
https://doi.org/10.1177/1358863X20988780

Vascular Medicine
2021, Vol. 26(3) 273–280

© The Author(s) 2021
Article reuse guidelines:  

sagepub.com/journals-permissions
DOI: 10.1177/1358863X20988780

journals.sagepub.com/home/vmj

Introduction

Peripheral artery disease (PAD) is a burdensome condition 
that impacts an estimated 8.5 million Americans.1 It is an 
indicator of systemic atherosclerosis that results in lower 
extremity arterial blockages leading to impaired blood 
flow. Symptoms can present as exertional calf (or buttock 
or thigh) pain while walking that is relieved with rest 
(‘intermittent claudication’). PAD leg symptoms can 
severely affect a patients’ health status.2–4 In addition, 
1-year cardiovascular event rates are estimated to be over 
20% in patients with PAD, and mortality rates of 15–30% 
within 5 years of diagnosis have been noted.5–7

While cardiovascular risk management is recommended 
for all patients with PAD, multiple effective treatment 
options are available to relieve claudication symptoms.8,9 
These options range from non-invasive strategies, such as 
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pharmacologic treatment and supervised and home-based 
exercise therapy, to endovascular or surgical revasculariza-
tion procedures. While there is no ‘gold-standard’ treatment 
for PAD symptom relief, less invasive options are recom-
mended as a first-choice treatment and decisions to proceed 
with revascularization depend on the severity of symptoms, 
comorbidities, and response to previously tried non-inva-
sive options.8 Importantly, the preferences and treatment 
goals of the patient are major factors when considering PAD 
treatment options.8

Ideally, patients with PAD receive education on availa-
ble treatments, including the risks and benefits of each, to 
empower them to decide which treatment strategy most 
aligns with their personal goals and values. Achieving this 
vision requires developing tools for patients with new or 
worsening symptoms of claudication. After reviewing pub-
licly available decision-making tools for PAD, we created 
an evidence-based PAD treatment decision aid for patients 
with mild to severe claudication symptoms (Rutherford 
Grade I)10 and evaluated its acceptability as a foundation 
for the broader integration of shared decision-making into 
the clinical care processes for patients with PAD.

Methods

To develop the decision aid, we adhered to the International 
Patient Decision Aids Standards (IPDAS).11 Qualitative 
input was collected from patient and clinician stakeholders 
in three waves (Figure 1).

Wave I (November 1, 2011–August 27, 2016) was 
organized as part of the PORTRAIT study, which enrolled 
US patients with new or exacerbated PAD symptoms 
(Rutherford categories 1–3).12 Five patient focus groups 
(online supplemental Table 1) were conducted. 
Additionally, a patient expert panel and a clinician expert 
panel (a cardiologist, a vascular surgeon, and a vascular 
medicine specialist) were convened to provide perspec-
tives on decisional needs, perceived barriers to PAD deci-
sion-making, preferred treatment outcomes, PAD 

knowledge, and preferences for decision-making. Input 
was also obtained from clinicians, including physicians 
and allied health professionals (n = 34). Following these 
meetings, a steering committee meeting (KS, JS, KS, CD, 
DS, and expert panel members) (Figure 1) was organized 
to integrate the collected feedback and make decisions for 
further study design.

In Wave II (September 12, 2016–March 31, 2018), the 
stakeholder groups provided input on decision aid imple-
mentation and dissemination logistics as well as planning 
priorities. We also recruited patients and community mem-
bers from the Second Baptist Church in Kansas City, MO, 
and from the Diabetes Prevention Program in Kansas City, 
KS, to elicit their perspectives on formats and interpretabil-
ity of medical information, followed by another steering 
meeting (#1b; Figure 1) to review the input and the design 
of the prototype decision aid with a graphic design and vid-
eographer team.

