UCSF

UC San Francisco Previously Published Works

Title
Impact of Decision Aid on Decision-making of Patients With Severe Aortic Stenosis:
Randomized Pilot Study.

Permalink
https://escholarship.org/uc/item/8np027n\

Journal
Journal of the Society for Cardiovascular Angiography & Interventions, 1(2)

Authors

Valentine, K
Marques, Felisha
Selberg, Alexandra

Publication Date
2022

DOI
10.1016/j.jscai.2022.100025

Peer reviewed

eScholarship.org Powered by the California Diqgital Library

University of California


https://escholarship.org/uc/item/8np027nv
https://escholarship.org/uc/item/8np027nv#author
https://escholarship.org
http://www.cdlib.org/

Journal of the Society for Cardiovascular Angiography & Interventions 1 (2022) 100025

Contents lists available at ScienceDirect

Journal of the Society for Cardiovascular
Angiography & Interventions

journal homepage: www.jscai.org

ELSEVIER

Original Research

Impact of Decision Aid on Decision-making of Patients With Severe Aortic R

Check for

Stenosis: Randomized Pilot Study

K.D. Valentine, PhD “, Felisha Marques, MPH ¢, Alexandra Selberg, MA b Laura Flannery, MD b
Nathaniel Langer, MD f, Ignacio Inglessis, MD b Jonathan Passeri, MD °, Thoralf Sundt, MD ¢,
Karen Sepucha, PhD®*, Sammy Elmariah, MD, MPH > "7

@ Department of General Internal Medicine, Massachusetts General Hospital, Boston, Massachusetts

b Division of Cardiology, Massachusetts General Hospital, Boston, Massachusetts
¢ Division of Cardiac Surgery, Massachusetts General Hospital, Boston, Massachusetts

ABSTRACT

Background: Clinical guidelines recommend patients with aortic stenosis (AS) being considered for transcatheter aortic valve implantation or surgical aortic valve
replacement to participate in shared decision-making (SDM) with a heart valve team (HVT). Data supporting these recommendations are limited. This project gathered
data on feasibility and preliminary efficacy of a decision aid (DA) in decision-making for patients with severe AS deciding between transcatheter aortic valve im-
plantation and surgical aortic valve replacement.

Methods: This institutional review board-approved randomized pilot trial assigned eligible patients to receive either the American College of Cardiology's DA for
patients with AS or usual care. Patients were surveyed after their visit regarding knowledge, treatment-preference concordance, SDM (SDM process and CollaboRATE
Scales), and decisional conflict. Patients were followed for 3 months to collect data on treatment received.

Results: Of 62 patients approached, 59 (95%) consented and participated. The average age of participants was 72 years, they were 100% white, and 32% of them were
female. Intervention patients had higher knowledge scores (75.6 vs 65.5) and more frequently reported CollaboRATE top scores (67% vs 33%) than usual care pa-
tients. No other group comparisons reached significance. Patients who saw both members of the HVT before survey completion reported higher SDM process scores
than those who saw only 1 specialist (3.1 vs 2.4).

Conclusions: The study exceeded enrollment targets, indicating feasibility. Results suggest the American College of Cardiology's DA improved patient knowledge and
communication scores. Patients who met with both members of the HVT reported higher SDM. These observations highlight the importance of SDM and multidis-
ciplinary HVT assessment in the management of severe AS.

Introduction

Treatment choice for severe aortic stenosis is complex. Patients
and physicians must weigh tradeoffs between surgical aortic valve
replacement (SAVR), a more invasive but established treatment with
known, long-term durability and outcomes, and transcatheter aortic
valve replacement (TAVR), a newer, less invasive procedure that has
more uncertainty surrounding durability of the valve prosthesis and
long-term complications but provides easier and faster procedural
recovery. The Centers for Medicare and Medicaid Services (CMS)
have therefore mandated that patients considering TAVR be evalu-
ated by a multidisciplinary heart valve team (HVT)."? Societal
guidelines similarly endorse HVT evaluation and recommend shared

decision-making for all patients in whom aortic valve intervention is
being considered.’®

