Received: 1 June 2020

Revised: 1 September 2020

Accepted: 2 September 2020

DOI: 10.1111/hex.13133

ORIGINAL RESEARCH PAPER

WILEY

Exploring patient and pharmacist perspectives on complex
interventions for cardiovascular prevention: A qualitative
descriptive process evaluation

David J. T. Campbell MD, PhD, Assistant Professor’:22® |

Terry Saunders-Smith BSc, Research Coordinator?

| Braden J. Manns MD, MSc, Professor’? |

Marcello Tonelli MD, SM, Professor*?> | Noah Ivers MD, PhD, Associate Professor*” |
Brenda R. Hemmelgarn MD, PhD, Professor® | Ross T. Tsuyuki PharmD, MSc, Professor®’ |
Raj Pannu PhD, Chief Executive Officer® | Kathryn King-Shier PhD, RN, Professor”’

1Department of Community Health
Sciences, Cumming School of Medicine,
University of Calgary, Calgary, AB, Canada

’Department of Medicine, Cumming School
of Medicine, University of Calgary, Calgary,
AB, Canada

3Department of Cardiac Sciences, Cumming
School of Medicine, University of Calgary,
Calgary, AB, Canada

4Department of Family & Community
Medicine, Faculty of Medicine, University of
Toronto, Toronto, ON, Canada

>Department of Family & Community
Medicine, Women's College Hospital,
Toronto, ON, Canada

®Department of Medicine, Faculty of
Medicine & Dentistry, University of Alberta,
Edmonton, AB, Canada

’Department of Pharmacology, Faculty of
Medicine & Dentistry, University of Alberta,
Edmonton, AB, Canada

8Emergence Creative, New York, NY, USA

9Faculty of Nursing, University of Calgary,
Calgary, AB, Canada

Correspondence

David Campbell, University of Calgary-3280
Hospital Dr, Calgary, AB T2N 4Z6, Canada.
Email: dcampbel@ucalgary.ca

Funding information

This work was supported by Alberta
Innovates-Health Solutions (grant number
20190042); the University of Calgary
Clinical Research Fund (grant number
CRF15-018); and the Canadian Institutes of

Abstract

Background: The Assessing outcomes of enhanced Chronic disease Care through
patient Education and a value-baSed formulary Study (ACCESS) is a randomized con-
trolled trial evaluating two interventions targeting barriers to care among those at
high risk of cardiovascular disease: copayment elimination for cardioprotective medi-
cations, and a tailored self-management support programme. We designed a process
evaluation to better understand participant perspectives on the interventions.
Design: We used a qualitative descriptive study design, collecting patient and phar-
macist feedback via individual semi-structured telephone interviews and in-person
focus groups. Data were analysed inductively using thematic analysis.

Results: Fifty-three patients (39 interviews and 14 in two focus groups) and 20 phar-
macists participated. Copayment elimination provided quality of life benefits: minimiz-
ing the need to 'cut-back’, allowing 'peace of mind' and providing emotional support.
Health-related benefits included: improving adherence to covered medications, and
helping to afford non-covered goods. The only criticism was that not all medications
and testing supplies were covered. Patients reported that the educational materials
provided helpful information, acted as a reminder, improved confidence, improved
adherence to medication, and helped initiate conversations with providers about in-
dicated medication. Some participants felt that the educational materials were repeti-
tive, overly medication-focused and not tailored enough. Pharmacists felt that their
patients benefitted from both interventions, which improved patient adherence and
communication with their patients.

Conclusion: The success of interventions intended to change behaviour is largely

dependent upon participant's feelings that the intervention is helpful. This process
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1 | INTRODUCTION

Many patients at high cardiovascular (CV) risk have chronic con-
ditions requiring them to engage in self-management to achieve
optimal outcomes.! Self-management often includes taking med-
ications regularly, following specified diets, self-monitoring and
being physically active.? Unfortunately, patients often face sub-
stantial barriers that impede their ability to self-manage, pre-dis-
posing them to development or progression of cardiovascular
disease (CVD). Two particularly common barriers include lack of
knowledge regarding chronic conditions/CV risk, and how to man-
age those appropriately*; and financial barriers, which impede ac-
cess to the prerequisites needed for optimal self-management.>”
Recent evidence suggests that addressing these barriers has the
potential to improve patient outcomes. Specifically, in health-care
systems that require patients to pay for medications, reducing
patients' financial barriers through policies such as copayment
elimination has been demonstrated to improve adherence and
reduce CV risk.22° In diverse settings, improving chronic condi-
tion knowledge through self-management education has demon-
strated promise in helping patients reduce CV risk,'**® and is
recommended by major international guidelines.“'17 Conducting
qualitative research along side interventional studies is recognized
as being important to elucidate feedback on trial interventions and
implementation processes.*®2° While there are high-quality trials
supporting the role of interventions to target financial and knowl-
edge-related barriers, qualitative studies about the implemen-
tation and acceptability of the interventions are not frequently
reported in the published literature.

The Assessing outcomes of enhanced Chronic disease Care
through patient Education and a value-baSed formulary Study, or
ACCESS trial, is an on-going factorial 2 x 2 pragmatic randomized
controlled trial, which started in November 2015. The trial aims to
evaluate the impact of two interventions targeting financial barriers
and lack of knowledge, among low-income seniors with high CV risk
in Alberta, Canada.?!?2 The interventions are as follows: (1) a com-
prehensive tailored self-management education and support (SMES)
programme including facilitated relay of clinical information to par-
ticipants' health-care providers; and (2) elimination of copayments
for select high-value cardioprotective medications (comparing with
standard care: copayments of 30% of drug costs, to a maximum of
$25/medication/dispensation). We hypothesized that these inter-
ventions would result in improved medication adherence and health
behaviour changes, ultimately resulting in fewer hospitalizations, CV

events and deaths.

evaluation provided insights into participants' perceptions on these interventions.