The latest clinical guidelines (only Class I recommenda-
tions) from the American Heart Association and the 
American College of Cardiology13 provided the evidence 
base used to describe PAD, treatments, and outcomes.13

For the Alpha testing phase, the prototype decision aid 
was mailed to a convenience sample of 20 patients with 
PAD (Rutherford categories 1–3, recruited from the Saint 
Luke’s Health System vascular clinics in Kansas City, 
MO). The prototype decision aid was also sent to a con-
venience sample of 23 physicians and allied health profes-
sionals from Saint Luke’s Health System, Kansas City, 
MO; Yale University, New Haven, CT; University of 
Missouri, Columbia, MO; University Hospitals Cleveland, 
Cleveland, OH; University of Missouri Kansas City, Kansas 
City, MO; Hackensack University Medical Center, 
Hackensack, NJ; and Kansas University Medical Center, 
Kansas City, KS, between April 1 and August 31, 2018. For 
the patient stakeholders, there were six recurrent patients 
between Wave I and Wave II stakeholder interactions. For 
the provider stakeholders, there were nine recurrent provid-
ers between Wave I and Wave II. Within Wave II, the same 
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Figure 1.  Timeline of the development process of the SHOW-ME PAD decision aid.
PAD, peripheral artery disease; PI, principal investigator; SDM, shared decision making.
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stakeholders reviewed multiple iterations of the materials 
throughout and provided continuous feedback, including 
the alpha testing survey. Patients and clinicians filled out a 
44-item survey through REDCap,14 derived from previous 
decision aid frameworks (online supplemental Table 2)15,16 
on the user-friendliness of the decision aid materials (the 
website, printed brochure, and discussion cards). The clini-
cians also evaluated the decision aid using the IPDAS qual-
ity criteria for decision aids.11 For the IPDAS quality 
criteria evaluation, we addressed items for which less than 
75% of the reviewers felt that the criterion had been met. 
Following the Alpha testing and a steering meeting, revi-
sions to the decision aid were integrated.

The research was approved by the Institutional Review 
Board of the Saint Luke’s Health System, Kansas City, 
MO, and Yale University, New Haven, CT. All enrolled 
patients provided informed consent. Focus group discus-
sions were recorded, transcribed, and coded using descrip-
tive content analysis until thematic saturation occurred. 
The transcripts were coded by a multidisciplinary team of 
nurses, a psychologist, an interventional cardiologist, and 
community-based participatory health researchers (KS, 
CD, NS, CF, CP, DS) using the methodology by Hahn.17 
For each wave of focus groups, we kept interviewing stake-
holders until we reached content saturation, meaning that 
no new themes emerged. The descriptive data obtained 
from the Alpha testing survey was generated through the 
reporting functionality of REDCap.

Finally, the SHOW-ME PAD decision tool was regis-
tered and listed in the Ottawa Hospital Research Institute 
shared decision aid database.18

Results

For Wave I (Figure 1), an overview of stakeholder charac-
teristics and interactions are provided in the online 

supplemental Tables 1, 3, and 4. The identified decision 
needs were: symptom relief for PAD and finding the infor-
mation that would fit patients’ needs. Perceived barriers 
included a lack of information, the quality of the patient–
physician relationship, and variable information provided 
across different clinicians and care settings.

The following PAD treatment outcomes were identified 
as important: (1) rapid pain relief, (2) living longer, (3) 
improving quality of life, (4) cost of treatment, (5) avoiding 
loss of toes or legs, (6) timeline to return to normal activi-
ties, (7) decreasing risk of heart attack and stroke, (8) long-
lasting symptom relief, and (9) avoiding a procedure or 
surgery. In steering meeting 1a, it was decided that the 
treatment decision support should focus on highlighting the 
evidence13 of two treatment pathways (or combinations 
thereof) for PAD symptom relief: a non-invasive pathway 
that included medications and supervised exercise therapy 
(SET) and an invasive treatment pathway that included 
endovascular and surgical options. The option of ‘do noth-
ing’ was also included. Per the guidelines, lifestyle man-
agement for PAD is recommended for everyone, regardless 
of the treatment path(s) chosen to relieve the PAD symp-
toms (Figure 2, left panel). The following consolidated 
treatment outcomes were highlighted in the decision aid 
concept: (1) symptom relief and quality of life; (2) cost; (3) 
decreased risk of heart attack and stroke; (4) avoid loss of 
toes or legs; and (5) timeline of return to normal activities 
(Figure 2, middle panel).

