Studies of Effectiveness of Decision Aids for Treatment:  RCT design

Evidence Table 5.30a:  Irwin (1999) General Characteristics

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

	Irwin, E

1999, 1995

Country:

Canada

RefMan ID:

7208, 7121

Study purpose

( Primary purpose:

"to develop an instrument to facilitate women to participate in a treatment decision regarding the type of adjuvant chemotherapy" 

(p. 284)

( Secondary purpose:

"to examine the factors affecting the decision-making process for newly diagnosed patients when choosing between two equally effective adjuvant chemotherapy regimens" (p. 284)
	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: 

47 weeks

Duration for an individual patient: 2 weeks


	Setting:

Outpatient

Type of cancer: 

Breast cancer

Type of decision: 

Treatment (adjuvant)

Model of decisionmaking:

( Shared as reported by authors

( Informed as determined by reviewers

Phase of decision:

( Information transfer

Context of decision: 

Adriamycin + Cyclophosphamide (AC) vs. Cyclophosphamide + Methotrexate + 5-Fluorouracil (CMF)


	Description:

Intervention Group 1 (IG1):

( decision board a (DB) with presentation of AC first

( take home version of DB

Intervention Group 2 (IG2):

( decision board a (DB) with presentation of CMF first

( take-home version of DB
Purpose: 

( Increase knowledge

( Increase patient involvement in decisionmaking

( Help make a decision 

Intervention administered by:

Research nurse (first 30 patients) and primary care nurses

Timing of the intervention:

( before the decision was made


	Number of subjects enrolled: 46

IG1 23; IG2: 23

Eligibility criteria:

Inclusion:

( diagnosis of primary node-positive breast cancer

( referred for a medical oncology consultation following surgery  

( fluency in spoken and written English

Characteristics:

Age b: Mean: 45.5 years; 

SD: NR

Range: 34 to 53 years

Education b: 

( 12 years: 39 (85%)

Ethnicity: NR

SES b: 

( $30,000 a year: 29 (63%)


	Outcome measures:

( Decision

( Knowledge 

( Acceptability of the decision aid

( Determinants of patients' choice of treatment

Outcomes measured: 

( 2 weeks after the intervention

	a The Decision Board was 75 x 45 cm large and was composed of 3 sections: (1) general information about chemotherapy; (2) details about treatment schedule; and (3) incidence of nausea, vomiting, and alopecia associated with each treatment option.  "The clinician read aloud the written material and explained the graphical information contained on seven cards and placed them on the board in sequence.  Some additional information was given about less common side effects associated with each treatment but not included in the Board."  (p. 285)

b Reported as pooled data.


Studies of Effectiveness of Decision Aids for Treatment:  RCT design

Evidence Table 5.30b:  Irwin (1999) Results

	Author
	Intervention
	Outcome(s)
	Baseline Results
	Postintervention Results
	Notes

	Irwin E,

1999 1995

RefMan ID: 

7208, 7121
	n = 46

Intervention Group 1 (IG1)

n = 23

( decision board with presentation of AC first

Intervention Group 2 (IG2)

n = 23

( decision board with presentation of CMF first


	Decision a
	
	Total sample:

 ( chose AC: 23/46 (50%)

 ( chose CMF: 21/46 (46%)

 ( chose no chemotherapy: 2/46 (4%)

IG1 vs. IG2

 ( chose AC: 10/23 (43%) vs. 13/23 (57%) *

 ( chose CMF: 12/23 (52%) vs. 9/23 (39%)*

 ( chose no chemotherapy: 1/23 (4%) vs. 1/23(4%)*
	* no p value reported, but the authors reported that there were no significant differences between groups

	
	
	Knowledge b
	
	
	The authors reported “NS between treatment groups,” however the data were reported pooled.

	
	
	Acceptability of the decision aid c
	
	Instrument was rated “quite helpful”  45/46 (98%)

Difficulty in making decision: 

( “not very difficult”  14/46 (30%)

( “somewhat difficult” 17/46 (37%)

( “very difficult” 15/46 (33%)
	

	
	
	Determinants of choice d
	
	
	

	a AC: Adriamycin + Cyclophosphamide; CMF: Cyclophosphamide + Methotrexate + 5-Fluorouracil. 16/24 who had mastectomy chose AC; 7/24 who had mastectomy chose CMF; 7/22 who had breast-conserving surgery chose AC; 14/22 who had breast-conserving surgery chose CMF.  Authors report an unexpected association between type of surgery and choice of chemotherapy: p = 0.03 (X2  test).

b Eight questions regarding the understanding of benefits and risks of AC and CMF. "The percentage of correct responses […] ranged from 80 to 100%." (p. 287) Data are presented in Table 2, p. 288 of the 1999 article.

c Pooled data reported.

d An open-ended question asked the participants to give the top three reasons for their choice.  The women were also asked to rate the importance of each of 15 factors listed in a questionnaire.  The authors report that the most frequent reason for choice was side effects.  Other reasons were quality of life and time.

   (p. 289)
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