I ORIGINAL CONTRIBUTION

A Patient Decision Aid Regarding
Antithrombotic Therapy for Stroke Prevention

in Atrial Fibrillation
A Randomized Controlled Trial

Malcolm Man-Son-Hing, MD, MSc

Andreas Laupacis, MD, MSc

Annette M. O’Connor, RN, PhD

Jennifer Biggs, RN

Elizabeth Drake, BA, MHA

Elizabeth Yetisir, MSc

Robert G. Hart, MD

for the Stroke Prevention in Atrial
Fibrillation Investigators

ECISION AIDS ARE TOOLS DE-

signed to help patients par-

ticipate in the clinical deci-

sion-making process and
make informed choices consistent with
their personal values. Compared with
general educational materials (such as
informational pamphlets), decision aids
provide detailed descriptions of clini-
cally important outcomes and their con-
sequences, provide quantitative infor-
mation about the likelihood of these
outcomes (often tailored to the pa-
tient’s own clinical risk profile), are
more explicit about the therapeutic
choices, and encourage patients to in-
dicate which therapy they currently fa-
vor.! Decision aids are usually devel-
oped for clinical situations in which the
relative values of the benefits vs risks
are unclear. They are designed to be ad-
juncts to the patient-physician inter-
action rather than substitutes. A num-
ber of formats for decision aids are
available, including interactive video-

For editorial comment see p 779.

Context Decision aids are tools designed to help patients participate in the clinical
decision-making process.

Objective To determine whether use of an audiobooklet (AB) decision aid explain-
ing the results of a clinical trial affected the decision-making process of study partici-
pants.

Design Randomized controlled trial conducted from May 1997 to April 1998.

Setting Fourteen centers that participated in the Stroke Prevention in Atrial Fibrilla-
tion (SPAF) Il trial.

Participants A total of 287 patients from the SPAF Ill aspirin cohort study, in which
patients with atrial fibrillation and a relatively low risk of stroke received 325 mg/d of
aspirin and were followed up for a mean of 2 years.

Intervention At the end of SPAF Ill, participants were randomized to be informed
of the study results with usual care plus use of an AB (AB group) vs usual care alone
(control group). The AB included pertinent information to help patients decide whether
to continue taking aspirin or switch to warfarin.

Main Outcome Measures Patients’ ability to make choices regarding antithrom-
botic therapy, and 6-month adherence to these decisions. Their knowledge, expec-
tations, decisional conflict (the amount of uncertainty about the course of action to
take), and satisfaction with the decision-making process were also measured.

Results More patients in the AB group made a choice about antithrombotic therapy
than in the control group (99% vs 94%; P=.02). Patients in the AB group were more
knowledgeable and had more realistic expectations about the risk of stroke and hem-
orrhage (in the AB group, 53 %-80% correctly estimated different risks; in the control
group, 16%-28% gave correct estimates). Decisional conflict and satisfaction were
similar for the 2 groups. After 6 months, a similar percentage of patients were still tak-
ing their initial choice of antithrombotic therapy (95% vs 93%; P =.44).

Conclusions For patients with atrial fibrillation who had participated in a major clini-
cal trial, the use of an AB decision aid improved their understanding of the benefits
and risks associated with different treatment options and helped them make defini-
tive choices about which therapy to take. Further studies are necessary to evaluate
the acceptability and impact of decision aids in other clinical settings.
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A DECISION AID FOR PATIENTS WITH ATRIAL FIBRILLATION

discs,? audiobooklets (ABs),*> and de-
cision boards.*

Patients with atrial fibrillation have
an increased risk of stroke, and anti-
thrombotic therapy is widely recom-
mended for stroke prevention.’ Long-
term therapy with warfarin decreases
the risk of stroke by about 68%,° and
aspirin decreases the risk by 21%.” How-
ever, use of warfarin is associated with
a greater chance of major bleeding® and
is more complicated to use than aspi-
rin.’ Since individual patients with atrial
fibrillation are likely to perceive differ-
ently the trade-off between the effi-
cacy and adverse effects of warfarin vs
aspirin therapy, there is no right or
wrong choice of antithrombotic therapy
for many of these patients. Thus, a deci-
sion aid may be beneficial.