Reception of both was largely positive with a few criticisms noted.

participant focus group, pharmacist, qualitative, randomized controlled trials, vulnerable

While our interventions were grounded in theory,?! their success-
ful implementation was essential for changing participant behaviour.
Therefore, we designed ACCESS as a hybrid effectiveness-imple-
mentation trial (type 1)% featuring a qualitative descriptive imple-
mentation study to help us assess participants' perspectives on the
interventions. The objective was to assess the implementation of
our interventions and learn how to better support behaviour change
for CV risk reduction in order to make further modifications to the
interventions for the rest of the trial. We explored participants' and
recruiting pharmacists' perspectives on the strengths and limitations
of the trial interventions.

2 | METHODS
2.1 | ACCESS trial

This process evaluation was a substudy nested within the ACCESS
trial. Eligible participants were adults over 65 years with an annual
household income <$50 000 who were at high risk of CV events
(diagnosis of any one of: chronic kidney disease, coronary artery dis-
ease, heart failure or stroke; or at least two of: diabetes, high cho-
lesterol, high blood pressure or smoking). Enrolment was conducted
through a variety of sources, the largest of which was community
pharmacists, starting in November 2015 and ending in September
2018.22 4674 patient participants were randomized into one of the
four groups (self-management education, copayment elimination,
both interventions or control). Follow-up surveys and administrative
health data are being used to collect data over a 3-year period. The
primary outcome of the ACCESS trial is to determine the effect of
these novel interventions on relevant clinical endpoints (mortality,
myocardial infarction, cerebrovascular events, need for revascu-
larization and chronic disease-related hospitalizations). The trial is
on-going, with continued follow-up of patients happening through
2021. The qualitative work presented here was designed in the pro-
tocol to provide feedback on the study interventions and to allow for
changes to the interventions to improve their acceptability to study
participants.?! There were approximately 500 participants enrolled
and randomized in the ACCESS trial at the time this qualitative work
was launched, with roughly equal numbers between the four arms
of the trial.

The SMES intervention, branded as MOXIE, was codeveloped
by the ACCESS team and a marketing firm (EMERGENCE Creative).
Both the branding and the fact that the messaging was provided

by a fictional 'peer' (named Moxie) were designed to engender
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personalized patient engagement. Those enrolled in this arm of
the trial received weekly 'postcards from a friend', colourful trifold
mailers with graphics focused on various aspects of CV risk reduc-
tion. This strategy was used as it was hoped that by giving people
physical objects to place around their homes, they may serve as
subtle reminders for behaviour change. Participants who stated a
preference for electronic communication during eligibility screen-
ing received regular emails and access to a personalized electronic
platform in addition to the mailers. The details of the programme
are reported elsewhere,?! but tailoring of health information was
on the basis of a few specific variables collected at the baseline
assessment: patient's individual CV risk factors, smoking status,
current medication use, and patient's self-reported barriers to
medication adherence. MOXIE provided additional 'health tools'
for patients including pedometers and health tracking books.
Finally, MOXIE included a facilitated relay intervention whereby
patients were sent letters regarding indicated medications, which
were tailored based on the information provided at baseline.
Patients were instructed to take the letters to their prescribing
physicians and pharmacists to start a discussion about cardio-
protective medications the patient should be taking (specifically
statins and ACE inhibitors/angiotensin receptor blockers).

Standard publicly funded health benefits for seniors in Alberta
provide them with premium-free medication insurance coverage,
but patients are required to pay a copayment of 30% of the list price
of each medication, to a maximum of $25 CAD per prescription.?*
The copayment elimination intervention was designed so that those
randomized to this would have their copayments reduced to O for
select high-value CV preventive medications including the following:
statins, beta blockers, ACE inhibitors, angiotensin receptor blockers,
calcium channel blockers, diuretics, antiplatelet agents, anticoagu-
lants, oral antidiabetes agents, insulin and smoking cessation aids.
Other types of medications were not covered by this programme,
neither were diabetes self-monitoring supplies and other medical
devices.

Participants who were randomized to the control arm of the trial
received neither MOXIE nor copayment elimination. They continued
to receive standard care through their regular health-care providers

and retained their usual copayment for medications.

2.2 | Conceptual framework and study design

Two conceptual frameworks influenced the design of this study.
First, the health belief model summarizes how and why people
make health behaviour choices,?” and includes the constructs of
perceived: susceptibility, severity, benefit and barriers—many of
which can be targeted by SMES. Second, the framework proposed

12 postulates how financial barriers may affect

by Campbell et a
clinical outcomes. These frameworks were used to inform the de-
velopment of interview guides and preliminary coding templates.
We used a qualitative descriptive study design to achieve the ob-

jectives of our process evaluation.?” Ethical approval was received

WILEY-

from the University of Calgary Conjoint Health Research Ethics
Board (REB13-1241).

2.3 | Sampling

Our target population for this qualitative process evaluation were
trial participants (patients) and pharmacists who were involved in
the recruitment process for the ACCESS study. We used separate
purposive sampling strategies for patients and pharmacists. For
each group, we defined several important characteristics that we
wished to have represented in our final sample and contacted po-
tential participants by phone. For patients, we anticipated needing
to interview 30 individuals, though we planned to continue sam-
pling until thematic saturation was achieved. Given that our objec-
tive was to receive feedback on the study interventions, we only
sampled from those who received at least one intervention (i.e. not
controls). We recognized that a variety of patient characteristics
might affect their experience and perspectives on the interven-
tions. The sampling considerations for participation in interviews

included the following:

e Gender (men/women): gender differences have been noted in
self-management behaviour and perspectives.28

e Income ($<30 000 vs $30-50 000): those with lower incomes may
stand to receive greater value from copayment elimination.

e Those who had perceived financial barriers on intake question-
naire: as above.

e Those who were not on indicated medications (i.e. ACE inhibitors/
ARBs or statins) during enrolment: as those not on these medica-
tions were thought to be able to provide an important perspective
on how the intervention impacted their medication use.

e Those who indicated less-than-perfect medication adherence
during enrolment: as above.

e Type of intervention received (MOXIE, copayment elimination, or
both): in order to ensure that we had perspectives of each inter-
vention adequately represented.

For focus groups, we used a similar, but more limited, set of sam-
pling criteria, including the following: gender, income, type of inter-
vention received and method of recruitment (word of mouth/referral
vs seeing recruitment material in a public space).

