Studies of Effectiveness of Decision Aids:  RCT design

Evidence Table 5.15a:  Pignone (2000) General Characteristics 

	Author
	Design/Quality indicators
	Clinical situation
	Intervention
	Sample
	Outcomes

	Pignone M, 2000
Country:

USA

Language of publication:

English

RefMan ID:

7442

Study purpose:

To evaluate whether a decision aid consisting of an educational video, targeted brochure, and chart marker increased colon cancer screening


	Study design: 

Randomized Controlled Trial

Method of randomization:

( Computerized random-number generator  

( Assignments placed in sealed, numbered envelopes

Allocation concealment:

Yes

Baseline comparibility:

Control group subjects were more likely to have graduated from high school, otherwise were similar

Blinding of outcome assessment:

( Yes, partially

Followup:

( At 3 and 6 months

Duration of the study:

( Total duration of the study: 13 months

( Duration for one patient:

6 months
	Setting:

Outpatient

Type of cancer: 

Colorectal

Type of decision: 

Screening

Model of decisionmaking:

( Not reported by authors

( Informed as determined by reviewers

Phase of decision:

( Information transfer

( Deliberation

Context of decision: 

( Colorectal screening by fecal occult blood testing (FOBT) and/or sigmoidoscopy versus no screening


	Description

Control group (CG):

( Usual carea
( Unrelated videotape and brochure about car safetyb
Intervention group (IG): 

( Usual carea
( DA videotapec
( Targeted DA brochurec
( Chart markerc
Purpose: 

( To increase knowledge

( Help to make a decision

Intervention administered by:

Research assistant

Timing of the intervention:

( Before the decision was made
	Number of subjects enrolled:  249;  

CG: 124, IG: 125

Eligibility criteria:

Inclusion: 

( Patients 50 to 75 years

( Attending a visit with a primary care physician

Exclusion:

( personal or family history of colon cancer

( FOBT in the last year

( flexible sigmoidscopy, colonoscopy, or barium enema in past 5 years

Characteristics

Gender: number of female subjects

IG:  74 (59%)  CG: 76 (61%)

Age:

IG: Mean: 63.1 yrs; SD: NR; range NR

CG: Mean: 62.7 yrs; SD: NR; range: NR

Education: > 12 years
IG: 91 (73%); CG: 104 (84%)

Ethnicity: Caucasian 

IG: 105 (84%); CG: 112 (90%)

SES: NR
	Outcome measures:

( Decision 

( Intent to ask for colorectal screening

( Screening test preference

( Conversation about colon cancer screening with primary physician 

Outcomes measured: 

( After the intervention (same day)

( Followup chart review 3 and 6 months post-intervention



	a Usual care: scheduled visit with primary care physician for a new or ongoing health problem

b Control group:  viewed a videotape (approximately 11 minutes in length) about car safety, seat belt use, and airbags and a pamphlet about car safety

c Intervention group: viewed an 11-minute DA videotape that provided information regarding susceptibility to colon cancer and availability of effective screening tests. Detailed how FOBT and flexible sigmoidoscopy are performed. The videotape also highlighted the meaning of both negative or positive results. It also contained four vignettes of patients’ experiences with colon cancer screening.  At the end of the videotape, subjects were asked to select the color-coded brochure (based on Prochaska stages-of-change-mode) reflecting interest in screening. Green brochure: ready to be screened; yellow brochure: some interest in screening but need additional information or discussion; red brochure: no interest in screening.  Each type of brochure reinforced the messages of the DA videotape in a stage-appropriate manner.  Chart marker corresponding to selected brochure was attached to subject’s medical chart before the subject saw the primary care physician.


Studies of Effectiveness of Decision Aids:  RCT design

Evidence Table 5.15b:  Pignone (2000) Results 

	Author
	Intervention
	Outcome(s)
	Baseline Results

IG vs. CG
	Postintervention Results

IG vs. CG
	Notes

	Pignone, M.

2000

RefMan ID:

7442


	Control group (CG):

n=124

-usual carea
- viewed an unrelated videotape and brochure about car safetyb
Intervention group (IG):  n=125

- usual carea
- DA videotapec
- targeted DA brochurec
- chart markerc

	Decision
	
	Patient reported ordering of screening test:

                          IG               CG              Differencea
home FOBT    42 (33.9%)    21 (19.8%)       14.1*

Flexible sig.     21 (17.1%)   10 (8.5%)           8.5**

Either              58 (47.2%)    28 (26.4%)        20.7***
	95% CI (no p values reported)

* 2.8 to 25.3

** 0.0 to 17.1

*** 8.6 to 32.9

	
	
	Intent to ask for colorectal screeningb
	Mean IG: 2.2; SD: NR vs.

Mean CG: 2.2; SD: NR 
	Mean IG: 3.1; SD: 1.0 vs.

Mean CG: 2.5; SD: 1.1*
	Postintervention: IG intent significantly higher than CG intent (p<0.001*; Wilcoxon rank-sum test)

	
	
	Test preference
	
	Preference for:                 IG (n=122)   CG (n=105)

home FOBT                         81 (66%)     63 (60%)

Flexible sigmoidoscopy       21 (17%)       7   (7%)

Both tests                            15 (12%)      26 (25%)

No screening test                  6   (5%)       9    (9%)
	Authors stated that test preferences differed between the two groups (no statistical analysis reported)

	
	
	Conversation with physician regarding screening
	
	IG: (68.5%) vs. CG: (43.4%)

Difference: 25.1 percentage points
	Significantly more IG subjects had screening conversations (95% CI: 12.7 to 37.6, 

no p value reported)

	
	
	Screening test ordered within 

3 months of intervention
	
	Followup chart-review: screening test ordered within 3 months postintervention

                         IG               CG              Differencea
home FOBT    42 (33.6%)    26 (20.9%)       12.6*

Flexible sig.     23 (18.4%)     9 (7.3%)          11.1**

Either              51 (40.8%)    29 (23.4%)       17.4***
	95% CI (no p values reported)

* 1.7 to 23.6

** 3.0 to 19.3

*** 6.0 to 28.8

	
	
	Screening test completed within 

6 months of intervention
	
	Followup chart-review: screening test completed within 6 months postintervention

                          IG               CG              Differencea
FOBT              36 (28.5%)    25 (20.2%)       8.3*

Flexible sig.     22 (17.6%)     6 (4.8%)       12.8**

Either              46 (36.8%)    28(22.6%)     14.2***
	95% CI (no p values reported)

* - 2.4 to 18.9

** 5.1 to 20.4

*** 3.0 to 25.4

	a Percentage points difference

b Intent to ask primary care physician for colorectal screening: Measured on a 4-point Likert scale (1= not at all likely; 4= very likely)

c Additional analyses reported regarding screening test completion by level of intent to be screened; testing the validity of the stages-of-change model; and the magnitude of the effect of the DA intervention, by practice and by physician.  Refer to paper for details.
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