Studies of Effectiveness of Decision Aids:  Case series design

Evidence Table 5.5a:  Protière (2000) General Characteristics
	Author/Study purpose
	Design/Quality indicators
	Clinical situation
	Intervention
	Sample
	Outcomes

	Protière C,  2000

Country:

France

RefMan ID:

5004

Study purpose:

( To determine the feasibility of giving breast cancer patients the opportunity to participate in their treatment choice


	Study design:

Case series

Blinding of outcome assessment:

Not used

Followup:

80–100% of the subjects were followed at the end of the study

Duration of the study:

Total duration of the study: 15 months

Duration for an individual patient: 4 months


	Setting:

Outpatient

Type of cancer: 

Breast

Type of decision: 

Treatment (adjuvant)

Model of decisionmaking:

( Shared as stated by authors

( Informed as determined by reviewers

Phase of decision:

( Information transfer

( Deliberation

Context of decision: 

( Sequential vs. concomitant chemo/radiotherapy


	Description:

( Usual carea
( DA brochureb
Purpose: 

( To help make a decision

( To increase patient involvement in decisionmaking

Intervention administered by:

Physician

Timing of the intervention:

( before the decision was made


	Number of subjects enrolled: 

71 patients

9 physicians

Eligibility criteria:

( >18 years old

( nonmetastatic breast cancer

( no more than 3 involved lymph nodes

( in case of negative axillary dissection one (non-menopausal patients) or two (menopausal patients) of the following criteria: Scarff, Bloom, and Richardson (SBR) grade 3, negative hormonal receptor (HR(), presence of per-vascular tumoral emboli (PVTE +)

Characteristics:

Age: Not clear
Education: < 12 yrs: 27

Ethnicity: NR

SES: NR
	Outcome measures:

( Decision

( Physician ability to predict patient's choice

( Reasons for patient's choice of treatment

( Satisfaction with decisionmaking

( Ideal level of patient participation in decisionmaking

( Quality of life

patient 

( Perception of involvement in care

( Would recommend to other patients

Outcomes measured: 

( 1 week after intervention

( After completing adjuvant chemotherapy

	a The oncology consultation was structured on the pamphlet.

b DA brochure:  A short leaflet presenting the pros and cons of each treatment option was given to patients to take home at the end of the consultation.


Studies of Effectiveness of Decision Aids:  Case series design

Evidence Table 5.5b:  Protière (2000) Results

	Author
	Intervention
	Outcome(s)
	Baseline Results
	Postintervention Results
	Notes

	Protière C,

2000

RefMan ID:

5004


	n = 71 patients

n = 9 physicians

Usual care and DA brochure
	Decision


	
	( Chose concomitant treatment: 41/64 (64%)

( Chose sequential treatment: 23/64 (36%)


	Variables associated with the choice of sequential treatment: level of education < High school (Odds Ratio [OR]: 4.68, 95% CI: 1.3–16.8); had discussed the choice with family (OR: 8.56, 95% CI 1.9–38.23); fear of cumulative side effects (OR 9.50; 95% CI 2.19–41.15)

	
	
	Physician ability to predict patient's choice
	
	( Physicians accurately predicted patient's choice: 42/64 (66%)
	

	
	
	Determinants of  patient’s choice
	
	Most frequent reason given for choice:

Concomitant treatment:

( Shorter length of treatment: 34/41 (83%)

Sequential treatment:

( Fear of side effects: 17/23 (74%)
	

	
	
	Satisfaction with decisionmaking
	
	Followup after completing treatment:

( Satisfied to participate in treatment choice 51/57 (89%)
	

	
	
	Would recommend treatment to others
	
	( Of those who chose the concomitant treatment: 39/39 (100% )

( Of those who chose the sequential treatment:  13/18 (72%)
	

	
	
	Quality of life
	
	Global quality of life (mean score)

( presequential treatment: 57.08, SD NR

( postsequential treatment: 64.22, SD 16.34

( preconcomitant treatment: 66.23, SD NR

( postconcomitant treatment: 51.07, SD 19.23
	Global quality of life posttreatment was significantly better for patients who had sequential rather than concomitant treatment (p<0.05).

	
	
	Other resultsa
	
	
	

	Outcomes were measured at 1 week postintervention and at completion of chosen chemotherapy schedule.

a  Ideal level of patient participation: Doctor should make decision: 7/57(12%); doctor should make decision but strongly consider patient's opinion: 7/57(12%); doctors and patients make decision together: 29/57 (51%); patient should make decision considering doctors' opinion: 9/57 (16%); patient should make decision: 4/57 (7%); no answer: 1/57 (2%)
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