Despite societal guideline and CMS mandates, implementation of
shared decision-making has been limited.” Decision aids (DAs) have been
utilized to facilitate and improve shared decision-making.® The use of the
DA sponsored by the American College of Cardiology for high to pro-
hibitive surgical risk patients deciding between medical management
and TAVR, titled “The Severe Aortic Stenosis Decision Aid,” has been
found to improve shared decision-making and patient-centered out-
comes,’ but the American College of Cardiology's DA for patients with
intermediate to high surgical risk deciding between TAVR and SAVR has
not yet been evaluated.” We therefore sought to examine feasibility and
preliminary effectiveness of the American College of Cardiology's DA
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within a randomized pilot trial. Specifically, we evaluated the impact of
the American College of Cardiology DA on knowledge scores, the like-
lihood of patients receiving their preferred treatment, shared
decision-making, and decisional conflict. Additionally, we explored
whether these outcomes differed for patients who had seen a single
member of the HVT compared with for those who had seen both cardi-
ology and cardiac surgery HVT specialists.

Methods
Patients

Eligible patients had severe aortic stenosis, spoke English, were aged
55-85 years, were considered to be at low to intermediate risk based on
clinician perceptions, and were scheduled for a visit to discuss their
candidacy for TAVR or SAVR. Patients were ineligible if they had
concomitant severe valvular, aortic, or coronary artery disease requiring
surgical intervention or if they possessed a relative contraindication to
either procedure. Study staff screened the outpatient clinics of all
members of the HVT for eligible patients. These outpatient clinics include
TAVR/SAVR follow-up visits, moderate aortic stenosis, patients older
than 85 years, and other valvular/structural heart disease patients, which
resulted in many ineligible patients. Study staff approached consecutive
eligible patients for enrollment. The study was funded through internal
departmental funds, approved by the Mass General Brigham Institutional
Review Board. Full trial protocol can be accessed by contacting the cor-
responding authors.

Design

The study design was registered at ClinicalTrials.gov
(#NCT04103931). The design involved recruitment at 2 sites. Due to
challenges caused by the COVID-19 pandemic, the second site was unable
to recruit patients and terminated the study early. We only present data
from 1 site here.

The study was a randomized controlled trial. Prior to enrollment,
study IDs were created and randomly assigned to intervention or control
arm using a random number generator. Assuming 70% response rate and
aiming for minimum 20 patients per arm, we expected to randomize 60
patients. Eligible patients were recruited by staff when they arrived for
their visit prior to being seen by an HVT specialist. After agreeing to
participate, patients were assigned a study ID in consecutive numerical
order (and thus randomized) and given appropriate materials for the
assigned study arm. All patients received a survey to be completed after
the visit and returned via mail to study staff. Patients were recruited from
September 2019 until February 2020; data regarding clinical visits with
the HVT were collected until November 2020. Median time between
patient visits and survey completion was 7 days (interquartile range
10.5 days). Consent was implied by return of the survey.

Intervention patients received the American College of Cardiology
DA, “Treatment Options for Severe Aortic Stenosis for Patients Deciding
Between TAVR and Surgery at Intermediate or High Surgical Risk.” The
DA can be found in the Supplement. The 7-page paper version includes a
description of the decision, of aortic stenosis, information on the benefits
and risks of each procedure, and patient stories.” Intervention patients
were told that the DA was an information pamphlet that presents benefits
and risks of treatment options to help patients and their doctors deter-
mine which treatment might be best. Other than the DA, intervention
patients received usual care. Although the DA used in this study was
designed for patients at intermediate or high surgical risk, we enrolled
patients at low to intermediate surgical risk. Guidelines had recently
indicated that TAVR was a viable option for low surgical risk patients,®
and although there was no corresponding DA for these patients at the
time, we still felt these patients could be aided by the information pro-
vided in the DA.
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Control patients received usual care, which varied from provider to
provider but usually consisted of in-clinic discussion of the treatment
options, risks, and benefits, as well as showing the patient an animation
of the TAVR procedure. Education regarding treatment options is pro-
vided by the clinicians directly. No formal written materials or DAs are
provided as part of usual care. Patients have 2 separate clinic visits to
complete the HVT evaluation; 1 with a valve team cardiologist, and 1
with a cardiac surgeon. At the center, patients tend to meet with the
cardiology team first, followed by the cardiac surgery team. Visits are
scheduled on different days, and cardiology and cardiac surgery clini-
cians discuss patient cases at a weekly multidisciplinary HVT meeting
after both visits, and necessary diagnostic tests are completed. Patients
are called either by the clinician or by the valve coordinator nurse after
this meeting to confirm final treatment plan and to book a procedure.