To test the validity of a previously de-
veloped risk stratification scheme, the
Stroke Prevention in Atrial Fibrilla-

tion (SPAF) investigators recently com-
pleted a trial (SPAF III) in which pa-
tients with atrial fibrillation who were
deemed to be at relatively low risk of
stroke were treated with 325 mg/d of
aspirin and followed up for a mean of
2 years.'®!! At the end, participants were
informed of the study results and, in
conjunction with their physicians, used
this information to decide whether they
wished to continue taking aspirin or
switch to warfarin therapy. To assess
the effect of a decision aid on the de-
cision-making process, they were ran-
domized to receive or not receive an AB
in addition to usual counseling.

METHODS

All 20 SPAF centers were invited to par-
ticipate in the randomized trial. All pa-
tients in participating centers who were
in the SPAF III aspirin cohort study*®
were eligible for this study, except those
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who had high-risk criteria or had a ma-
jor hemorrhage during the study. The
ethics review boards of each participat-
ing center approved the study, and in-
formed consent was obtained from all
participants. Pertinent patient charac-
teristics (eg, age, sex, educational level,
and previous use of warfarin and aspi-
rin) were collected at entry into SPAF II1.
According to a computer-generated
scheme, administered from a central
location to block the sequence from pre-
viewing, patients were randomized to re-
ceive the AB or usual care. Randomiza-
tion was also stratified by center and the
presence of a history of hypertension.

Decision Aid Group

The AB decision aid consisted of a 29-
page booklet, a personal worksheet, and
a 20-minute audiotape that guided the
participants through the booklet and
worksheet. The booklet highlighted key
points (similar to a slide presenta-
tion), and the audiotape connected the
points in a narrative format, providing
more detail than the booklet. The AB
contained descriptions of the conse-
quences of a minor stroke, a major
stroke, and a major hemorrhage; the
blood monitoring required for warfa-
rin therapy; and the 2-year probabili-
ties of stroke and major hemorrhage for
patients taking aspirin or warfarin.
Probabilities were presented in the
booklet using 100 icons (FIGURE 1),
whereas the text and AB also pre-
sented the chance of experiencing and
not experiencing a stroke in percent-
ages. The probability of a stroke while
taking aspirin was derived directly from
the results of the SPAF 111 cohort study™
in which the patients had recently par-
ticipated (3% over 2 years in patients
without a history of hypertension and
8% in patients with a history of hyper-
tension). The probability of stroke while
taking warfarin was calculated by as-
suming that warfarin was approxi-
mately 50% more efficacious than as-
pirin (2% over 2 years for patients
without a history of hypertension and
4% for patients with a history of hy-
pertension).® The risk of major hem-
orrhage was presented as 1% over 2
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years while taking aspirin and 3% while
taking warfarin.® An accompanying 12-
page physician’s manual was also de-
veloped, which summarized the mate-
rial in the AB and provided references.

After reviewing the booklet, pa-
tients completed a 1-page worksheet.
It included sections that clarified their
values for possible outcomes (eg, stroke
and major bleeding), asked them to list
any questions they had about the de-
cision, and elicited which therapy (as-
pirin, warfarin, or unsure) they were in-
clined to take. Participants also
indicated their preferred role in the de-
cision-making process (ie, their phy-
sician should make the decision, the pa-
tient should make the decision, or the
decision should be shared).

The AB was provided as an adjunct to
each center’s usual decision-making pro-
cess at the end of the trial. Patients ran-
domized to receive the decision aid were
sent the AB a few days before they met
with their physicians. They reviewed the
AB and completed the personal work-
sheet before their visits with their phy-
sicians. The physicians received copies
of the physician’s manual before they
met the patients.

Control Group

Control group subjects received usual
care, ie, no change was made to the usual
manner in which each center commu-
nicated the results of the SPAF III study
to patients or to the way in which the de-
cision regarding type of antithrombotic
therapy was made. The methods used by
centers to inform participants about the
results of SPAF 1l varied. Of the partici-
pating centers, 7 asked participants to re-
turn to the SPAF clinic to discuss the re-
sults of the study, 5 sent summaries of
the results of the study to the patients’
personal physicians and asked patients
to arrange appointments with these phy-
sicians, and 2 held an end-of-study gath-
ering at which participants were given
the study results and asked to follow up
with their personal physicians.