For pharmacists, we anticipated the need to interview 20 indi-
viduals and we used the following sampling strata:

e Urban/rural location: Pharmacists in rural locations often have
more involvement in patient care than in busy urban pharmacies.

e Chain/independent pharmacy: as above.

e Gender (men/women): gender-based differences in pharmacy
practice have been noted.?%°

e Those who had more significant involvement in recruiting for
the study (i.e. recruiting 3 or more participants into the study)

and those with less substantial involvement: those with more
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involvement were felt to be likely to provide more rich data, while
those less involved could provide rationale for why they had not

been more involved.

2.4 | Data collection

Individual interviews were chosen as the principal means of data
collection, as we were asking patients about how their personal
situations changed as a result of the intervention. Patients were
eligible to participate in an interview 6 months post-enrolment.
Given that our participants lived all over the province of Alberta,
in-person interviews were deemed to not be feasible. Therefore,
we used semi-structured telephone interviews®' to collect
data from patients. Individual interviews were approximately
30-60 minutes in duration. Interviewers were aware of some of
the participants' responses from their baseline questionnaire (ie
whether they were taking indicated medications), which helped
tailor the questions that would be asked of participants in the
interview.

Interviews were supplemented with 2 in-person focus groups,
held 1.5 years post-ACCESS trial launch, which were conducted at
the University of Calgary and lasted 2 hours. These focus groups
were primarily focused on patients' recruitment experiences, and
using this forum helped provide a richer discussion and to inform a
relaunch of trial recruitment activities.

Additionally, we conducted telephone interviews with pharma-
cists, which ranged from 20 to 50 minutes in duration. The domains
included in the interview and focus group guides for patients were

(see Appendices A and B) as follows:

e Barriers to adherence/self-management, and changes to these.

e General feelings towards the specific intervention they re-
ceived (copayment elimination, self-management education, or
both).

e Whether the intervention had addressed financial and/or knowl-
edge issues.

e Which aspects of their intervention had been helpful, and which
had not.

o Why the intervention was successful at changing behaviour or
not.

e What could be changed in the intervention to make it more
helpful.

Pharmacists who helped recruit for ACCESS?? were also inter-
viewed. Topics included in the interview guide for pharmacists were

(see Appendix C) as follows:

o Familiarity with the ACCESS trial.

e Experiences with patients receiving the copayment elimination
intervention.

e Experiences with patients receiving the MOXIE intervention, in-

cluding the embedded facilitated relay intervention.

Patient and pharmacist interviews were conducted individually
by two female research assistants who were trained in qualita-
tive interviewing and had no prior relationships with participants.
Interview guides were piloted with other members of the research
team to ensure the questions flowed and the interviewers were
comfortable with the sequence of questions. Focus groups were
conducted by DJTC (male, Co-Principal Investigator) and TSS (fe-
male, Research Coordinator) with other research staff present to
help take notes. Participants were informed of the purpose of the
interviews and focus groups. Notes were taken during all interviews
and focus groups, and the proceedings were digitally recorded and

transcribed verbatim by a professional transcriptionist.

2.5 | Data analysis

Interview transcripts were imported into NVivo 11 software (QSR)
to help organize the qualitative data. Analysis was undertaken by
two independent reviewers (research assistant and TSS). Thematic
analysis techniques were used to code the transcripts.®? We started
with a preliminary coding template based upon the interview guides.
Codes were added by each individual reviewer in an inductive fash-
ion. The coders met to resolve discrepancies, involving a third re-
viewer when necessary (DJTC). The team met to amalgamate similar,
granular codes into broader theme groups.

3 | RESULTS

We conducted individual interviews with 39 patients (Table 1); 38
patients declined to participate in an interview. More of those inter-
viewed were men with lower incomes and native English speakers
(Table 1). In addition, we hosted 2 focus groups (n = 8 and n = 6);
these patients were generally older and had lower incomes (Table 1).
We approached 27 pharmacists for interviews, and 20 agreed to
participate. As expected, the pharmacists had a relatively even dis-
tribution across the sampling criteria (Table 2). There were, however,
slightly more men than women, and more pharmacists from rural
settings than from urban centres (Table 2).

The three main topical areas covered by the interviews/focus
groups were as follows: (1) feedback on the copayment elimina-
tion intervention, (2) feedback on the SMES intervention, and (3)
feedback on the facilitated relay intervention embedded within the
SMES. Further supporting quotes for each area and subarea are pro-
vided in Table 3. Identifiers are provided for each quote, which link

to the participant tables (Appendices D and E).

3.1 | Area 1: copayment elimination feedback

Participants who received the copayment elimination intervention
were overwhelmingly positive about the intervention. There were two

main themes of positive feedback regarding this intervention: benefits
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TABLE 1 Characteristics of patient participants

Focus Focus
Interviews  group 1 group 2
(n=39) (n=38) (n=6)
Intervention
Copayment elimination 19 8 0
Self-management 24 0
education
Gender
Woman 15 4 4
Man 24
Age
65-70 12
7175 12
>75 15 4 1
Income
$0-29 999 24
$30-50 000 15 3
Marital status
Married/common law 20 3
Single/other 19 5 4
Highest level of education
Post-secondary diploma or 14 3 4
higher
Less than post-secondary 25 5 2
diploma
Number of people living in household
1 12 5
22 27 3 4
Country of birth
Canada 26 4 5
Other 13 4 1
Native language
English 33 6 5
Other 6 2 1
Health literacy?
Adequate 26 7 5
Inadequate 13 1 1

aUsing validated single-item screening tool.?*

to quality of life and direct health-related benefits. Many participants
described that the elimination of copayments benefited their quality
of life, as it alleviated the need for budgeting closely: 'l have some extra
to spend and it makes it easier to not have to budget quite as closely | did
prior to that' [Pt16].

In addition to this benefit, several participants voiced that the
elimination of copayments improved their health directly by alleviat-
ing pre-existing financial barriers, allowing them to take their medi-

cations as indicated. One individual stated: 'Now [ can go and get [my

WILEY-¥

TABLE 2 Characteristics of pharmacists (n = 20)
Characteristic n

Recruiter significance® Major: 11 Minor: 9

Location® Urban: 8
Rural: 12
Type of pharmacy Chain: 10

Independent: 10

Gender Female: 9
Male: 11

Additional prescribing authority® Yes: 10

(unknown for one pharmacist) No: 9

#Major defined as recruiting 3 or more participants into the study.
bUrban: Calgary, Edmonton, Red Deer, Lethbridge or Medicine Hat.