Measures and outcomes

Patient survey consisted of:

Knowledge: 6 multiple-choice items about the treatment options and
outcomes adapted from previous work’; correct responses received 1
point and were scaled to create a knowledge score (0-100%).
Preferred treatment: 1 item with responses of SAVR, TAVR, no
treatment, or not sure.

e Shared decision-making process'’: 6 items assessing whether options,
pros, cons, and preferences were discussed (total scores range from
0 to 4; higher scores indicating greater shared decision-making).
CollaboRATE'": 3-item measure of patient-centered communication
that is reported as the percentage earning the top score, indicating
good communication.

o SURE'Z: 4-item measure of decisional conflict that is reported as the
percentage earning the top score, indicating no decisional conflict.
Stage of decision-making'®: 1 item asks how far along patients are in
their decision.

o DA usage (intervention arm only): Patients reported how much of the
DA they reviewed (all, most, some, a little, or none).

Staff reviewed patient charts and Society of Thoracic Surgeons and
Transcatheter Valve Therapy registries to identify treatment received
(TAVR, SAVR, neither) and Society of Thoracic Surgeons Risk Scores
within approximately 3 months of the visit. However, some patients saw
clinicians in early 2020 meaning that their treatment could have been
delayed due to the COVID-19 pandemic and resultant surgical shut-
downs. Given this limitation, chart and registry review was conducted up
to June 2021 to ensure all procedures were captured. Procedures
occurred between 15 days after recruitment up until just a year after
recruitment (384 days); the average time between recruitment and
treatment was 124 days (standard deviation [SD] = 99 days). Registry
review was also used to identify clinical indicators including, history of
hypertension, diabetes mellitus, renal replacement therapy, lung disease
requiring Oy, prior myocardial infarction, and creatinine. Patient age,
sex, and creatinine values were input into the Chronic Kidney Disease
Epidemiology Collaboration formula for estimated glomerular filtration
rate. Staff kept records of the patient's visit with the HVT member when
they were recruited and reviewed patient charts to identify dates of visits
with other HVT members approximately 3 months after the visit.

Two measures were calculated: preference concordance and
informed, patient-centered decision.” Patients were said to make
preference-concordant decisions if they received their preferred treat-
ment. Patients preferring SAVR and receiving SAVR, preferring TAVR
and receiving TAVR, and preferring no treatment and receiving no
treatment were considered concordant; all others were considered
discordant. The informed, patient-centered decision is a composite var-
iable generated using the knowledge score and preference concordance.
Patients are considered to have made an informed, patient-centered de-
cision only if they are both informed (knowledge score >60%) and
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received their preferred treatment; all other patients were considered to
have made an uninformed, patient-centered decision. See the Supple-
ment for full survey.

Statistical analyses

We used t tests (age) and x2 analyses (sex, education) to test for dif-
ferences in these patient characteristics between arms, DA usage, and
extent of exposure to the HVT (ie, meeting with both HVT specialists
versus meeting with only 1 HVT specialist by the time our questionnaire
was completed). t Tests explored differences between arms for contin-
uous variables (knowledge, shared decision-making process); y2 analyses
were used for discrete variables (CollaboRATE, SURE, informed, patient-
centered decisions). When exploring treatment leaning and treatment
choice by arm, Fisher exact tests were required given small samples. As
the pilot was not powered to detect differences, we calculated effect sizes
to be used to adequately power future studies. A 2-proportions z-test was
used to test for feasibility to identify if we met our desired 70% response
rate.