Outcome Measures

One to 4 days after meeting with their
physicians, all patients completed a ques-
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tionnaire eliciting information about the
following outcome measures.

Patient Choices. Patients were asked
to indicate whether a decision regard-
ing the choice of antithrombotic therapy
had been made in conjunction with
their physician and, if so, what this
choice was. On a 5-point Likert scale,
they also judged the relative strength
of their personal input into the choice
vs their physicians’.

Knowledge. Knowledge was tested
using 23 questions about atrial fibrilla-
tion, stroke, and the advantages and dis-
advantages of taking warfarin or aspi-
rin. These questions (eg, “Taking aspirin
daily means that you have to go for regu-
lar blood testing”) had the potential re-
sponses “true,” “false,” and “unsure.”

Expectations. Patients’ expecta-
tions about the probability of stroke and
major hemorrhage with aspirin or war-
farin therapy were quantitatively as-
sessed with 4 questions. Each ques-
tion contained 14 response options on
a probability scale (eg, “If you con-
tinue to take aspirin, your risk of stroke
during the next two years is. . . .” Re-
sponse options ranged from “0% to
0.5%” to “80% to 100%").

Decisional Conflict. The decisional
conflict scale'? measured patients’ uncer-
tainty about which therapy to choose,
modifiable factors contributing to uncer-
tainty (believing themselves to be unin-
formed, unclear about values, and unsup-
ported in decision making), and
perceived effective decision making. The
scaleisreliable,'>'* discriminates between
those who make or delay decisions,'*"
is responsive to change>'*!> and dis-
criminates between different decision-
supporting interventions.>'*!” Two items
were added to elicit patients’ percep-
tions that they were informed about the
benefits and risks of warfarin and, sepa-
rately, about benefits and risks of aspi-
rin. This did not affect the scale’s reli-
ability in this study (Cronbach o= .92).

Satisfaction. Satisfaction with vari-
ous aspects of the decision-making pro-
cess was assessed with 6 questions using
a 5-point Likert scale (1, strongly agree;
2, agree; 3, neither agree nor disagree; 4,
disagree; and 5, strongly disagree).

©1999 American Medical Association. All rights reserved.

Six-Month Adherence. Adherence to
their decisions regarding antithrom-
botic therapy was assessed 6 months
later using a brief questionnaire admin-
istered by telephone. Participants were
asked which therapy they were cur-
rently taking and the reasons for any
change from their original decision.

Copies of the study materials are
available on the Internet (http://
www.lri.ca).

Analysis

A sample size calculation was not per-
formed because we attempted to enroll
as many patients from the SPAF 111 aspi-
rin study as possible. Differences in out-
comes between the patients who received
the AB and those in the control group
were compared with x* and ¢ tests as
appropriate. A forward stepwise logistic
regression procedure was performed to
adjust raw outcome proportions using
significant covariates to predict out-
comes. Covariates were submitted to the
logistic model at P<.10. A priori, the
baseline factors thought most likely to
affect the impact of the decision aid, and,
thus, included in the model, were age,
sex, education, and whether patients had
ever taken warfarin prior to participa-
tion in SPAF III. An « level of .05 was
used to indicate statistical significance.

RESULTS

The trial was conducted from May 1997
to April 1998. Two hundred eighty-
seven patients at 14 SPAF centers were
randomized to either receive (n=139)
ornotreceive (n =148) the AB. FIGURE 2
shows participant flow through the trial.
TABLE 1 compares characteristics of
SPAF 1II patients who did and did not
participate in the AB trial. The mean (SD)
length of clinic visits did not differ sig-
nificantly between the AB and control
groups (AB group, 27 [18] minutes; con-
trol group, 25 [15] minutes; P=.51).