‘With special training and licensure, some pharmacists are eligible to
prescribe medications.?

medications] when | need them, and | don't have to worry that | don't
have the money. Because [before] | had to wait until | got my cheque'
[Pt29]. Pharmacists mentioned similar positive experiences with

their patients.

| was in the process of formalizing deprescribing be-
cause he already stopped his statin medication. ... but
when he got approved [for the ACCESS trial], he was
very happy. | talked to him, | explained to him that
maybe it’s important to be on his preventative medi-
cations again and he accepted it happily, so we reiniti-

ated his preventative medication. [Rx2]

The only negative feedback received about the copayment elim-
ination centred on sentiments that the intervention did not cover
enough medications or health supplies. Participants explicitly de-
scribed that they wished the formulary would cover all medications
(not just the high-value preventive medications) and their diabetes
testing supplies. However, even though these were not covered,
some participants voiced that because some medications were free
of charge, their adherence to non-covered medications also improved
and the cost savings enabled them to purchase health supplies and
eat a healthier diet: 'Between the insulin and heart meds and all the rest
of it, it really added up, and the food of course. If you are eating fruit and
veggies, that's expensive at times too... But now it's just awesome. Being
on this program has really helped. It means | can put more money on the
fruit and veggies' [Pt31].

Pharmacists also noted patients were pleased with the intervention:
'We're waiving $32-34 every time he is filling his prescription. That makes
him happier as he's saving money towards his other needs. He's more com-
pliant. He's not like really struggling with his medications or budget' [Rx3].
Furthermore, some felt their ability to counsel patients was aided by co-
payment elimination 'because [patients were] not focused on the finances

and therefore, [they] could concentrate on the medications' [Rx4].
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TABLE 3 Patient and pharmacist feedback

Area

Copayment elimination

Quality of life benefits

Direct health-related
benefits

MOXIE feedback

Knowledge

Reminders

Pedometers

Blister packing
Facilitated relay feedback

Lack of provider
interest

Causing alarm

Inappropriate advice

Helpful reminders

3.2 | Area 2: self-management support programme

(MOXIE) feedback

Quote

'It is helpful, | notice a difference in what I pay for my bundle of medications that | get every three months... at least it gives
me a little emotional boost' [Pt34].

'It really helps, I'm getting that little bit extra there for my other medications from your study... that makes managing
everything easier' [Pt34].

'It just makes it that | don't feel like I'm penny-pinching all the time' [Pt19].

' don't have to worry about it. You, | just only have to worry about it, because there have been times that I've worried' [Pt8].

'It means | can buy a few more groceries, because I’'m a very low-income senior' [Pt29].

'If  hadn't [enrolled], | don't know what we would have done. Probably would have just stopped taking [the medications].
Some months | did have to take them every second or third day' [Pt38].

'[medication taking] has improved because I'm not paying for the cholesterol or the blood pressure medication, because
what happens is that they all come due at the same time. | have COPD, so [that medication is] not covered obviously, so I'm
paying that then I'd be paying for all the other stuff at the same time' [Pt14].

'If you guys pay a bit for my some of my medications then it gives me leeway. Because it gives me more leeway, | can also get
my strips even though | have to pay fully for them, right?' [Pt1]

'I mean [the amlodipine], that's the next thing | would have had to drop because you know...or the Lipitor but | mean | can do
that now, with you guys paying for that | have an interest in taking it' [Pt1].

'l like the tips on exercise or diet. They have links to different recipes...you know, the hints and tips and then there was the
one that [highlighted] seniors places throughout Alberta. Different things and informative things like that' [Pt14].

'Like MOXIE will say, did you take the medication at the same time every day? That makes me think, oh yeah, it's time to
take it now. Believe it or not a lot of [the improved adherence] is because of MOXIE' [Pt29].

'Somebody nudging you on the shoulder, "Hey, get with it!"' [FG1]

'l think I'm paying more attention to it. | got pretty lax about because | was feeling pretty good and | wasn't staying on track
with things. | am working to stay on track. | feel better and | feel like I'm in control of what I'm doing' [Pt8].

'I'd put it back on my belt, but it just wouldn't stay on. So, when | mailed the last thing in, | had got the notice from you about
how I could get a new Pedo-thing' [Pt5].

'They were like more comfortable in taking them [in vials], but | gave them the option' [Rx16].

'l just didn't think that it would add anything to our relationship or him looking after me... same with the druggist, he don't
care' [FG1].

'l gave the one to the doctor, but he said, no that's alright, you keep it' [FG2].

'l don't even know because | just gave him the envelope and didn't really get a response from them' [Pt31].

'Yeah | figured if a person maybe wasn't up on their health or understood everything and they got that letter, it could panic
some people' [FG1].

'In that particular individual it had been tried because there was [an] issue and that's the reason it was not in there, so we
had not gone ahead with the recommendation' [Rx4].

'Sometimes you know everybody can miss anything, so it's good to have another, you know, set of eyes looking at the stuff
and making recommendation. It's totally good. It's good for the patient' [Rx4].

remembering to take my medication. Something that | read in one of the
MOXIE’s postcards, | ended up making notes, "remember your medica-

tions" and sticking them around the kitchen and everywhere. That really

The MOXIE programme was received positively by most participants
who received this intervention. The themes relating to the benefits
of MOXIE include the following: (a) enhanced knowledge; (b) helpful
reminders; and (c) improved confidence in self-management ability.

One participant commented on how MOXIE provided informa-
tion they were not aware of: 'I've picked up a few things from your
email that are quite helpful. It is informative. | wasn't aware of all the
things that are available for seniors' [Pt16].

In addition to education, MOXIE provided tips for remembering
to take medications and some participants voiced that these tips,

along with emails and reminders, helped them: 'l am having trouble

has helped' [Pt8].

The result of the improved knowledge and reminders was en-
hanced confidence and attitude regarding their chronic condition:
'I've got more confidence because somebody is writing to me... telling me
what is good for me. That makes a little bit of difference to what attitude
how one looks at things. You know we don't have to rely purely on the
doctor. We can tell the doctor a little bit, which is good' [Pt15].