For Wave II (Figure 1), patients indicated that they 
wanted a variety of educational materials (video, paper, 
website) to meet their PAD treatment decision needs (online 
supplemental Table 4). The clinician stakeholders’ priority 
was that the decision aid materials be made available for 
review within and outside of the clinical setting, typically 
following a diagnostic test for PAD. By designing the pro-
cess in this way, the patient would come in prepared and 

Figure 2.  Original conceptual overview of the SHOW-ME PAD decision aid.
PAD, peripheral artery disease.
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had identified questions they wanted to discuss with their 
clinician. The prototype decision aid resulted in a website 
(https://showme-pad.org) with patient stories summarized 
in videos (vignettes) and physician videos with treatment 
and outcomes information. In addition, different treatment 
pathway and outcomes information was summarized 
through discussion cards, with each card highlighting the 
PAD treatment goals and outcomes as established in Wave 
I. A paper version of the decision aid materials mirrored the 
website materials (Figure 2, right panel).

For the Alpha testing, patient and clinician characteris-
tics are presented in Tables 1 and 2. All patients and clini-
cians thought the information provided in the brochure was 
relevant, and that the brochure was easy to use (100% and 
90.0%, respectively). Patients and clinicians agreed that the 
different treatments were presented in a balanced manner 
(brochure 87.5% and 85.0%, respectively; website 85.7% 
and 88.2%, respectively). When looking at aesthetics, 
84.2% of patients and 94.7% of clinicians indicated the 
brochure looked visually attractive; 92.9% and 88.2%, 
respectively, thought the same for the website. Patients and 
clinicians thought that the language for both the brochure 
(94.4% and 100%, respectively) and the website (100% and 
94.1%, respectively) was easy to understand. Risks of treat-
ments were thought to be presented in a realistic way (range 
83.3–92.3% for patients; range 90.0–100% for clinicians). 
Patients and clinicians agreed that the brochure (75% and 
65.0%, respectively) and the website (85.7% and 76.5%, 
respectively) would be useful instruments for PAD deci-
sion-making. Of all the clinicians surveyed, 88.8% would 
recommend the decision aid in their own practice. While 
40% of the clinicians thought the information in the bro-
chure was too much, only 15% of the patients thought the 
information offered was too much. For the website infor-
mation, a total of 25% of the patients thought the informa-
tion was too much, and 26% of the clinicians thought there 
was too much information offered. Further reporting and 
details of the survey results are presented in Table 3.

Online supplemental Tables 4–6 provide an overview of 
all alpha testing stakeholder suggestions and the Steering 3 
action items. The main change was the consolidation of the 
nine separate discussion cards (both for brochure and web-
site) into a streamlined side-by-side overview of the pros and 
cons for each treatment modality. In direct response to the 
feedback that materials were containing too much informa-
tion, we only focused on two patient-centered outcomes: 
symptoms and quality of life; and returning to usual activi-
ties. Generic cost information, tips, and resources for medi-
cal treatments were summarized underneath the decision aid. 
The decision aid was made central in the brochure as a fold 
out. The website was updated so that patients could choose to 
go straight to the decision aid, or they could review a 1.5-min-
ute compilation video. Online supplemental Figure 1 pro-
vides an overview of the revised decision aid.

Discussion

Given the preference-sensitive nature of PAD treatments, 
having a reliable, objective, evidence-based decision-mak-
ing tool is an important, currently unmet, need. To address 
this, we designed and tested a decision tool to assist patients 
and clinicians to make more informed, participatory deci-
sions about PAD treatment. We worked intensely with 
patient and clinician stakeholders to design and alpha test a 
tool that would support patients with new or worsening 
symptoms of PAD in understanding and considering differ-
ent treatment options for PAD symptom relief. Patients 
expressed interest in learning more about five different 
PAD treatment outcomes: (1) symptom relief and quality of 
life; (2) cost of treatment; (3) decreased risk of heart attack 
and stroke; (4) avoid loss of toes or legs; and (5) timeline of 

Table 1.  Overview of patient characteristics.