Patient Choices

A few days after visits with their clini-
cians, more patients in the AB group
(n=138) were able to make definite
choices regarding antithrombotic
therapy compared with those in the con-
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trol group (n=139; 99% vs 94%;
P=.02). Overall, the proportion of pa-
tients who decided to take warfarin was
higher in the control group (n =12 [8%]
in the AB group, n=17 [11%] in con-
trol group; P=.02). The 119 patients
with hypertension (n=20 [17%] over-
all; 7 [12%] of 58 in AB group, 13 [21%]

]
Figure 2. Flow of Study Participants

SPAF IIl Aspirin Cohort Study,
N=2892

Centers (6)
Not Participating
in Audiobooklet Trial,
n=235

Centers (14) Participating
in Audiobooklet Trial,
n=657

Nonparticipants
in Audiobooklet Trial,
n=370

Participants
in Audiobooklet Trial,
N=287

Received Usual Care,

Received Audiobooklet,

n=148 n=139
Lost to Lost to
Follow-up, — Follow-up,
n=14 n=10
Completed Completed
6-Month Follow-up, 6-Month Follow-up,
n=134 n=129

of 61 in control group) were more likely
to choose warfarin compared with the
168 patients without hypertension (9
[5%] overall; 5 [6%] of 81 in AB group,
4 [5%] of 87 in control group) (P =.003).
Patients taking long-term warfarin
therapy prior to enrollment were more
likely to switch to warfarin than those
who were not (10 [13%] of 75 vs 15
[7%] of 212, respectively; P=.05).

Eighty-seven (63%) worksheets from
the 139 patients in the AB group were
returned. After review of the AB, 79
(91%) of the 87 patients were inclined
to take aspirin, 1 (1%) to take warfa-
rin, and 7 (8%) were unsure. After
meeting with their practitioners, all pa-
tients who indicated a preference ex-
cept 2 decided to take the medication
they were favorably disposed toward
(those 2 decided to take warfarin). Of
the patients who were unsure, 6 de-
cided to take aspirin and 1 decided to
take warfarin.

Similar percentages of participants in
the AB and control groups reported that
they, rather than their physicians, made
the decision regarding antithrombotic
therapy (n =85 [61%], AB group; n=_83
[56%], control; P =.43). Participants’
choice of antithrombotic therapy (as-
pirin or warfarin) was not affected by
the method with which centers in-
formed participants of the results of the
SPAF 111 aspirin study (ie, clinic visit,
letter to personal physician, end-of-
study gathering) (P=.62).

Knowledge and Expectations

Patients who reviewed the AB were gen-
erally more knowledgeable about the
pertinent clinical issues regarding
stroke, atrial fibrillation, and their treat-
ment and consequences compared with
patients who received usual care
(TABLE 2). Patients receiving the AB
were also more willing than those in the
control group to make quantitative es-
timates of their chance of stroke and
major bleeding when taking aspirin or
warfarin (134 [96%] of 139 vs 113
[76%] of 148, respectively; P<<.001).
Compared with patients receiving usual
care, a higher percentage of patients re-
viewing the AB gave correct quantita-
tive estimates of their stroke and bleed-
ing risks when taking aspirin or
warfarin (Table 2). As an example, in-
dividual responses of participants with
hypertension regarding their chance of
stroke if taking warfarin are shown in
FIGURE 3.

Patient Decisional Conflict

There was no statistically significant dif-
ference in overall decisional conflict be-
tween patients who received the AB and
those who did not (P=.14) (TABLE 3).
When examining subscales of the de-
cisional conflict scale, those receiving
the AB believed they were more in-
formed compared with those who did
not (-0.21 units; 95% confidence in-
terval [CI], -0.34, to -0.08).

- ______________________________________________________________________________________]
Table 1. Participant Characteristics at Time of Entry Into SPAF III*

- . . SPAF Il Aspirin
Pa’t'c""(ﬁ"_tszg;f‘s Trial AB Trial Study Participants at
- Nonparticipants at Sites Not All SPAF I
' ' Sites Participating Participating Aspirin Study
AB Usual Care in AB Trial in AB Trial Participants

(n=139) (n =148) (n =370) (n =235) (N =892)
Mean age, y 65 67 69 66 67
Sex, % female 24 24 20 22 22
Education (high school or greater), % 90 91 82 84 85
Mean No. of medications 2.9 3.0 3.5 2.8 3.1
Mean MMSE score (out of 35) 32 32 32 32 32
Taking aspirin, %t 60 63 67 67 63
Ever taken warfarin, %7 37 38 33 31 33
Reported their physician should play important role 80 81 Not available Not available Not available

in decision-making process, %

*SPAF indicates Stroke Prevention in Atrial Fibrillation trial; AB, audiobooklet; and MMSE, Mini-Mental State Examination.