Despite the predominantly positive feedback, there was some
negative feedback regarding MOXIE. The most frequent com-
plaint revolved around the low quality of the pedometers provided.

Additionally, participants mentioned that the education intervention
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was too medication-focused, repetitive and/or not tailored enough.
One participant stated: 'l don't feel that it's done me any good. The
Moxie thing just keeps pushing statins and | know | cannot take them'
[Pt5]. Another participant commented: 'One of the things in the ques-
tionnaires that | answered, is that | am not very mobile. Many of the
questions were centered on making sure you got your exercise. So, no-
body has thought of people that are somewhat immobile' [Pté].

As part of the intervention, participants were encouraged to
speak to their pharmacists about medication reviews and blister
packing. When asked how MOXIE may have helped them take med-
ications, one participant stated: 'l guess how we take it [now] is this
bubble pack... it's very helpful' [Pt25]. Despite this explicit instruction
from the MOXIE intervention, when we asked pharmacists, most
had no recollection of any patients starting these discussions as a
result of MOXIE. One pharmacist explained they may not have asso-
ciated these conversations with MOXIE: 'We may have had a couple
because out of the blue we had a couple start some blister packs that we

probably didn't realize might have needed them' [Rx4].

3.3 | Area 3: facilitated relay intervention feedback

Those randomized to MOXIE also received tailored letters, instruct-
ing them to take the letters to their family physician and pharmacist.
The objective was to stimulate a discussion between participants and
their health-care providers about CV preventive medications they
should ideally be taking. This portion of the intervention received
mixed reviews. Some participants showed these letters to their
health-care providers (n = 15/24), while others did not (n = 9/24).
In our focus group, only 1 of the 6 patients brought the letter to
both their pharmacist and family physician. Of the 20 pharmacists
interviewed, only 6 of them recalled receiving or reading this letter.

One participant commented on why they did not bring these let-
ters to the health-care providers: 'l just thought, these people are busy
enough. | had discussions with them already. | would have felt embar-
rassed, | think, to take them in. | would have felt sort of foolish' [Pt13].

One patient provided a suggestion that might encourage patients
to take the letters to their providers: 'Maybe if you had it explained in
there like you explained it to us now, saying that you expected us to sort
of go and give them extra knowledge, like you know just help them out in
a way too. That might help' [FG1].

Of the 15 people who brought the letters to their physicians or
pharmacists, eight said it did not prompt a medication discussion:
' just give him the letter and he just looked at it and put it in the file |
guess' [Pt12]. For some participants, the letters did lead to a discus-
sion about their medications; however, most stated that it did not
result in any changes: 'he looked at them and he said - no you are ok,
you're ok, we will just leave these alone' [Pt4]. One pharmacist men-
tioned that he had read the letter but decided against making the
suggested medication changes. A few patients stated that the letters
prompted a discussion, which resulted in starting a statin: 'l had to tell
him, | think we should do it. So, then he gave me a smaller dose' [Pt15].

Similarly, a pharmacist claimed that the letter pointed out a gap in

WILE Y-

patient care: 'l thought it was a good thing because there will always
be someone you notice or maybe you don't that maybe they are not on
all of the medications indicated for their condition. So, one of our guys
wasn't on a statin and no one really knew why. You kind of assume that

it's intentional, but it wasn't' [Rx11].

4 | DISCUSSION

This qualitative process evaluation of the ACCESS trial implemen-
tation explored patient and pharmacist perspectives on the study
interventions. The interventions (copayment elimination and/or a
tailored SMES programme) were received positively and seemed
to address the underlying barriers to chronic disease managment
and CV risk reduction (financial difficulties and lack of education).
Participants receiving the copayment elimination believed they
derived both quality of life benefits (peace of mind and decreased
worry) and health-related benefits (improved medication, dietary
and self-monitoring adherence). Recipients of the self-manage-
ment education felt it provided them with trusted information
and helpful reminders and improved confidence in their ability to
reduce their CV risk. The facilitated relay intervention was less
readily adopted as participants expressed hesitancy to take the
letters to their providers. It is possible that the low level of health
literacy in this sample (~50% of interviewees reported inadequate
health literacy; Table 1) contributed to lower uptake of facilitated
relay, as patients may have been hesitant to start a discussion for
which they felt ill-equipped. Some of those who did as the let-
ters instructed had positive experiences, but the majority felt their
providers were dismissive of the letters. Pharmacists’ responses
largely mirrored those of participants—that both interventions
were helpful to their patients, but they were much less aware of
the educational intervention than we anticipated.

Reflexivity is an important element of qualitative research.®®
We realized early on that participants’ candour in interviews may be
limited if they perceived that this feedback was being collected by
the study team as they may have felt that negative feedback could
jeopardize their on-going receipt of the trial intervention. To miti-
gate this view, we had an external team conduct the interviews who
had no relationships with participants. However, the fact remains
that there is a significant power differential between interviewers,
as emissaries from the University, and study participants who were
low-income seniors with chronic health conditions—this may well
have contributed to the predominantly positive feedback received.
Throughout this process, the investigators of the randomized trial
were able to reflect upon the feedback we were receiving. In re-
sponse to this feedback, after approximately 1000 participants had
been enrolled into the trial, the ACCESS trial interventions were sig-
nificantly modified to address the concerns raised (Appendix F).