Similar techniques were used for all ¥? sensitivity analyses of DA
usage, which were completed to identify if there were differences on all
outcome measures between patients in the intervention arm who
reviewed all the DAs and those who reported reviewing none, some, or
most of the DAs. Similar methods were also employed to identify if
exposure to the HVT was related to differences on all outcome measures.
For all analyses, missing data were excluded pairwise. All analyses were
completed in RStudio version 1.1.447 using R version 19.6.0.*1°

Results

Of 62 eligible patients approached for participation, 60 agreed to
participate and were randomized. Surveys were returned by 59 patients
(28/29 control; 31/31 intervention), yielding a 95% (59/62) consent
rate. This consent rate exceeded our desired rate of 70% (X2(1) =11.95,P
< .001), indicating feasibility. See Figure 1 for the Consolidated Stan-
dards of Reporting Trials (CONSORT) diagram.'® We did not analyze for
nonresponder bias as the small number of nonresponders (n = 3) makes
this bias negligible. Baseline patient characteristics were comparable
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across study arms (Table 1; P > .05 for all). Average patient age was
72 years (SD = 7), 32% of the sample were women, most (52%) had a
college degree or more, all identified as white, and had median Society of
Thoracic Surgeons-predicted mortality risk scores of 1.4 (SD = 1.7). For
patients in the intervention arm, most (68%) reported reviewing all of
the DA.

Intervention arm patients had higher knowledge scores (mean [M] =
75.6, SD = 15) than the control arm, with a moderate effect size (M =
65.5,SD = 16.9; t(56) = 2.4, P = .02, d = 0.6). The intervention arm also
had higher CollaboRATE scores than the control arm (67% vs 33%; ;{2 (€D)
= 5.1, P =.025, ¢ = 0.3). See Figure 2.

The shared decision-making process scores (intervention: M = 2.8, SD
=0.9; control: M =2.6,SD =1.1; P=.643, d = 0.1) and SURE top scores
(intervention: 74%, control: 75%; P > .99, ¢ < 0.1) did not differ by
arms. Arms were also similar in decision stage, with 61% stating that they
had made a choice in each arm.

Preferred treatments were similar between arms; both arms preferred
TAVR most often (61% in the intervention arm; 44% in the control arm),
followed by SAVR (23% in the intervention arm; 26% in the control arm),
less than a quarter stated they were unsure (13% in the intervention arm;
22% in the control arm), and only a handful reported not wanting
treatment (3% in the intervention arm; 7% in the control arm). Treat-
ment received was also similar between arms, with most patients
receiving TAVR (52% in the intervention arm; 50% in the control arm);
however, control arm patients received neither TAVR nor SAVR (21%)
more often than intervention arm patients (3%), while intervention arm
patients received SAVR (45%) more often than control arm patients
(29%).

Preference-concordance was similar between arms, with just over half
of patients receiving concordant care (61% in the intervention arm; 54%
in the control arm). Although the rates of informed, patient-centered
decisions were higher in the intervention arm than those in the control
arm (intervention: 57%, control: 33%), this difference did not reach
statistical significance (P = .13, ¢ = 0.2; Table 2, P > .13).

Of the 44 patients who had documented visits with both members of
the HVT in our hospital system during the study period, more than half
(59% [26/44]) of patients completed the study questionnaire after
interacting with 1 HVT member, and the rest (41% [18/44]) competed it

Ineligible N =1918
Ineligible Diagnosis N= 1578
Language N= 34
AVR in past 6 months N= 100

R Other Heart Valve Disease Needing

Screened:
N= 2006
v
Eligible
Not Captured: 28 =88
Appt canceled N= 6
No Show N=3 J

Patient Missed N=17 -

Selected for Study

N =62
Declined to participate
N=2 ) v
Randomized
N =60

Randomized to Control |

High Surgical risk N=4

Surgery N=7
Patients >85 N=120
Other N=75

Arm N=29
) J/—\ Non-responders
Completed Surveys N=1
N=28

Intervention Arm N=31

|

L Completed Surveys ’