Patient characteristic n = 20

Age, years, mean ± SD 70 ± 12
Female 12 (60)
Race (n = 19 responses) 
  American Indian/Alaska Native 0 (0)
  Black/African American 7 (35)
  Native Hawaiian/Pacific Islander 0 (0)
  White 12 (60)
  Other 0 (0)
  Hispanic ethnicity 0 (0)
Greater than high school education 13 (65)
Married 12 (60)
Full-time or part-time employed 4 (20)
Living location
  Urban 11 (55)
  Suburban  
How long have you had PAD? (n = 19 responses) 
  < 1 year 1 (0.05)
  1–2 years 4 (20)
  2–3 years 2 (10)
  ⩾ 3 years 12 (60)
PAD stage
  Claudication 10 (50)
  Non-healing wounds 6 (30)
  Amputation 4 (20)

Data are presented as numbers (percentages), unless otherwise stated.
PAD, peripheral artery disease.

Table 2.  Overview of PAD clinician characteristics.

Clinician characteristic n = 23

Specialist type
  Cardiologist 8 (35)
  Vascular surgeon 2 (9)
  Wound care specialist 0 (0)
  Internal medicine 3 (13)
  Other 10 (44)
Years practicing
  0–5 10 (44)
  6–10 4 (17)
  11–15 2 (9)
  16–20 0 (0)
  21 + 7 (30)
Practice facility type
  Academic 20 (87)
  Non-academic 3 (13)

Data are presented as numbers (percentages), unless otherwise stated.
PAD, peripheral artery disease.
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Table 3.  Alpha testing results.

Evaluation criteria Patients
(n = 20)

Clinicians
(n = 23)

BROCHURE EVALUATION
For the paper brochure, I think the amount of information is 
too much
 � Agree 3 (15) 8 (40)
 � Disagree 17 (85) 10 (50)
 � Do not know 0 (0) 2 (10)
For the paper brochure, I think the brochure will do more harm 
than good
 � Agree 1 (5) 3 (15)
 � Disagree 18 (90) 16 (80)
 � Do not know 1 (5) 1 (5)
For the paper brochure, I think the brochure contains informa-
tion that can help a patient decide about PAD treatment
 � Agree 20 (100) 18 (90)
 � Disagree 0 (0) 1 (5)
 � Do not know 0 (0) 1 (5)
For the paper brochure, I think the information is relevant
 � Agree 20 (100) 20 (100)
 � Disagree 0 (0) 0 (0)
 � Do not know 0 (0) 0 (0)
I think the paper brochure is easy to use
 � Agree 20 (100) 18 (90)
 � Disagree 0 (0) 1 (5)
 � Do not know 0 (0) 1 (5)
For the paper brochure, I think the different sections are pre-
sented in a clear manner
 � Agree 20 (100) 18 (90)
 � Disagree 0 (0) 1 (5)
 � Do not know 0 (0) 1 (5)
For the paper brochure, I think the information is easy to 
understand
 � Agree 19 (95) 17 (85)
 � Disagree 1 (5) 0 (0)
 � Do not know 0 (0) 3 (15)
For the paper brochure, I think the different PAD treatments 
are explained in a clear manner
 � Agree 18 (95) 16 (80)
 � Disagree 0 (0) 3 (15)
 � Do not know 1 (5) 1 (5)
For the paper brochure, I think the pros and cons of PAD treat-
ments are presented in a clear manner
 � Agree 19 (95) 16 (84)
 � Disagree 0 (0) 2 (11)
 � Do not know 1 (5) 1 (5)
For the paper brochure, the invasive treatment information is 
easy to understand
 � Yes 17 (90) 17 (85)
 � No 2 (11) 3 (15)
The risks of invasive treatments in the paper brochure seem
 � Underestimated 3 (17) 2 (10)
 � Overestimated 0 (0) 0 (0)
 � Realistic 15 (83) 18 (90)
For the paper brochure, the non-invasive treatment information 
is easy to understand
 � Yes 18 (95) 20 (100)
 � No 1 (5) 0 (0)