Our qualitative study found that the copayment elimination had
the potential to confer benefits that were broader than those sim-
ply related to coverage of medications included on the study formu-

lary. Reduced medication costs allowed participants to afford other
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health-promoting goods and enhanced communication between pa-
tients and pharmacists, since patients were no longer as focused on
money. This would suggest that potential differences in outcomes
from this intervention may be related to these ‘side benefits’ in addi-
tion to the direct increased adherence to covered medications.
While important, it is clear that financial barriers are not the
only reason that patients may be non-adherent to medical therapies,
given that adherence remains suboptimal, even in countries with full
public pharmaceutical coverage.>*3> Therefore, other interventions
are also likely needed to enhance adherence. Self-management edu-
cation programmes can contribute to individuals’ health behaviours,
including medication taking, in a variety of ways. Even though our
intervention tried to provide tailored messaging, our results suggest
that it would be strengthened by further and more detailed tailoring
to patients’ individual needs and circumstances and avoid repeti-
tion. Clearly, participants felt that the messaging provided to them
was not always tailored enough to be optimally useful. Changes to
the messaging from MOXIE were made to improve acceptability
(Appendix F). Furthermore, the unique strategies deployed in the
MOXIE intervention were designed to provide participants with
a sense of a relationship with the information source, which likely
helped them feel more positive and engage with the material.
Previous studies, including high-quality randomized trials, have

3637 and clinical out-

demonstrated improved medication adherence
comes®® for patients with CVD who receive interventions that
reduce financial barriers, such as copayment elimination. However,
none of these studies have utilized a qualitative implementation
evaluation design to explore patients’ reception of the intervention,
which might explain how and why it may have provided clinical ben-
efits. Similarly, much research has demonstrated clinical benefits
related to self-management education and/or facilitated relay,14'39’
4 vet exploratory qualitative research into the reception of these
techniques is largely lacking in published literature. This fits with a
general call for qualitative methods to be used within interventional
studies more frequently.?%4?

Our evaluation has limitations that merit discussion. First, the
findings are subjective, and not all study participants have the same
opinions of the interventions. However, given that we reached satu-
ration in our sampling for both groups, we feel we have captured the
breadth of perspectives on these interventions. Second, given that
we intentionally chose to use a qualitative methodology, we cannot
ascertain how prevalent positive or critical views of the interven-
tions might be in the broader study sample; a quantitative study on
this is currently underway. A strength of the study is that we ex-
plored perspectives of patients and pharmacists; however, we did
not include physicians who may have received the facilitated relay
letters, which would have added understanding of this perspective.
Third, we largely explored the acceptability of the study interven-
tions, which does not necessarily translate into altered patient be-
haviour (ie improved medication taking, diet and physical activity).
These outcomes will be analysed in the on-going clinical trial. Finally,
this study was conducted after the intervention had been received,

over a relatively short period of time. With this design, we cannot

speak to the sustainability of the programme in supporting be-
haviour change in the longer term, which merits investigation.

5 | CONCLUSIONS

The findings from this study provide insight into how interventions,
like those being tested in the ACCESS trial, might work to help re-
duce patients’ CV risk. This work is important as there are numerous
information technology firms working with health-care organiza-
tions to provide digital platforms to patients to encourage healthy
living. These qualitative findings will be bolstered by the findings of
the trial, which will be able to answer whether adherence and clini-
cal outcomes are improved as a result of these interventions. Future
qualitative work is required to explore the experiences of people
in clinical trials—particularly among individuals whose adherence/
health behaviours are not improved through receipt of the study

interventions.

6 | Trial Registration Number

NCT02579655 (Clinicaltrials.gov)—initially registered October
19, 2015. URL: https://clinicaltrials.gov/ct2/show/NCT0257965
5?term=NCT02579655&draw=2&rank=1.
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APPENDIX A
PARTICIPANT FOCUS GROUP GUIDE
MOXIE focus group:

e Overall how has your experience been with MOXIE so far?

What do you find to be the most helpful things about MOXIE?
What could be improved to make MOXIE more helpful in helping
you become your better self?

Do you remember getting letters in your starter kit from Moxie?
Did you take them to your Doctor/Pharmacist?

Why or why not?
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change with low-literacy patient education materials. Am J Health
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41. Tricco AC, Ivers NM, Grimshaw JM, et al. Effectiveness of quality

improvement strategies on the management of diabetes: a system-
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42. Nastasi BK, Schensul SL. Contributions of qualitative research to the
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Copayment elimination focus group

You are all receiving free medications. Has this helped you in the
management of your chronic condition? If so, in what ways?
What has the savings meant to you?

What have you been able to do with the money that you other-
wise would not have had?

Have you experienced any problems with your coverage since
joining the study?
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APPENDIX B

Barriers to Care questions for all participants:

Managing a chronic condition like can be challenging — and often includes diet, lifestyle,
medications and testing — are there certain aspects of managing your that you find
difficult or challenging? What are these challenges? Can you tell me about them?

What are some things that make it difficult to manage your ?
Is cost a problem for anything you need to manage your condition?
If yes, tell me about that...
If no, why is cost not an issue?

Have you ever felt that you lack the information you need to manage your condition?
If yes, tell me about that...
If no, where do you get the information about your condition that you may need?

How confident do you feel in your ability to do what you need to do to manage your chronic condition?
Do you feel like you know how you’re supposed to take your medications? Tell me more...
Do you feel like you are in control and able to take your medications as prescribed? Tell me...

Have your feelings on your ability to manage your chronic your condition changed at all in the past six
months? How come?

Questions based on baseline survey questions:
If financial barrier = Y:
6 months ago, you told us that you had difficulty paying for medications, services or equipment you
need to help manage your chronic condition... Can you tell me more about this?
What types of things were difficult for you to access?
Even though it was difficult, were you able to get these things, or were there times you had to
go without?
Has your ability to afford these things changed over the past 6 months?
If yes, how so?
If no, why not?
If concerns > 13:
Based on the surveys you completed 6 months ago it seemed that you had some concerns about your
medications (worries, side effects, long-term effects or dependency) — are these things still a concern for
you?

If yes: Tell me about these concerns...
If no:  What has changed in the past 6 months?
If Moxie: Did Moxie help to address your concerns?

If needs > 13:
Based on the surveys you completed 6 months ago it seemed that you had some hesitancy around the
need for you to take the medications your doctor prescribed for you — do you still feel like you’re not
sure why you have to take your medications?
If yes: Can you tell me about that?
If no:  What has changed in the past 6 months?
Did Moxie help clarify the need for your medications?
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Questions about study interventions:
If copayment elimination: Have you noticed any change in the amount that you have to pay for your
drugs?
If yes: Tell me about this...

Each time you fill your medications, how much do you pay? How much did you pay

before?

What does this reduced price mean to you?

How has it impacted you?

Has it impacted how you take your medications?

If Self-management education: Tell me what you think about Moxie...
If (e): How often do you read the emails in your Moxie portal?
Daily? Weekly? Monthly?
How often do you sign on to your online Moxie portal?
Daily? Weekly? Monthly?

