Studies of Effectiveness of Decision Aids:  RCT Design

Evidence Table 5.10a:  Hack (1999) General Characteristics
	Author/Study purpose
	Design/Quality indicators
	Clinical situation
	Intervention
	Sample
	Outcomes

	Hack T, 1999
Country: Canada

RefMan ID: 7197

Study purpose:

To evaluate the impact of giving patients an audiotape of their primary treatment consultation (pilot study)


	Study design: 
Randomized Controlled Trial

Method of Randomization: 

NR

Allocation concealment: 

NR

Baseline comparability:

NR

Blinding of outcome assessment:

NR

Followup:

NR

Duration of the study:

Total duration of the study: NR

Duration for an individual patient: 6 weeks
	Setting:

Outpatient

Type of cancer: 

Breast and prostate

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: 
( Not clear


	Description 

Control Group (CG):

( Usual care a

Intervention Group 1 (IG1):

( Usual care a
( Audiotape of consultationb

Intervention Group 2 (IG2):
( Usual care a

( Option to have audiotape of consultationc
Purpose: 

( Increase knowledge

( Clinical trial entry

( Improve satisfaction with consultation

Intervention administered by:

( Research assistant 

Timing of the intervention:

( before the decision was made
	Number of subjects enrolled: 36

Eligibility criteria:

Inclusion:

( Initial diagnosis of breast (N = 18) or prostate (N = 18) cancer (not recurrent disease)

( >18 years old

( Fluency in English

( Normal hearing

( No dementia or other mental condition that would make it impossible to understand the study and give fully informed consent

Characteristics:

Age: 

Female : Mean: 52 years 

SD: NR; range: 34 - 77

Males: mean: 67 years; 

SD: NR; Range: 51 - 79

Education: 

>12 years:  28 (78%)

Ethnicity: NR
SES: NR

Religion: NR
	Primary outcome measures:

( Involvement in treatment decisionmaking

( Anxiety 

( Satisfaction with decisionmaking 

( Oncologist's likability and perceived expertise

( Knowledge 

( Use of the DA

Outcomes measured: 

( Before intervention (same day)

( 6 weeks after intervention



	a Primary treatment consultation with the oncologist. The authors reported, “During the consultation, the oncologist turned the tape recorder on after taking the patient’s history and completing the physical examination and shut the machine off at the end of the discussion about treatment.” (p. 8)

b Audiotape of the primary treatment consultation with the oncologist

c The patients in Intervention Group 2 were given the choice of receiving or not receiving the audiotape.


Studies of Effectiveness of Decision Aids:  RCT Design

Evidence Table 5.10b:  Hack (1999) Results 

	Author
	Intervention
	Outcome(s)
	Baseline Results
	Postintervention Results
	Notes

	Hack T,

1999

RefMan ID: 

7197
	n = 36

Control Group (CG): 

( Usual care 

Intervention Group 1 (IG1): 

( Usual care

( Audiotape of consultation

Intervention Group 2 (IG2):

( Usual care
( Option to have audiotape of consultation
	Involvement in treatment decisionmaking a
	Proportion of participants  preferring each role:

 ( Active: 6/36 (16%)

 ( Collaborative: 14/36 (39%)

 ( Passive: 16/36 (44%)
	Proportion of patients assumed each role:

Postconsultation:

 ( Active: 0/36

 ( Collaborative: 11/36

 ( Passive: 25/36

6-week followup:

 ( Active: 18/36

 ( Collaborative: 10/36

 ( Passive: 8/36
	

	
	
	Knowledge b
	
	( Prostate cancer patients received the audiotape by choice and recalled a more thorough consultation than did patients who received the audiotape without choice or the patients who did not receive the audiotape *
	* p<0.05 (Kruskal-Wallis test). No raw data reported.

	
	
	Use of the audiotape
	
	( Patients in IG2 (choice) were more likely to listen to a portion of the tape than were the patients in IG1, 83% vs. 55%.** 

( Patients in the IG2 listened to the entire tape on average 2.5 times more often than did patients in IG1 (average 1 time).**
	** The authors reported, “these two findings approached statistical significance,” however the p value was not reported.

	
	
	Other results c
	
	
	

	a Control Preference Scale (CPS): five statements ranging from: "I prefer to make the final decision" to "I prefer my doctor to make the final decision" were collapsed by the authors into three categories: active, collaborative, passive.  At baseline, preferred roles were measured; postintervention, assumed roles were measured.

b The authors developed the Information Recall Questionnaire: 5-point scales (1 = we definitively did not discuss, 5 = we definitively did discuss) were used to discern the extent to which patients believed that their oncologist had discussed: treatment alternatives, treatment side effects, likelihood of cure, extent of disease, and type of illness information available.

c Data for anxiety and satisfaction scores were not provided by intervention group, but by type of cancer. The Physicians’ Perceived Likeability and Technical Expertise Scale scores were not reported.
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