Studies of Effectiveness of Decision Aids:  RCT design

Evidence Table 5.11a:  North (1992) General Characteristics

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

	North N,

1992

Country:

UK

RefMan ID:

3014

Study purpose:

To determine if tape-recording the consultation increased retention of information; affects anxiety or depression


	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 of the study: NR

Duration for an individual patient: 1 week
	Setting:

Outpatient

Type of cancer: 

Not specified

Type of decision: 

Treatment (not clear)

Model of decisionmaking:

( Not reported by authors

( Informed as determined by reviewers

Phase of decision:

( Information transfer

Context of decision: 

NR


	Description:

Control Group (CG):

( Usual care plus checklist a
Intervention Group (IG): 

( Usual care plus checklist 

( Audiotape of consultation b

Purpose: 

( Increase knowledge

Intervention administered by:

( Oncologist

Timing of the intervention:

( before the decision was made 


	Number of subjects enrolled: 34

IG: 18; CG: 16

Eligibility criteria:

( Consecutive patients

( New referral to medical oncologists

Characteristics:

Age: 

IG: mean: 54.1 years

CG: mean 56.4 years

Gender: IG: 9 male, 9 females; CG: 7 male, 9 females

Education: NR

Ethnicity: NR

SES: NR

Religion: NR


	Primary outcome measures:

( Decision aid helps patients make a choice 

( Knowledge

( Anxiety

( Acceptability of DA

Outcomes measured: 

( before intervention (same day)

( 1 week after intervention 

	a "The consultant oncologists used a standard checklist of information to ensure that all patients received the same topics and facts.  An independent validation was obtained from a medical student using a similar checklist to ensure that the same information was given to each patient." (p. 357, 358)

b The consultation was tape-recorded.


Studies of Effectiveness of Decision Aids:  RCT design

Evidence Table 5.11b:  North (1992) Results

	Author
	Intervention
	Outcome(s)
	Baseline Results

IG vs. CG
	Postintervention Results

IG vs. CG
	Notes

	North N, 

1992

RefMan ID: 

3014
	n = 34

Control Group (CG) n = 16: 

( Usual care plus checklist

Intervention Group (IG) n = 18: 

( Usual care plus checklist

( Audiotape of consultation
	Decision aid helps patients make a choice 
	
	IG: 11/18 (61%)
	

	
	
	Knowledge a
	mean 3.28, SD 1.56 vs. 3.31, SD 1.62
	mean 9.33, SD 1.64 vs. 4.44, SD 2.13*
	* two-way repeated measures ANOVA p<0.0001

	
	
	Anxiety b
	mean 7.06, SD 3.66 vs. 6.87, SD 3.12
	mean 3.11, SD 2.65 vs. 6.12, SD 2.87**
	** two-way repeated measures ANOVA p<0.001

	
	
	Acceptability of DA
	
	( 1/18 was mildly upset about the tape 

( 17/18 expressed very positive feelings about the tape

( 11/18 said that the tape helped them remember information

( “several patients used the tape to explain their illness to their families”

( “at least three patients played the tape to, and discussed them with their general practitioners” 
	

	Outcomes measured before intervention (same day) and 1 week after intervention.

a Number of items recalled - 11 items: higher scores mean a higher number of items were recalled. These questions covered: the diagnosis, parts of the body involved, severity of the illness, choice of treatment, what treatment involved in terms of its aims, length, side effects, and success rate.

b Hospital Anxiety and Depression (HAD) scale.  Higher scores indicate higher anxiety. 
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