Randomized to ]

N=31

Figure 1. Consolidated Standards of Reporting Trials (CONSORT) diagram. Appt, Appointment; AVR, aortic valve implantation or aortic valve replacement.
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Figure 2. A randomized pilot study of patients with severe aortic stenosis receiving the American College of Cardiology decision aid versus usual care.

after meeting with both members. Patients who completed the ques-
tionnaire after visits with both HVT members had higher shared decision-
making process scores (M = 3.1, SD = 0.9) than those who had only seen
1 HVT specialist (M = 2.4, SD = 1.0; t(42) = 2.4, P = .021, d = 0.7; Fig.
2). Knowledge; SURE top scores; CollaboRATE top scores; informed,
patient-centered decisions; preference match; decision stage; treatment
preference; and treatment received did not differ between those who
completed the questionnaire after visits with both HVT members and
those who completed the questionnaire after a visit with only 1 HVT
member (Ps > .18; Table 3).

Discussion

Clinical practice guidelines and CMS each recommend the use of
shared decision-making and HVT assessments for patients being evaluated
for SAVR or TAVR in order to encourage the appropriate use of each
procedure, to enhance patient education and understanding of each
treatment modality, and to facilitate team-based care for managing pa-
tients through the preprocedural and postprocedural phases of care. This

Table 1. Characteristics of study population.

Characteristic Intervention Control Overall
n=31 n=28 N=59
Age, years 74 £6 71+8 727
Women 39 (12/31) 25 (7/28) 32 (19/59)
Education
High school graduate or less 12 (3/28) 25 (7/28) 18 (9/56)
Some college 32 (9/28) 29 (8/28) 30 (17/56)
4-Year college graduate 18 (5/28) 18 (5/28) 18 (10/56)
More than 4-year degree 39 (11/28) 29 (8/28) 34 (19/56)
Reviewed all decision aids 68 (21/31) NA 68 (21/31)
STS risk score 1.5 [2.7] 1.3 [1.3] 1.4 [1.7]
Hypertension® 88 (21/24) 88 (15/17) 88 (36/41)
Diabetes mellitus® 29 (7/24) 41 (7/17) 34 (14/41)
Renal replacement therapy® 4(1/24) 6 (1/17) 5(2/41)
Lung disease requiring O," 4(1/24) 6 (1/17) 5(2/41)
Prior myocardial infarction® 5(1/21) 18 (3/17) 11 (4/38)
Estimated GFR, mL/min/1.73 m?*" 62.7 £ 25 71.9 £ 24 66.2 + 25

Values are mean =+ standard deviation, % (n/N), or median [interquartile range].
GFR, glomerular filtration rate; NA, not applicable; SAVR, surgical aortic valve
replacement; STS, Society of Thoracic Surgeons; TAVR, transcatheter aortic valve
replacement.

@ Data only available for 41 of the patients who underwent TAVR, or SAVR,
from registries.

b Data only available for 39 patients.

randomized pilot study is the first to examine the impact of these recom-
mendations on low- to intermediate-risk aortic stenosis patients being
evaluated for TAVR and SAVR and also to investigate the efficacy of the
American College of Cardiology DA for intermediate- to high-surgical-risk
patients with aortic stenosis. We found that the DA was associated with
greater knowledge and higher communication ratings in patients
considering TAVR or SAVR. The DA did not appear to impact decisional
conflict or the likelihood of patients receiving their preferred treatment.
Additionally, we found that patients who met with both cardiology and
cardiac surgery members of the HVT had higher shared decision-making
process scores than those who had only met with 1 member. Our pilot
study demonstrates the feasibility of enrolling patients with severe aortic
stenosis in a randomized trial to evaluate a DA intervention.

