Studies of Effectiveness of Decision Aids:  Nonrandomized controlled trial design

Evidence Table 5.16a:  Flood (1996) General Characteristics 

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

	Flood A, 1996, 

Anonymous, 1996

Country:

USA

RefMan ID:

120, 7149

Study purpose:

To inquire how information about Prostate Specific Antigen (PSA) testing and the uncertain benefits of treating prostate cancer affect patients' desire for PSA testing


	Study design:

Controlled trial (quasi-experiment)

Blinding of outcome assessment:

NR

Baseline comparability:

Characteristics among groups were similar

Followup:

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

Duration of the study:

Total duration of the study:  1 week

Duration for an individual  patient: 1 week 
	Setting:

Outpatient

Type of cancer: 

Prostate

Type of decision: 

Screening

Model of decisionmaking:

( Shared as stated by authors

( Informed as determined by reviewers

Phase of decision:

Information transfer

Context of decision: 

PSA test vs. none


	Description:

Control Group (CG)

( Information videotape a
Intervention Group (IG)

( DA videotape b

( Pamphlet c
Purpose: 

( Increase knowledge

( Help make a decision

Intervention administered by:

Not specified

Timing of the intervention:

( before the decision was made


	Number of subjects enrolled: 409

IG: 206; CG 203

Eligibility criteria:

NR

Characteristics:

Age (IG vs. CG):

Mean: 64.3 years vs.63.6 years

Education (IG vs. CG): 

Some college: 99 (48%) vs. 107 (53%)

Ethnicity: NR

SES: NR


	Outcome measures:

- decision 

- knowledge

Outcomes measured: 

1 week after the intervention

	a The videotape for the control group was a video produced in conjunction with the Prostate Cancer Educational Council and the Schering Corporation.  The use of PSA testing was advocated in this video, but there was no mention of the scientific controversies concerning the value of active treatment for localized prostate cancer.  Details were not provided about complications of prostate cancer treatment (p. 349).

b The videotape called Prostate-PORT (Patient Outcomes Research Team) was developed to encourage patients to participate in the decision to screen for prostate cancer. The initial part of the video emphasized the importance of shared decisionmaking; then the pros, cons, and reasons for different screening decisions were presented.

c No description reported.




Studies of Effectiveness of Decision Aids:  Nonrandomized controlled trial design

Evidence Table 5.16b:  Flood (1996) Results

	Author
	Intervention
	Outcome(s)
	Baseline Results

IG vs. CG
	Postintervention Results

IG vs. CG
	Notes

	Flood A, 1996; Anonymous, 1996

RefMan ID: 

120, 7149
	n = 410

Control Group (CG): n = 203

information videotape

Intervention Group (IG):  n = 206

 DA videotape
	Decision
	
	( had PSA test after intervention: 181/184 (98%) vs. 188/188 (100%)*

( high chance of repeating PSA test within 2 years: 136/184 (73.9%) vs. 169/188 (89.8%) **

( would choose prostatectomy if cancer found: 47/184 (25%) vs. 96/188 (51%)***

( would choose radiation if cancer found: 21/184 (11%) vs. 42/188 (22%)

( would choose watchful waiting if cancer found: 116/184 (63%) vs. 50/188 (26%)***
	* p = 0.079

** p = 0.002

*** p = 0.0000

	
	
	Knowledgea
	
	Proportion of subjects who answered correctly: 

( Q1:  132/184 (71.7%) vs. 95/188 (50.3%)*

( Q2:  112/184 (61%) vs. 21/188 (11.4%)**

( Q3:  118/184 (64.2%) vs. 57/188 (30.5%)***


	Between-group comparisons (X2 test):

* p = 0.0002

** p = 0.0000

*** p = 0.0000

	Outcomes were measured at 1 week after the outcome.

a A three-item questionnaire asking the following questions: 1) "Natural history of prostate cancer: How many untreated men with early stage prostate cancer would die of this disease?"; 2) "Prostate cancer treatment efficacy: Does active treatment extend life?"; and 3) "Test predictive value: How many men with elevated PSA have prostate cancer?" (p. 345)
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