Are they helpful? (prompt: do they help you become more active, eat healthier,
remember to take your medications?)
What things do you like about them?
What things do you not like about them?
What could be improved?
Do you think Moxie has helped you become “your better self”
If yes, how so?

If (m): Do you read the weekly mailers you receive from Moxie?
Are they helpful? (prompt: do they help you become more active, eat healthier,
remember to take your medications?)
What things do you like about them?
What things do you not like about them?
What could be improved?
Do you think Moxie has helped you become “your better self”
If yes, how so?

Has Moxie helped you to understand your chronic condition(s) and how to manage it/them?
What has been particularly helpful?

Do you think Moxie has impacted how you take your medications?

Questions about study outcomes:
If not on med — now on med
When you started this study 6 months ago you indicated that you were not taking a statin/ACEi, but
since then it appears you have started taking this medication. What led you to start taking this new
medication recently?
If Moxie: did you take the letters you received from Moxie to your family doctor or pharmacist?
If no, why did you not bring them to your healthcare provider?
If yes, were these helpful?
If no, why not?
If yes, how so?
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If not on med — still not on med
When you started this study 6 months ago you indicated that you were not taking a statin/ACEi, and it
seems that you are still not taking this medication. In the past 6 months have you or your physician
considered starting a statin/ACEi?
If Moxie: did you take the letters you received from Moxie to your family doctor or pharmacist?
If no, why did you not bring them to your healthcare provider?
If yes, did you have a discussion around starting this new medication?
If yes, why did you ultimately decide to not start the medication?

If non-adherent - now adherent
When you started this study 6 months ago you indicated that you were taking a statin/ACEi, but that you
weren’t taking it 7 days of the week. Since then it appears you have started taking this medication more
regularly. What led to this change?
If Blue Cross: Did the new cost of medications contribute to your taking them more regularly?
How so?

If Moxie: Has Moxie helped you to take your medications them more regularly? How so?

Did you take the letters you received from Moxie to your family doctor and pharmacist?
If no, why did you not bring them to your healthcare provider?
If yes, were these helpful?

If no, why not?

If yes, how so?

If non-adherent - still non-adherent
When you started this study 6 months ago you indicated that you were taking a statin/ACEi, but that you
weren'’t taking it 7 days of the week. Based on the information you provided at your six-month survey,
you indicated that you still aren’t taking this medication 7 days of the week. What are some of the
reasons that you take your medications this way?
If Blue Cross: You are receiving free preventive medications as part of this trial. Have you noticed
a reduction in the amount of money you spend on your medications?
Has this helped at all in your ability to take your medications?
What things still prevent you from taking your medication as prescribed?

If Moxie: Have the messages you receive from Moxie played any role in how you take your
medications?

Did you take the letters you received from Moxie to your family doctor and pharmacist?
If no, why did you not bring them to your healthcare provider?
If yes, were these helpful?

If no, why not?

If yes, how so?

General Questions about the Study

Overall, how would you describe your experience in the ACCESS study to date?
Do you have any concerns?
Do you have any suggestions for how we could improve the experience in this study for
you and other participants?

For Moxie (m): Is there anything that our study could do to make you more receptive to
engaging with Moxie electronically through a secure personalized website and email or text
communications?

For Moxie (e): How would you feel about a secure anonymous chat room feature in your Moxie
portal where you would be able to interact with other Moxie users?

For Moxie (e): Would it be helpful or interesting to you to receive stories of other Moxie users
who have been successful in implementing positive health behaviours?
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APPENDIX C
PHARMACIST INTERVIEW GUIDE

1. Study knowledge

e Have any of your patients ever spoken to you about MOXIE -
or the cards they receive in the mail?

e How do patients feel about these? Have you heard any feed-
back about them?

Did any of your patients ever show you a letter in a blue

Can you tell me what you know about the ACCESS trial?

o What do you think the study investigators trying to find out/
what is the objective of the study?

o What are the interventions being used in the ACCESS study?
(do they know anything about MOXIE?)

e How does a participant enrol in the study?

e What does participation entail? (do people have to travel to
Calgary? Study follow-ups)

e How is one assigned to which intervention they are going to
receive?

o What outcomes do you think the ACCESS study team is going
to follow?

. Recruitment

How did you hear about the ACCESS Study and what your

initial interactions were like?

o How was the ACCESS study explained to you?

e Did you speak directly with a member of the ACCESS team?
(Phone? Email? In person? Mail?)

e In your opinion how did the conversation go?

e Do you remember what your thoughts were initially?

e Was the study explained to you clearly?

Please describe the methods you used for recruiting your pa-

tients into the ACCESS study?

e Calling patients directly

e Speaking about the study to patients

e Posters in pharmacy

o, How often did you replace the posters

e Brochures on display in pharmacy

e Putting brochures in prescription bags

0. How did you decide which patients to target for brochures

e Full team at pharmacy aware of study?

e Do you think that there are any major barriers to recruitment?

e Have any patients mentioned the study to you?

In your opinion, how have patients responded to the methods

of recruitment you have used in your pharmacy?

e How many patients do you think you attempted to recruit for
the ACCESS Study?

. The Educational Intervention (MOXIE)

What do you know about the educational intervention of the

ACCESS Study?

envelope that they were asked to bring to their pharmacist?

e Did you read this letter? (With your patient? After they left?)

e What were your thoughts on the letter?

e How did you feel receiving a letter from your patients about
their medications?

e Did any conversations about statins/ACE-ARBs start because
of this letter?

e Didyoueverfaxthe recommendations to the patient's prescriber?

e Did any patients get started on one of these medications be-
cause of this letter?

Have any of your patients who are enrolled in the study spoken

to you about blister packing/medication reviews since they joined?

e Did they mention whether this was recommended to them
within the educational materials they received?

e Do you think this might be beneficial for their care? How?Have any
of your patients who are enrolled in the study who are smokers
spoken to you about receiving support to help them quit smoking?