The latest systematic review of patient DAs across a myriad of broad
clinical scenarios found an overall increase in knowledge of about 13%
across studies, which is similar to what we found here (10% increase in
knowledge).® Although the analysis did not reach statistical significance,
we also found that patients who received the DA were more likely to make
informed, patient-centered decisions (24% higher rate), which is similar in
magnitude to the effect reported in the systematic review. One key finding
that differs from the larger literature is the lack of impact on decisional
conflict. It is not entirely clear why the DA did not impact this outcome.
However, as three-quarters of the usual care group felt unconflicted, it is
possible that usual care at our site, or the HVT assessment, is sufficient to
ensure most patients felt sure about their decision, thus making it difficult
to demonstrate a marked improvement. A more detailed measure of
decisional conflict (ie, the full decisional conflict scale'” and not just the
SURE subset of items) may be more sensitive to potential benefits of the DA.

There is limited literature examining DAs in the context of aortic
stenosis. Coylewright et al® found that the knowledge scores of patients
with aortic stenosis choosing between TAVR and medical management
were 13% higher for patients whose doctors used an in-visit DA than for
usual care patients. Furthermore, they found that patient satisfaction was
higher when an in-visit DA was used. However, similar to our study, they
found low decisional conflict overall (only 4% of patients were
conflicted) and no differences in decisional conflict between DA patients
and usual care patients.

This pilot study has provided evidence of feasibility for conducting
shared decision-making implementation research in this patient popu-
lation, as well as preliminary data on efficacy for the American College of
Cardiology DA. Our study protocol was simple and feasible within our
clinical workflow; patients were provided the handout with a straight-
forward explanation by a nonclinician study staff. The results support the
need for future, well-powered studies to investigate the effectiveness of DAs
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Table 2. Descriptive statistics and test statistics for comparisons of study arms.

Measure Intervention ~ Control tdf)or P dor
7% dh »
Knowledge® 75.6 £ 15 65.5 + 16.9 2.4 .02 0.6
(56)
SDM process” 2.8 +0.9 2.6 +£1.1 0.5 643 0.1
(57)
SURE top score 74 (23/31) 75 (21/28) 0 1 0.0
CollaboRATE top 67 (20/30) 33(9/27) 51(1) .025 0.3
score
IPC 57 (17/30) 33 (9/27) 221) 134 0.2
Preference 61 (19/31) 54 (15/28) 0.1 (1) 737 0
concordance
Decision stage 0.8 (3) .851 0.1
Not thought 3(1/31) 7 (2/28)
about it
Thinking about 19 (6/31) 21 (6/28)
it
Close to 16 (5/31) 11 (3/28)
choosing
Made a choice 61 (19/31) 61 (17/28)
Treatment 2(3) .563 0.2
preference
SAVR 23 (7/31) 26 (7/27)
TAVR 61 (19/31) 44 (12/27)
No treatment 3(1/31) 7 (2/27)
Unsure 13 (4/31) 22 (6/27)
Treatment 5.2(2) .074 0.3
received within
3 mo of visit
SAVR 45 (14/31) 29 (8/28)
TAVR 52 (16/31) 50 (14/28)
Neither” 3(1/31) 21 (6/28)

Values are mean =+ standard deviation or % (n/N).
IPC, informed, patient-centered; SAVR, surgical aortic valve replacement; SDM,
shared decision-making; TAVR, transcatheter aortic valve replacement.

2 Indicates the use of ¢ test.

b Neither here indicates that the patient did not receive TAVR or SAVR.

across a diverse set of clinical sites. Importantly, future studies should be
powered to not only test for efficacy of the DA but also use more complex
multilevel models that allow researchers to adjust for the individual effects
of particular physicians on patient's experiences. Furthermore, our study
raises important implementation questions regarding when in the process
the DA may be most helpful and effective.

