Studies of Effectiveness of Decision Aids: RCT design

Evidence Table 5.1a: Shapira (2000) General Characteristics
	Author
	Design/Quality indicators
	Clinical situation
	Intervention
	Sample
	Outcomes

	Schapira MM

2000

Country:

USA

RefMan ID:

201

Study purpose:

To test the effect of a prostate cancer screening decision aid on patient's knowledge, beliefs, and use of prostate cancer screening tests


	Study design: 

Randomized Controlled Trial

Method of Randomization: 

Not reported

Allocation concealment: 

Adequate

Baseline comparability:

Characteristics among groups were similar

Blinding of outcome assessment: NR
Follow-up:

NR

Duration of the study:

Total duration of the study: 6 years

Duration for one patient:

2 weeks
	Setting:

Outpatient

Type of cancer: 

Prostate

Type of decision: 

Screening/detection

Model of decisionmaking:

( Informed as stated by authors and as assessed by reviewers

Phase of decision:

( Information transfer

Context of decision: 

Prostate Specific Antigen (PSA) test + Digital Rectal Examination (DRE) vs. none


	Description

Control Group (CG):

( Information pamphlet a
( Research assistant available to answer questions b
( Follow-up visit c
Intervention Group (IG): 

( DA brochure d
( Research assistant available to answer questions b
( Followup visit c
Purpose: 

( Increase knowledge

( Make a decision/state a preference

Intervention administered by: Research assistant
Timing of the intervention:

Before the decision was made
	Number of subjects enrolled: 

257

IG: 122; CG: 135

Eligibility criteria:

Inclusion: 

( 50 to 80 years of age

( having an outpatient encounter in the years 1990 to 1995

Exclusion: 

( history of previous cancer

( history of prostate or genitourinary disease 

( poor mental status

( active employee at the medical center

Age 

IG:  mean 69.4 years; SD 7.3 

CG: mean 70.4 years; SD 6.4

Education: NR

Ethnicity:

Caucasian: IG: 116, CG: 122;

African American: IG:1, CG: 6;

Hispanic: IG: 0, CG: 1

Other: IG: 5; CG: 5  

SES: NR
	Outcome measures:

( Decision 

( Knowledge/ beliefs

Outcomes measured: 

( Before intervention (same day)

( 2 weeks after intervention 



	a This 5-page pamphlet contained basic prostate cancer information (epidemiology, symptoms of prostate cancer, prostate cancer screening methods, and the potential benefits of screening), without the quantitative and qualitative outcomes regarding risks and benefits of screening.

b A research assistant was present when the subject reviewed the pamphlet and was available to answer any questions.  

c A followup visit was scheduled with the subject’s primary care physician or one of the research investigators approximately 2 weeks after the initial study visit. During this visit, the subject was asked if he wanted to undergo prostate cancer screening with PSA and a DRE. When subjects asked for the physician’s opinion, a script response was provided. The response emphasized the toss-up nature of the decision and encouraged the patient to make up his own mind about cancer screening.

d This 8-page long pamphlet with visual graphs included quantitative information on operating characteristics (sensitivity and specificity) of a combined screening strategy of DRE and PSA and a description of followup tests (transrectal ultrasound and prostate biopsy). The authors reported that they tried to present prostate cancer screening outcomes in a balanced manner. The graphic design used to convey the sensitivity and specificity of a prostate screening strategy consisted of human figure representations. An illustration presented 100 male human figures. A subset of figures was highlighted to represent the frequency of abnormal screening test results. The authors also included a statement on the uncertain efficacy of treatment for earlystage prostate cancer. 


Studies of Effectiveness of Decision Aids: RCT design

Evidence Table 5.1b: Shapira (2000) Results
	Author
	Intervention
	Outcome(s)
	Baseline Results

IG vs. CG
	Postintervention Results

IG vs. CG
	Notes

	Schapira MM,

2000

RefMan ID: 

201
	n = 257

Control Group (CG) n=135: 

( information pamphlet

(  research assistant available to answer questions

( followup visit

Intervention Group (IG) n=122: 

( DA brochure

( research assistant available to answer questions

( followup visit 
	Knowledge/beliefs a
	mean: 11.7; SD 2.4 vs. mean: 11.4; SD 2.4*
	mean: 15.0; SD 2.3 vs. mean: 14.1; SD 2.7**
	*  between-group difference at baseline: NS; p = 0.32

**  between-group difference p < 0.01 (Wilcoxon-Mann-Whitney test)

	
	
	Decision b
(patient had Prostate Specific Antigen [PSA] + Digital Rectal Examination [DRE])
	
	At 2 week followup: 

100/122 (82%) vs. 113/135 (84%)***


	*** between-group difference p = 0.60 (Chi-square test)

	
	
	Beliefs 

("most men with prostate cancer die of something else")
	
	Postintervention:

82/122 (67%) vs. 62/135 (46%)**** 
	**** between-group difference post-intervention: p = 0.01 (Chi-square test)

	
	
	Other results c
	
	
	

	Outcomes were measured before intervention (same day) and 2 weeks after the intervention.

a Prostate cancer screening knowledge: 18-item questionnaire; higher scores meaning higher knowledge

b Outcome was measured at baseline as pooled data:

    i) Subjects said that they were very likely to have DRE test (p. 421).  Pooled data at baseline: 224/257 (84%).

    ii) Subjects said that they were very likely to have PSA test (p. 421).  Pooled data at baseline: 216/257 (87%).

c "Subjects felt well informed enough to make a decision about prostate cancer screening." (p. 422)  Pooled data: at baseline 198/257 (77%); postintervention: 239/257 (93%); 98% of subjects stated that they would have screening for prostate cancer if their physician recommended it.
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