4. Copayment Elimination Intervention

Have any of your patients been randomized to receive free

medication coverage? What are your thoughts on the impact

this has had on the patients?
Have any of your patients had any trouble getting their coverage

changed?

e Have any of the medications that should have been covered,
not been covered?
e Did patients bring in the list of medications to be covered to
review with you?
e Were any participants surprised/upset that not all their medi-
cations, or their testing supplies were not covered?
In your opinion, what are patients’ perceptions of receiving free
medications?
Have any patients mentioned the impact that this has had for
them?
Did you find this was a conversation starter with your patients
about their medications?
How do patients respond when they were not randomized to re-

ceive free medication coverage?
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APPENDIX D
PARTICIPANT/QUOTE IDENTIFIERS, PATIENTS

Time between randomization and

Participant number Age category Sex MOXIE (Y/N) BC (Y/N) interview/FG (months)
Pt1 65-70 Male Y 9.8
Pt2 >75 Male N Y 8.6
Pt3 >75 Male N Y 7.5
Pt4 >75 Male Y N 9.1
Pt5 >75 Female Y N 7.3
Pté 65-70 Male Y N 8.7
Pt7 65-70 Female Y Y 11.0
Pt8 71-75 Female Y Y 10.2
Pt9 71-75 Male Y N 8.5
Pt10 71-75 Male N Y 9.2
Pt11 71-75 Male Y N 8.6
Pt12 71-75 Male Y Y 8.2
Pt13 71-75 Female Y N 8.6
Pt14 65-70 Female Y Y 8.1
Pt15 71-75 Male Y Y 6.6
Pt16 71-75 Male Y Y 8.0
Pt17 >75 Male N Y 8.2
Pt18 >75 Female N Y 8.3
Pt19 >75 Female N Y 8.6
Pt20 >75 Male N Y 8.6
Pt21 >75 Female N Y 8.0
Pt22 >75 Female Y N 8.7
Pt23 >75 Male Y N 79
Pt24 >75 Male N Y 8.1
Pt25 >75 Male Y N 8.0
Pt26 71-75 Male N Y 8.3
Pt27 71-75 Female N Y 8.2
Pt28 71-75 Male Y N 8.4
Pt29 65-70 Female Y Y 7.8
Pt30 >75 Male Y Y 8.2
Pt31 65-70 Female Y Y 7.8
Pt32 65-70 Male N Y 8.2
Pt33 >75 Female Y Y 8.7
Pt34 >75 Female N Y 8.1
Pt35 65-70 Female Y Y 8.0
Pt36 65-70 Male N Y 8.6
Pt37 65-70 Male Y Y 6.3
Pt38 65-70 Male N Y 7.7
Pt39 65-70 Male Y Y 7.0
Pt40 (FG1) >75 Male N Y 7.3
Pt41 (FG1) 65-70 Female N Y 9.9
Pt42 (FG1) 65-70 Female N Y 9.4
Pt43 (FG1) >75 Male N Y 9.4
Pt44 (FG1) >75 Female N Y 5.8

(Continues)
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Participant number

Pt45 (FG1)
Pt46 (FG1)
Pt47 (FG1)
Pt48 (FG2)
Pt49 (FG2)
Pt50 (FG2)
Pt51 (FG2)
Pt52 (FG2)
Pt53 (FG2)

APPENDIX E

Age category

71-75
>75

71-75
71-75
71-75
>75

65-70
65-70
71-75

Sex

Male
Female
Male
Female
Female
Female
Female
Male
Male

MOXIE (Y/N)

<X X X X X < zZz zZz zZ

PARTICIPANT/QUOTE IDENTIFIERS, PHARMACISTS

Pharmacist ID

RX1
RX2
RX3
RX4
RX5
RXé
RX7
RX8
RX9
RX10
RX11
RX12
RX13
RX14
RX15
RX16
RX17
RX18
RX19
RX20

wv

ex

LT "TXX XXX TITIITTTITTIIT

Pharmacy Type

Chain
Chain
Chain
Independent
Chain
Independent
Chain
Chain
Chain
Independent
Chain
Chain
Independent
Independent
Independent
Independent
Chain
Independent
Independent

Independent

BC (Y/N)

z z z z z Z < < <

Time between randomization and

interview/FG (months)

4.4
3.6
1.7
6.0
6.2
43
2.5
3.3
2.7

Location

Rural
Urban
Rural
Urban
Rural
Rural
Urban
Urban
Rural
Rural
Urban
Rural
Rural
Rural
Urban
Rural
Rural
Rural
Urban
Urban

Recruitment
Significance
Major
Major
Major
Major
Minor
Minor
Minor
Major
Major
Major
Minor
Minor
Major
Major
Major
Minor
Minor
Minor
Major

Minor
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APPENDIX F

WILEY-

CHANGES MADE TO STUDY INTERVENTIONS BASED ON FEEDBACK RECEIVED

Intervention

MOXIE/Self-Management
Education

Facilitated Relay

Copayment Elimination

Feedback

Daily email contact was excessive
Daily website cards/email were often repetitive

Messaging was too focused on medications

Paper-based mailers were appreciated more than
electronic communication

Pedometer quality was poor

Activity-based messaging was not relevant to
those with physical limitations.

Patients were unclear what they were to do with
the letters and why bringing these letters to their
providers was important

Patients felt that their providers were not
interested in the messages contained in the letter

Some relevant cardioprotective medications were
not automatically covered (when new additions
were made to the formulary)

Patients wished to have self-monitoring supplies
and other medications covered

Some patients were not entirely sure which
medications were and were not supposed to be
covered

A small number of patients had problems getting
their coverage through their existing plan.

Response

Email frequency was changed to 2 times per week
Additional content was created

New content focused largely on health behaviours and
other aspects of self-management

Electronic-arm participants began receiving weekly
mailers, just like paper-based participants

Added a higher quality pedometer that participants
received at the 1-year mark.

This upgraded pedometer was sent to participants as a
replacement if their first pedometer broke

More inclusive/less judgemental language was used in
messaging around physical activity

A note was added to the exterior of the facilitated relay
envelope, which provided details on the importance of
bringing these letters to physicians and pharmacists

Changes were made to the letter to highlight the
importance for providers

Procedures were put in place to review the drug formulary
and add relevant medications to the study plan as they
came onto the formulary

No changes were made to address this concern

Comprehensive and up-to-date medication lists were
then sent to all new participants randomized to this
intervention

We informed participants that our study team was
available to help sorting out this problem, when
necessary.