This study provides objective evidence in support of the current CMS
mandate for a multidisciplinary HVT assessment. Our results are the first
to suggest that the HVT assessment may lead to patients experiencing
greater shared decision-making. Although we were not able to determine
the mechanism by which the HVT impacted shared decision-making, it is
possible that patients were benefiting from hearing the clinical expla-
nation multiple times, having multiple opportunities for questions, hav-
ing additional time to process the information given to them, or perhaps
the requirement to meet with 2 specialists emphasized to the patients
that there was a decision to be made cooperatively. While our current
sample was too small to analyze for interactions between the intervention
and exposure to the HVT, future research should test if this interaction is
present. As the multidisciplinary process leads to patients getting infor-
mation at different time points, understanding this process will help us
decipher the best time to give patients a DA.

Limitations

Our study must be interpreted in the context of several limitations.
The pilot study had a small sample size and was not powered to detect
differences between treatment groups. Because completion of the study
survey was used to imply consent to participate in this pilot study,
subjects were randomized prior to providing implicit consent. While this
approach may result in an imbalance between randomly assigned study
arms, only 3 patients in our study failed to complete the study survey.
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Table 3. Descriptive statistics and test statistics for comparisons of exposure to
the heart team.

Measure Both One t(df) or P dorg
members member® 22(db)
Knowledgeb 71.3 £17 68.7 +£13.9 0.6 (41) .580 0.2
SDM process” 3.1+09 24+1.0 2.4 (42) .021 0.7
SURE top score 67 (12/18) 77 (20/26) 0.2(1) .506 0.1
CollaboRATE top 50 (9/18) 52 (13/25) 0() 1 0.0
score
IPC 47 (8/17) 48 (12/25) 0 1 0.0
Preference match 56 (10/18) 62 (16/26) 0() 761 0.0
Decision stage 3.1 (3) .363 0.3
Not thought 11 (2/18) 4 (1/26)
about it
Thinking about it 17 (3/18) 23 (6/26)
Close to choosing 22 (4/18) 8 (2/26)
Made a choice 50 (9/18) 65 (17/26)
Treatment 2(2) 493 0.2
preference
SAVR 6 (1/17) 19 (5/26)
TAVR 76 (13/17) 62 (16/26)
No treatment® 6 (1/17) 0 (0/26)
Unsure 12 (2/17) 19 (5/26)
Treatment received 1.5 (1) .18 0.2
SAVR 17 (3/18) 42 (11/26)
TAVR 72 (13/18) 58 (15/26)
Neither®* 11 (2/18) 0 (0/26)

Values are mean =+ standard deviation or % (n/N).

HVT, heart valve team; IPC, informed, patient-centered; SAVR, surgical aortic
valve replacement; SDM, shared decision-making; TAVR, transcatheter aortic
valve replacement.

@ For those patients who were surveyed after interacting with 1 member of the
heart team, 18 were from the intervention arm; 21 had seen only a valve team
cardiologist. Although these analyses only contained 44 patients, sensitivity
analyses that categorized all other patients as visiting with only one member of
the HVT showed similar results, but we reported only on the smaller sample here
for clarity.

" Indicates the use of t test.

© Given small sample sizes, this level of the variable was removed from the 3>
analysis.

4 Neither here indicates that the patient did not receive TAVR or SAVR.

Formal informed consent may be considered in future larger studies prior
to randomization to mitigate this risk. Ethnic and racial homogeneity of
the study cohort limits the generalizability of our results and reflects
previously identified disparities in the management of aortic stenosis.®
Furthermore, a quarter of patients did not have documented visits with
both HVT members during the 3-month study window. Delays in outpa-
tient care relating to the COVID-19 pandemic may have slowed the eval-
uation and the visit with the second HVT member. It is also possible that
the patient met with a cardiologist or cardiac surgeon outside of our
hospital system. Patients aged 55-59 and 80-85 years may not have been
considered strongly for both treatment modalities, limiting their percep-
tion of a decision.

Conclusions

Within a randomized pilot study, we found that the American College
of Cardiology DA for patients deciding between TAVR and SAVR
increased knowledge and improved perceived communication. We also
found that patients evaluated by both cardiology and cardiac surgery
HVT specialists experienced greater shared decision-making, supporting
the societal clinical practice guideline and CMS mandates for shared
decision-making and multidisciplinary HVT assessment for patients
being considered for AVR.
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