Evaluation criteria Patients
(n = 20)

Clinicians
(n = 23)

The risks of non-invasive treatments in the paper brochure 
seem
 � Underestimated 3 (16) 0 (0)
 � Overestimated 0 (0) 0 (0)
 � Realistic 16 (84) 20 (100)
Do you feel the information in the paper brochure and decision 
cards is balanced between invasive and non-invasive PAD treat-
ment options?
 � Yes 14 (88) 17 (85)
 � No, slanted towards invasive 1 (6) 1 (5)
 � No, slanted towards non-

invasive
1 (6) 2 (10)

I think the brochure looks visually attractive
 � Agree 16 (84) 18 (95)
 � Disagree 1 (5) 0 (0)
 � Do not know 2 (11) 1 (5)
For the paper brochure, I think the font and font size are easy 
to read
 � Agree 15 (79) 14 (70)
 � Disagree 4 (21) 5 (25)
 � Do not know 0 (0) 1 (5)
How would you rate the paper brochure length?
 � Too long 5 (26) 5 (25)
 � Too short 1 (5) 1 (5)
 � Just right 13 (68) 14 (70)
How would you rate the amount of information shared in the 
paper brochure?
 � Too much 4 (23.5) 7 (35)
 � Too little 1 (5.9) 0 (0)
 � Just right 12 (70.6) 13 (65)
Overall, the paper brochure is easy to understand
 � Yes 17 (94.4) 20 (100)
 � No 1 (5.6) 0 (0)
The paper brochure is useful in decision making
 � Yes 12 (75) 13 (65)
 � Yes, with recommended 

improvements
4 (25) 6 (30)

 � No 0 (0) 1 (5)
WEBSITE EVALUATION
For the website, I think the amount of information is too much
 � Agree 4 (25) 5 (26)
 � Disagree 9 (56) 8 (42)
 � Do not know 3 (19) 6 (32)
For the website, I think it will do more harm than good
 � Agree 3 (19) 2 (11)
 � Disagree 10 (63) 12 (63)
 � Do not know 3 (19) 5 (26)
For the website, I think it contains information that can help a 
patient decide about PAD treatment
 � Agree 14 (88) 14 (74)
 � Disagree 0 (0) 2 (11)
 � Do not know 2 (13) 3 (16)
For the website, I think the information is relevant
 � Agree 14 (88) 15 (79)
 � Disagree 0 (0) 0 (0)
 � Do not know 2 (13) 4 (21)

(Continued) (Continued)

Table 3. (Continued)
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Evaluation criteria Patients
(n = 20)

Clinicians
(n = 23)

I think the website is easy to navigate
 � Agree 13 (81) 14 (74)
 � Disagree 1 (6) 2 (11)
 � Do not know 2 (13) 3 (16)
For the website, I think the sections are presented in a clear 
manner
 � Agree 13 (81) 14 (74)
 � Disagree 1 (6) 2 (11)
 � Do not know 2 (13) 3 (16)
For the website, I think the information is easy to understand
 � Agree 13 (81) 14 (74)
 � Disagree 1 (6) 1 (5)
 � Do not know 2 (13) 4 (21)
For the website, I think the different PAD treatments are ex-
plained in a clear manner
 � Agree 13 (81) 12 (67)
 � Disagree 1 (6.3) 3 (17)
 � Do not know 2 (13) 3 (17)
For the website, I think the pros and cons of PAD treatment 
are presented in a clear manner
 � Agree 13 (81) 12 (63)
 � Disagree 0 (0) 3 (16)
 � Do not know 3 (19) 4 (21)
For the website, the invasive treatment information is easy to 
understand
 � Yes 11 (100) 14 (82)
 � No 0 (0) 3 (18)
The risks of invasive treatment on the website seem
 � Underestimated 1 (8) 1 (6)
 � Overestimated 0 (0) 0 (0)
 � Realistic 12 (92) 16 (94)
For the website, the non-invasive treatment information is easy 
to understand
 � Yes 13 (93) 17 (100)
 � No 1 (7) 0 (0)
The risks of non-invasive treatments on the website seem
 � Underestimated 1 (8) 1 (6)
 � Overestimated 0 (0) 0 (0)
 � Realistic 12 (92) 16 (94)
Do you feel the information on the website is balanced between 
invasive and non-invasive PAD treatment options?
 � Yes 12 (86) 15 (88)
 � No, slanted towards invasive 1 (7) 1 (6)
 � No, slanted towards non-

