Studies of Effectiveness of Decision Aids:  RCT design

Evidence Table 5.9a:  Watson (1998) General Characteristics
	Author/Study purpose
	Design/Quality indicators
	Clinical situation
	Intervention
	Sample
	Outcomes

	Watson M,

1998

Country:

UK

RefMan ID:

3201

Study purpose

( To determine the impact of receiving an audiotape of the genetic consultation


	Study design: 

Randomized Controlled Trial

Method of Randomization: 

NR

Allocation concealment: 

NR

Baseline comparability:

NR

Blinding of outcome assessment:

NR

Followup:

80-100% of allocated subjects were followed to the end of the study

Duration of the study:

Total duration: NR

For an individual patient: 6 months
	Setting:

Outpatient

Type of cancer: 

Breast

Type of decision: 

( Prevention/ screening

Model of decisionmaking:

( NR by authors

( Informed as determined by reviewers

Phase of decision:

( Information transfer

Context of decision: 

Choose among: BSE, mammography, tamoxifen, prophylactic surgery vs. none


	Description

Control Group (CG):

( Genetic counselinga plus physical examination 

( Summary letter of consultation
Intervention Group (IG): 

( Genetic counselinga plus physical examination

( Summary letter of consultation

( Audiotape of consultation b
Purpose: 

( Increase knowledge

( Help make a decision

( Uptake of risk management methods

Intervention administered by:

NR

Timing of the intervention:

(before the decision was made 


	Number of subjects enrolled: 115.  

Completed the study:

CG: 55

IG: 56

Eligibility criteria:

Inclusion: 

( 18 years old or older

( Attending the cancer family clinics for the first time  

( Family history of breast cancer 

( No previous diagnosis of cancer 

( No known mental illness.

Characteristics:

Age: NR

Education: NR

Ethnicity: NR

SES: NR

Religion: NR


	Primary outcome measures:

( Recall 

( Mental health

( Cancer worry

( Intervention behavior (e.g., utilization of screening procedures)

( Acceptability of the DA

Outcomes measured: 

( Before intervention (same day)

( 4 weeks and 6 months after intervention



	a Standard consultation with a clinical geneticist that included a pedigree-based risk calculation and information regarding management options appropriate to the patients' level of cancer risk. All subjects were offered instruction on breast self-examination and clinical examination as part of the standard consultation. 

b Audiotape of the consultation


Studies of Effectiveness of Decision Aids: RCT design

Evidence Table 5.9b: Watson (1998) Results 

	Author
	Intervention
	Outcome(s)
	Baseline Results

IG vs. CG
	Postintervention Results

IG vs. CG
	Notes

	Watson M,

1998

RefMan ID: 

3201
	n = 111

Control Group (CG)

 n = 55: 

( Counseling 

( Summary letter of the consultation

Intervention Group (IG)

 n = 56: 

( Counseling 

( Summary letter of the consultation

( Audiotape of the consultation
	Recall a
	
	
	Overall, no raw data reported.

	
	
	Mental health b
	( the authors reported ‘no difference between groups’ (p. 733) * 
	No difference at 4 weeks** and at 6 months***
	* p = 0.7

The authors report no significant changes within groups among time points:

** p = 0.1;*** p = 0.3

	
	
	Cancer worry c
	mean: 11.14; SD: 3.23; CI: 10.0-12.0; median: 11.0 vs. 

mean: 11.39; SD: 3.37; CI: 10.0 - 11.0; median: 11.0.
	4 week followup: mean: 10.45; SD: 3.30; C.I.: 9.0-10.7; median: 10.0**

9 month followup: mean: 10.18; SD: 2.86; CI 9.0-10.0; median: 9.0. **
	*not specified if this was the 95% CI

**data reported for the IG only. At 1 month, p = 0.02 and at 6 months, p = 0.003.  

	
	
	Intervention behavior
	
	The authors report (p 736): "No differences between cases and controls for rates of BSE, examination of breast by the doctor, or mammography at the 6-month followup."  No data presented.
	

	
	
	Acceptability of the DA d
	
	( median score: 8.35; range 0.2 –10.

( 8 women said that the tape was helpful because the information provided was complicated

( 5 women expressed that it was useful in clarifying what the doctor had said

( 3 women said the tape reinforced their memory of the visit and the advice given
	The data about usefulness of information were provided as pooled data; however, the authors reported that there were significant differences between groups.

	Outcomes measured before intervention (same day) and at 4 weeks and 6 months after intervention.

a At 1 month, the authors assessed the recall of risk information. Raw data were not reported; however the authors mentioned, “recall accuracy was not significantly better in those cases who referred to the tape when answering the questionnaire (p = 0.15).”  As well, the authors reported that five specific items of genetic information were examined; however, they only described, “more cases than controls were able to remember correctly whether they had been given information on risk before age 50” (64% vs. 42%, respectively, p <0.05).

b General Health Questionnaire - GHQ12: a 12-item questionnaire for detecting psychiatric disorders in nonpsychiatric settings. A score of 3 or more is defined as a "psychological case."

c Cancer worry scale: scores range from 6 to 24, with higher scores meaning more cancer worry.

d Based on a visual analog scale (0 = not useful; 10=very useful) the usefulness was rated.  The audiotape was rated on a 10-point visual analog scale as well (0 = not very helpful; 10 = extremely helpful).
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