Studies of Effectiveness of Decision Aids:  Nonrandomized controlled trial

Evidence Table 5.22a:  Molenaar (2001) General Characteristics

	Author
	Design/Quality indicators
	Clinical situation
	Intervention
	Sample
	Outcomes

	Molenaar S, 2001
Country:

The Netherlands

Language of publication:

English

RefMan ID:

7850

Study purpose:

To examine whether an interactive CDROM decision aid affects breast cancer patients’ treatment decisions, satisfaction, and quality of life


	Study design: 

Nonrandomized controlled triala
Baseline comparibility:

Characteristics of the groups were similar except for baseline decisional conflicit 

Followup:

At 9 months: IG: 97% and CG: 90% of included subjects were followed-up.

Duration of the study:

Total duration of the study: 32 months

Duration for one patient:

9 months
	Setting:

Outpatient

Type of cancer: 

Breast

Type of decision: 

Treatment

Model of decisionmaking:

( Shared by authors

( Informed as determined by reviewers

Phase of decision:

( Information transfer

( Deliberation

Context of decision: 

Mastectomy versus breast conservation plus radiotherapy


	Description

Control group (CG):

( Usual careb
( Information pamphletc
Intervention group (IG): 

( Usual careb
( Interactive DA computer programd
Purpose: 

( To increase knowledge

( Help to make a decision

Intervention administered by:

( Self-administered by patient with a nurse specialist present for technical assistance

Timing of the intervention:

( Before the decision was made
	Number of subjects enrolled: 

180;  CG: 88, IG: 92

Eligibility criteria:

Inclusion: 

( Consecutive patients with stage I or II breast cancer

( Patients considered acceptable for either mastectomy or breast conservation plus radiotherapy

Exclusion:

( Insufficient understanding of Dutch language

Characteristics

Age:

IG: Mean: 55.4 years; SD: 10.8; 

range NR

CG: Mean: 54.6 years; SD: 10.6; 

range: NR

Education: < 12 years
IG: 9 (8%); CG: 9 (8%)

Ethnicity: NR

SES: NR
	Outcome measures:

( Decision

( Decisional conflict

 satisfaction with:

(a) information 

(b) decisionmaking process

(c) decision 

(d) care

( Quality of life 

(a) generic and 

(b) breast cancer specific

Outcomes measured: 

( before the intervention 

( after (3 and 9 months postsurgery)

	a Study design:  Three hospitals participated (A, B, C sites). The CDROM DA was introduced in intervals (three separate 6-month inclusion periods). During the first inclusion period the CDROM DA was used in site B, while sites A and C were control groups.  In the second inclusion period the CDROM DA was used in sites A and C, while site B was the control intervention. In the third period the CDROM was used again at site B, and sites A and C had the control group intervention. Note that no patients were entered into the study for a month following completion of a CDROM DA period.

b Usual Care: Standard surgical oncology consultation in which the surgeon discussed the treatment options.  In the control group: surgeons asked patients to make a preliminary treatment choice during the consultation.

c Information pamphlets were provided after the surgical consultation to “promote information recall, and further deliberation regarding their preliminary treatment choice.” 

(p. 1679)

d Interactive CDROM: Consists of eight submenus, including one on each of the treatment options that provides the advantages and disadvantages. Presents combinations of pictures, video, and text accompanied by verbal explanations. Written summaries of selected parts of the program could be printed, such as a summary on the potential pros, cons, and uncertainties of breast conserving therapy and mastectomy.


Studies of Effectiveness of Decision Aids:  Nonrandomized controlled trial
Evidence Table 5.22b:  Molenaar (2001) Results

	Author
	Intervention
	Outcome(s)
	Baseline Results

IG vs. CG
	Postintervention Results

IG vs. CG
	Notes

	Molenaar S,

2001

RefMan ID:

7850


	Control group (CG):

 Usual care

 Information pamphlet

Intervention group (IG): 

Usual care

Interactive DA computer program


	Decision
	Preference for:     IG           CG           

Lumpectomy    59 (54%)  68 (60%)

Unsure             16 (15%)    8  (7%)

Mastectomy     25 (23%)  24 (21%)
	Actual decision:       IG                CG 

Lumpectomy           69 (75%)  60 (68%)

Mastectomy            23 (25%)  28 (32%)


	No significant difference between groups either at baseline (chi-square test, p=0.20) or postintervention (chi-square test, p=0.29)

	
	
	Decisional conflicta
	Overall means not reported 
	
	MANOVA, p<0.01; decisional conflict was added as a covariate for all subsequent MANOVAs.

	
	
	Overall satisfaction
	
	IG had greater overall satisfaction compared to CG.
	MANOVA for repeated measures p<0.01

	
	
	Satisfaction 

with information

(general)b
	 
	3-month followup: IG mean: 86.4; SD 1.4*

                              CG mean: 78.1; SD 1.5                 

9-month followup: IG mean: 85.4; SD 1.5**

                             CG mean: 75.4; SD 1.5
	Significantly greater satisfaction in IG vs. CG at both 3- and 9-month followup (Student’s t-test, p<0.01* and p<0.01**)

	
	
	Satisfaction 

with information

(treatment-specific)b
	 
	3-month followup: IG mean: 75.9; SD 3.0*

                              CG mean: 73.1; SD 3.4                 

9-month followup: IG mean: 79.9; SD 2.7**

                             CG mean: 71.3; SD 2.8
	Significantly greater satisfaction in IG vs. CG at 9-month followup (Student’s t-test, p=0.55* and p=0.03**)

	
	
	Satisfaction with decisionmaking processc
	
	3-month followup: IG mean: 3.7; SD 0.1*

                              CG mean: 3.7; SD 0.1                 

9-month followup: IG mean: 3.8; SD 0.1**

                             CG mean: 3.6; SD 0.1
	Significantly greater satisfaction in IG vs. CG at 9-month followup (Student’s t-test, p=0.44* and p=0.02**)

	
	
	Satisfaction with decisiond
	
	3-month followup: IG mean: 4.6; SD 0.1*

                              CG mean: 4.4; SD 0.1                 

9-month followup: IG mean: 4.7; SD 0.1**

                             CG mean: 4.3; SD 0.1
	Significantly greater satisfaction in IG vs. CG at both 3- and 9-month followup (Student’s t-test, p=0.03* and p<0.00**)

	
	
	Satisfaction with care
	
	Reported data from five subscales; refer to paper for details.
	IG significantly greater satisfaction with communication than CG at 9-month followup (t-test; p=0.04) 

	
	
	Quality of life (QoL)e
	QoL (generic) and (breast cancer specific): data presented for sub-scales; refer to paper for details. 
	QoL (generic)*: data presented for subscales; refer to paper for details 

QoL (breast cancer specific)**: data presented for subscales; refer to paper for details
	( Baseline: no significant differences 

( 9-month followup: Higher QoL in IG than CG (MANOVA  repeated measures p<0.01*, p=0.05**)


a Decisional conflict was measured using the O’Connor Decisional Conflict Scale (DCS).

b Authors developed two instruments to measure satisfaction with information (general and treatment-specific). Range 0 to 100; higher score=greater satisfaction. See paper for further details. 

c Authors also developed a scale to measure satisfaction with decisionmaking process. Range 1 to 5; higher score means greater satisfaction.

d Satisfaction with decision was measured using three of the four items from the decisional conflict subscale ‘effective decision-making.’

e Quality of life: Generic was assessed using the Medical Outcomes Study 20 (MOS20) and breast cancer specific functioning was assessed using the European Organization for Research and Treatment of Cancer Quality of Life (EORTC QLQ_BR23)
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