invasive
1 (7) 1 (6)

I think the website looks visually attractive
 � Agree 13 (93) 15 (88)
 � Disagree 1 (7) 0 (0)
 � Do not know 0 (0) 2 (12)
For the website, I think the font and font size are easy to read
 � Agree 14 (100) 13 (81)
 � Disagree 0 (0) 1 (6)
 � Do not know 0 (0) 2 (13)
How would you rate the amount of information shared on the 
website?
 � Too much 3 (21) 2 (12)
 � Too little 0 (0) 3 (18)
 � Just right 11 (79) 12 (71)

Evaluation criteria Patients
(n = 20)

Clinicians
(n = 23)

Overall, the website is easy to understand
 � Yes 11 (100) 16 (94)
 � No 0 (0) 1 (6)
The website tool is useful in decision making
 � Yes 12 (86) 13 (77)
 � Yes, with recommended 

improvements
2 (14) 3 (18)

 � No 0 (0) 1 (6)
The decision aid provides enough information for a PAD patient 
to decide on a treatment
 � Yes, for both versions 15 (94) 15 (83)
 � Yes, for only the paper 

brochure
1 (6) 0 (0)

 � Yes, for only the website 0 (0) 0 (0)
 � No 0 (0) 3 (17)
For both versions, the decision card topics are
 � Well chosen 14 (93) 17 (94)
 � At least one needs to be 

removed
1 (7) 1 (6)

 � At least one needs to be 
added

0 (0) 0 (0)

Do you feel the content of the brochure and website are con-
sistent?
 � Yes 15 (100) 16 (100)
 � No 0 (0) 0 (0)
Do you find the PAD Quiz and Your Preferences Matter helpful 
in PAD decision-making
 � Yes, for both versions 12 (80) 16 (89)
 � Yes, for only the paper 

brochure
0 (0) 1 (6)

 � Yes, for only the website 0 (0) 0 (0)
 � No 3 (20) 1 (6)
I would recommend the Show-Me PAD decision aid for PAD 
patients
 � Yes, for both versions 16 (89)
 � Yes, for only the paper 

brochure
0 (0) 

 � Yes, for only the website 1 (6)
 � No, I would not recommend 

either
0 (0) 

 � No, I do not recommend 
decision aids in general

1 (6)

Data are presented as numbers (percentages).
PAD, peripheral artery disease.

Table 3. (Continued) Table 3. (Continued)

(Continued)

return to normal activities. These outcomes defined the 
framework for presenting levels of evidence for non-inva-
sive and invasive treatment options for PAD symptom 
relief provided in a variety of modalities (website, videos, 
and printed materials) to facilitate the treatment discussion 
with the clinician, but also to be used as a resource to 
patients in preparation of their visit.

