state portion of the State Trait Anxiety Inventory.

f Impact survival information on treatment choice, authors report  “Only survival information (median versus percentage) significantly affected choice (p = 0.042).”
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