tPrior to enrollment in SPAF Il
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Table 2. Patient Knowledge and Expectations

Correct Responses, %
(No. Correct/Total Answered)

[ 1
AB Decision Aid
(n=139)

Usual Care

(n=148) Difference (95% ClI)

Knowledge questions

Atrial fibrillation— and stroke—related (6 questions)

93.4 (779/834) 90.2 (801/888) 3.2 (-4.51010.9)

Aspirin-related (9 questions)

68.3 (854/1251) 52.4 (698/1332) 15.9 (4.6 t0 27.2)F

Warfarin-related (9 questions)

78.4 (981/1251) 63.5 (846/1332) 14.9 (4.6 t0 25.2)F

Hypertension (No.)

No Hypertension (No.)

AB Usual Care AB Usual Care
(n =58) (n=61) Difference (95% CI) (n=281) (n=287) Difference (95% CI)
Estimates of outcome probabilitiest

Unwilling to give estimate 3(2) 26 (16) -23 (-35to —11) 5(4) 22 (19) 17 (=27 to -7)t
Chance of stroke when:

Taking aspirin 59 (34) 24 (1 35 (19 to 51) 80 (65) 28 (24) 52 (39 to 65)F

Taking warfarin 59 (34) 28 (1 31 (13 to 49) 80 (65) 19 (17) 61 (48to 74)t
Chance of bleeding when:

Taking aspirin 55 (32) 28 (17) 27 (13 to 41) 69 (56) 26 (23) 43 (29 to 57)%

Taking warfarin 53 (31) 21 (18 32 (15 to 49) 64 (52) 16 (14) 48 (35 to 61)%

*AB indicates audiobooklet; Cl, confidence interval.

FPatients must choose correct response on 14-point probability scale.

1P<.001.

Patient Satisfaction

Use of the AB did not significantly af-
fect patients’ satisfaction with various
aspects of their interaction with their
practitioner (TABLE 4), although there
was a trend toward patients using the
AB to become more satisfied with the
decision-making process (P =.10).

Patient Adherence

Six-month follow-up data regarding ad-
herence to patients’ initial choice of
therapy were available for 92% (263/
287) of the participants. A similar per-
centage of patients in both groups con-
tinued to take the therapy that was
initially chosen (AB group, 123 [95%]
of 129; control group, 125 [93%] of
134; P=.44). For patients who ini-
tially chose warfarin, 2 (17%) of 12 in
the AB group switched to aspirin 6
months later, while 1 (6%) of 17 in the
control group switched. For those who
initially chose aspirin, 110 (96%) of 114
in the AB group continued taking as-
pirin, with 4 (3%) switching to warfa-
rin; for the control group, 104 (93%)
of 112 continued taking aspirin with 8
(7%) switching to warfarin. All pa-
tients who were undecided about their
choice of antithrombotic therapy im-
mediately after their clinic visit (n=8)
were taking aspirin 6 months later.

Figure 3. Participants’ Expectations Regarding Chance of Stroke

354
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Chance of Stroke in Next 2 Years, %

Participants’ expectations regarding chance of stroke in the next 2 years if taking warfarin (hypertensive group).

The correct answer is 4% to 5%.

Effect of Baseline Factors

on Outcomes

While controlling for use of the AB, step-
wise logistic regression revealed that cer-
tain baseline factors were independent
predictors of the various study out-
comes. Previous warfarin use (odds ratio
[OR], 2.18;95% CI, 1.01-4.74; P=.04)
was an independent predictor of choos-
ing warfarin as the initial antithrom-
botic therapy. Age categories were
defined as younger than 60 years, 60 to
75, and older than 75 years. Younger age
(OR, 1.49;95% CI, 1.03-2.15; P=.04)
and male sex (OR, 1.89; 95% CI, 1.07-

©1999 American Medical Association. All rights reserved.

3.33; P =.04) were independent predic-
tors of lower overall decisional conflict
score. Higher educational level, defined
as did not complete high school, did com-
plete high school, or greater (OR, 1.96;
95% CI, 1.33-2.89; P=.01) and younger
age (OR,1.67;95% CI,1.14-2.45;P=.04)
were significantly associated with higher
knowledge scores. No baseline factor was
independently associated with improved
satisfaction scores.