Overall, the current SHOW-ME PAD decision aid was 
well received and next steps for an update of the tool for 
implementation testing (beta testing) in routine clinical 
practice (PAD specialty setting) are being developed. To 
date, tools for shared decision-making in PAD have not 
been widely developed or studied. A decision aid has been 
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developed by Healthwise,19 but it does not highlight the 
patient-centered aspects of outcomes following PAD treat-
ment options and does not highlight specific benefits of 
individual evidence-based strategies, such as SET, whereas 
the SHOW-ME PAD tool focuses on all potential treatment 
options as well as the patient experience. With patients and 
clinicians, we co-created a platform that takes into account 
the latest evidence about all available treatment options and 
their outcomes for PAD symptom relief,13 as well as 
patients’ preferences with regards to treatment and poten-
tial outcomes that matter to them.20

Decision aids that facilitate shared decision-making 
have demonstrated the potential to be cost saving because 
less invasive options are often preferred by patients when 
given a choice; higher treatment satisfaction and knowl-
edge are provided; and there is less decision conflict after 
the decision has been made.20,21 While there is no ‘gold-
standard’ treatment for PAD, less invasive options are gen-
erally recommended as a first-choice treatment; however, 
personal preferences, quality of life considerations, or ana-
tomical factors should also weigh into a treatment deci-
sion.8 Each of the treatment options has specific risks and 
benefits. Patients may not know the risks and benefits asso-
ciated with each treatment and how these align with their 
treatment preferences and goals. Patient-centric tools like 
the SHOW-ME PAD decision aid could be used to better 
tailor decision-making with patients’ preferences and 
improve the quality of medical decision-making.

The next steps for the evaluation of the SHOW-ME PAD 
decision aid are designing and testing clinical workflows for 
implementation in a PAD specialty care setting. Testing of 
the tool is currently being conducted a pre-post design 
study22 in patients with new or worsening PAD symptoms 
who consult with a PAD specialty care clinic in the US. The 
study goals are to understand if a decision aid reduces ‘deci-
sional conflict’ (i.e. uncertainty and insufficient support and 
information to make a medical decision) and increases 
patient knowledge of treatment options. Also, as SHOW-ME 
PAD is currently designed as a static tool (i.e. no individual-
ized risk prediction for certain outcomes), further develop-
ment is needed to integrate validated risk prediction models 
for relevant outcomes (e.g. risk of bleeding or developing 
acute kidney injury associated with peripheral angioplasty, 
health status outcomes), and integrate the newest results of 
comparative effectiveness research as evidence becomes 
available. Further testing of the decision aid in a randomized 
design is also anticipated to compare in the most valid 
method the benefits of shared decision-making in PAD.

Study limitations

While the study has adhered to the IPDAS evaluation crite-
ria, and was conceptualized to be patient-centric, it does 
have limitations. The tool was designed for the PAD spe-
cialty care setting and primarily in academic settings. It is 
unclear whether it will be acceptable or effective in other 
settings. Given the use of convenience sampling for this 
alpha testing stage, validation in larger populations and 
geographies would be warranted to ensure wider generaliz-
ability. Patients with claudication and clinicians treating this 
condition were intensely involved throughout all phases of 

design and development of the decision aid. However, in the 
alpha testing phase, patients with more advanced expression 
of the disease (those with wounds or a history of amputa-
tion) also evaluated the decision aid and it is unclear whether 
their advanced disease process may have impacted the way 
they rated the materials. Furthermore, while we relied on the 
most recent guideline information, the body of comparative 
effectiveness research in PAD is still being built and, as evi-
dence becomes available, shared decision-making platforms 
such as SHOW-ME PAD will need periodic updating.

Conclusion

The goal of SHOW-ME PAD is to make the existing evi-
dence on treatment outcomes – focusing on health status 
outcomes that reflect the patients’ perspective – easily 
available to patients and clinicians, such that more informed, 
evidence-based, shared treatment decisions occur. This 
study serves as the foundation for future efforts to build 
shared decision-making platforms for patients with PAD 
facing important treatment decisions. We demonstrated the 
feasibility of this vision and gained important insights into 
the barriers and facilitators of implementing personalized 
shared decision-making tools in routine clinical care. The 
SHOW-ME PAD platform has the potential to reorganize 
care delivery to patients with PAD in a way that creates 
more value for the patient and society.
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