COMMENT

Compared with patients in the usual
care group, those who used the deci-
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sion aid were more likely to make
a decision regarding antithrombotic
therapy; were more knowledgeable
about treatment options, benefits, and
risks; and had much more realistic ex-
pectations about their chance of stroke
and major bleeding. However, they did
not demonstrate significant differ-

ences in overall decisional conflict or
in satisfaction with the decision-
making process.

The results of this trial are compat-
ible with other randomized controlled
trials involving patients faced with treat-
ment decisions about hormone replace-
ment therapy,’ benign prostatic hyper-

Table 3. Levels of Decisional Conflict

Audiobooklet Usual Care
(n=139) (n=148) Difference (95% CI)*
Total Decisional Conflict Scale (DCS) score, 1.65 (0.45) 1.74 (0.54)
mean (SD)tf
Subscales, mean (SD)t
Uncertainty 1.84 (0.84) 1.79(0.76)  0.05(-0.13t0 0.23)
Uninformed§ 1.63 (0.53) 1.84 (0.59) -0.21 (-0.34 to —0.08)
Unclear values 1.65 (0.50) 1.76 (0.59) -0.11 (-0.22 to 0.00)
Unsupported 1.65 (0.52) 1.66 (0.56) —0.01 (-0.11 to 0.09)
Ineffective choice 1.54 (0.52) 1.62 (0.59) -0.08 (-0.20 to 0.04)
Expressing no problems with each DCS item
(score =2), %
Easy choice 87.8 90.5 -2.7 (-10.0t0 4.6)
Sure what to do 87.7 85.0 2.7 (-5.21010.6)
Clear best choice 86.3 89.2 -29(-10.5t04.7)
Know alternatives 100.0 95.3 4.7
Know benefits of aspirin 99.3 98.0 1.3
Know benefits of warfarin§ 85.6 69.2 16.4 (6.6 t0 26.2)
Know risks of aspirin 97.8 93.9 3.9
Know risks of warfarin§ 89.2 80.1 9.1(0.7t017.5)
Aware of personal importance of:
Stroke reduction 97.1 95.3 1.8
Benefits and risks of aspirin 97.1 88.5 8.6
Benefits and risks of warfarin§ 91.4 82.7 8.7 (1.4t017.4)
Feel no pressure from others 96.4 97.3 -0.9
Have enough support 84.9 89.8 -4.9(-12.61t02.8)
Have enough advice 93.6 91.9 1.7(-4.4107.7)
Informed choice 98.6 94.6 4.0
Reflects values 94.9 93.2 1.7(-3.8t07.2)
Will adhere to decision 89.9 91.9 -2.0(-8.7t04.7)
Satisfied with decision 96.4 95.3 11

*For items with sufficient numbers in each cell (">5) to allow calculation of 95% confidence intervals (Cls).
tScale ranges from 1 (low decisional conflict) to 5 (high decisional conflict). Scores of 2.0 or lower are associated with

implementing (rather than delaying) choices.
P =14
§P<.05.

Table 4. Participant Satisfaction

Audiobooklet Usual Care Difference
(n=139) (n =148) (95% ClI)
Satisfaction with each item* (score =2)

Physician helped me understand results 87.8 85.1 2.7 (-5.3100.7)
Physician understood what is important to me 89.9 88.5 1.4 (-5.8108.6)
Physician answered all questions 90.7 91.9 -1.2(-7.7t05.3)
Satisfied with involvement in decision making 98.6 96.0 2.6t

Satisfied with physician’s involvement 921 90.5 1.6 (-5.1t08.1)
Satisfied with process 95.0 89.9 5.1(-1.11t011.3)

*Scale ranges from 1 (strongly agree) to 5 (strongly disagree).
TInsufficient numbers (n<5) to allow calculation of 95% confidence intervals (Cls).
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plasia,” and coronary artery disease.'®
In these trials, compared with patients
receiving usual care, patients using de-
cision aids were consistently more
knowledgeable, believed they were
more informed about the pertinent
clinical issues, and had more realistic
expectations about the probability of
outcomes. Also, another study did find
a positive effect on satisfaction for pa-
tients contemplating surgery for be-
nign prostatic hyperplasia.

Use of the AB did exert a small influ-
ence on the eventual choice of anti-
thrombotic therapy. With greater knowl-
edge and awareness of pertinent clinical
issues, slightly more patients who used
the AB compared with control patients
preferred to continue taking aspirin
rather than to switch to warfarin. This
resultis supported by results of other tri-
als that evaluated the impact of deci-
sion aids. In those trials,>'® patients made
more conservative decisions regarding
therapy after being informed of the ben-
efits and risks of therapeutic options, re-
sulting in trends toward lower rates of
surgery for benign prostatic hyperpla-
sia’> and coronary artery disease,' re-
spectively. The conservative selection
may be due to more realistic expecta-
tions of potential benefits and harms and
to correction of exaggerated notions of
the baseline risks and benefits of treat-
ment after exposure to the decision aids.

By participating in the SPAF III as-
pirin trial, all patients were familiar with
taking aspirin daily, whereas only 38%
had taken warfarin previously. There-
fore, given the explicit description of
the risks and inconveniences of aspi-
rin and warfarin therapy in the AB, it
was not surprising that those review-
ing the AB demonstrated greater knowl-
edge and awareness of issues regard-
ing warfarin therapy. More surprisingly,
patients receiving the AB, compared
with patients receiving usual care, also
demonstrated significantly greater
knowledge and awareness of issues re-
garding aspirin therapy.

A similar percentage of patients in the
AB and control groups believed that
their physicians played an important
role in the decision-making process,

©1999 American Medical Association. All rights reserved.



showing that decision aids are supple-
ments, rather than alternatives, to the
patient-physician interaction.

Our study has several possible limi-
tations. Contamination may have
caused the limited effect of the deci-
sion aid for the outcomes of deci-
sional conflict and 6-month adher-
ence. During clinic visits with patients
receiving usual care, physicians may
have provided patients with informa-
tion similar to that contained in the AB,
making the benefit of the AB harder to
detect. Randomizing participating cen-
ters might have reduced the possibil-
ity of contamination but would have in-
creased the possibility of imbalance for
pertinent participant characteristics be-
tween the AB and usual care groups.

Participants in the usual care group
reported low overall decisional con-
flict and high satisfaction with the pa-
tient-practitioner interaction. Thus,
there may have been a ceiling effect,
with little chance of the AB signifi-
cantly improving overall patient satis-
faction with the decision-making pro-
cess. Patients in this study may have
been more likely to receive greater per-
sonalized care and been better in-
formed about their conditions and treat-
ment compared with average patients
with atrial fibrillation, making the ef-
fects of the decision aid harder to de-
tect. Therefore, the benefits of deci-
sion aids may be greater in usual care

A DECISION AID FOR PATIENTS WITH ATRIAL FIBRILLATION

settings. Further evaluation of our AB
in a general clinic setting is needed.

Other possible limitations of our
study include the relatively low per-
centage of eligible patients who par-
ticipated. Also, some baseline charac-
teristics (eg, socioeconomic status) that
may have affected the influence of the
AB were not included in our logistic re-
gression analysis, because they were not
recorded at SPAF III entry.

This study is the largest random-
ized trial of a decision aid, the patients
were evaluated when they were mak-
ing clinical decisions, and the out-
come measures used were comprehen-
sive. The decision aid was well accepted
by patients, and those who received the
AB were better informed about atrial fi-
brillation and the benefits and risks of
the treatment alternatives than pa-
tients who received usual care. Previ-
ous studies have shown that many pa-
tients with atrial fibrillation are still not
being prescribed warfarin therapy.'$'°
In some circumstances, physicians may
have inappropriately failed to offer war-
farin therapy to high-risk patients (eg,
patients with a previous transient is-
chemic attack). On the other hand, fully
informed patients may have decided not
to take warfarin because they per-
ceived that the benefits did not out-
weigh the risks and inconvenience of
therapy. Given the prevalence of atrial
fibrillation in older persons, it would

seem appropriate to evaluate the ac-
ceptability and impact of decision aids
for patients with atrial fibrillation in
clinical practice. Decision aids should
be tailored to the risk profile of indi-
vidual patients, updated as new infor-
mation becomes available, and evalu-
ated for their effectiveness.
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