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Thesis Abstract

A rectal cancer patient decision aid (PtDA) was developed to help patients consider
the benefits and risks associated with two surgical treatment options. The current thesis
evaluated the effect of the PtDA on patients and explored surgeons’ perceived factors
influencing the implementation of the PtDA in clinical practice.

Using a before and after study design, the PtDA was given to patients with rectal
cancer at a cancer assessment center. Based on 28 patients recruited, the PtDA improved
their knowledge, lowered decisional conflict, and patients rated it acceptable.

A cross-sectional survey was mailed to 105 Canadian colorectal surgeons and 49
responded (46.7% response rate). Commonly perceived barriers were time constraint,
need for multiple visits, and additional personnel and facilitators were simplifying the
decision aid, adding to content, and translating to other languages.

The PtDA improved patient decision making outcomes but requires interventions to

overcome surgeon-identified barriers to use in clinical practice.
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Chapter 1:

Introduction

This chapter provides the background and rationale for the two studies in the thesis,
including a before and after evaluation of a rectal cancer decision aid and the survey
exploring the facilitators of and barriers to its implementation. It also presents the

overall purpose of the thesis and a brief outline of the chapters to follow.

1.1 Background and Rationale

Surgical options for rectal cancer: relevance of shared decision-making

Colorectal cancer is the third most common cancer accounting for 13% all new
cancer diagnoses in Canada 1. Rectal cancer comprises any tumor in the last 15 cm of
the large intestine. The treatment of rectal cancer is especially challenging given the
pelvic anatomy and the related muscles and nerves involved in sphincter control, as
well as bladder and sexual functions. Two standard surgical therapies are widely
adopted among surgeons: low anterior resection (LAR) with re-establishment of bowel
continuity, and abdominoperineal resection (APR) with a permanent stoma. Each
procedure presents a particular set of benefits and risks. While LAR is associated with
higher risks of leakage at the intestinal re-connection and fecal incontinence; APR is
associated with higher risks of stoma-related hernia, prolapse, skin damage, and
surgery-related infections 2. LAR combined with neoadjuvant therapy has become
more common among surgical practices, given the non-inferior oncological outcomes in

patient survival when compared to APR 2. Although it was once believed that avoiding



a permanent stoma would improve quality of life, recent literature has questioned the
validity of that claim 3-¢,

A systematic review with meta-analysis identified APR as resulting in better
global psychological and emotional scores among patients, while LAR was associated
with better physical symptom and pain scores. However, results for overall quality of
life (QoL), despite being measured by various validated instruments, were equivocal 7.
Similarly, a recently updated Cochrane Review concluded that LAR did not lead to
superior QoL 8. Given the equivalent survival outcomes, and the need to weigh QoL
outcomes, the decision for rectal cancer surgery is therefore value-laden and requires a
careful consideration of patient preferences.

Evidence suggests that patients have to date played a passive role in the decision
making process regarding rectal cancer surgical options, with the decision traditionally
influenced by three factors: 1) a patient’s baseline functional status, 2) surgeon
preference, and 3) tumour characteristics 7. Greater involvement of patients in shared
decision making may lead to higher decisional quality, with a high-quality decision
defined as one that is informed by the best available evidence and congruent with

patient values °.

Shared decision making & decision aids

Shared decision making (SDM) is an approach by which both the patient and
his/her healthcare providers contribute to decisions about care 10. It encourages
patients to play an active role in making decisions concerning their health, which is a
goal of patient-centered care 11. This approach to making clinical decisions has been

endorsed by the Salzburg Declaration 12, the US National Academy recommendations



on State and Federal SDM implementation 13, and the Patient Protection and Affordable
Care Act of the American legislation 4. SDM can be facilitated by patient decision aids
(PtDAs), which are defined as interventions designed to help people make specific and
deliberative choices among options by providing information on the options and
outcomes relevant to the patient’s health status 5. The effectiveness of PtDAs has been
demonstrated in multiple systematic reviews, including a comprehensive Cochrane
review and specific reviews on cancer and surgery decision aids 1>-18, PtDAs have been
shown to improve patient knowledge, lower decisional conflict related to feeling
uninformed and unclear about personal values, reduce the proportion of people who
were passive in decision making, and improve agreement between patient values and
the health care options chosen 1°. Furthermore, exposure to decision aids can lead to a
higher proportion of people with accurate risk perceptions °. In 2003, consensus
standards for PtDAs were established by the International Patient Decision Aid
Standards (IPDAS) collaboration °. Through a modified-Delphi method, the
international collaboration involved over 100 major stakeholders representing
patients, practitioners, researchers and policy makers to reach agreement on the
criteria for the assessment of the quality of PtDAs. The IPDAS collaboration continues
to play a major role in updating the syntheses of evidence and defining quality and
effectiveness of PtDAs 20.

The Patient Decision Aid Research Group at the Ottawa Hospital Research
Institute (OHRI) leads the Cochrane review on PtDAs, hosts an A to Z Inventory of
publically available PtDAs, and hosts the complete Decision Aid Library Inventory

(DALI) containing PtDAs that are publically available, in development, or out-dated 2.



Prior to the development of the rectal cancer decision aid that prompted this thesis, a
thorough search through these databases did not return any decision tools to engage
rectal cancer patients in the decision-making process regarding surgical treatment

options.

The rectal cancer decision aid

Adhering to quality criteria set by the IPDAS and using the Ottawa Decision
Support Framework (ODSF) as a template, the rectal cancer PtDA was developed in
paper-based and web-based formats (Appendix I). The ODSF is a decision making
conceptual model informed by cognitive, socioeconomic, and organizational
psychological theories that can be used to guide the development and evaluation of
PtDAs 22. The ODSF has been used in the development of over 30 PtDAs, some of which
were evaluated in 24 randomized controlled trials 23. Three principal steps were
followed in the rectal cancer PtDA development: 1) a systematic review to explore the
long term side effects of rectal cancer surgeries; 2) decisional needs assessments with
rectal cancer patients and colorectal surgeons; and 3) development and peer-review of
the draft PtDA.

The systematic review identified that post-surgery bowel dysfunction after LAR
(anastomosis) was high and associated with negative impacts on quality of life 24. The
needs assessments identified a lack of awareness of surgical options and potential
outcomes among patients, as well as a general lack of patient involvement in the

decision making process 2. The decisional needs assessment also identified that



despite the surgeons expressing support to use a PtDA, their view of the population to
which a PtDA could apply was limited. A conclusion from this work was that a rectal
cancer PtDA would be valuable to help prepare patients for making shared decisions
with their surgeon. A PtDA was then designed by integrating evidence knowledge on
the benefits and risks associated with LAR and APR. The PtDA was formatted to be
available both on paper and online (Appendix I). Since its development, the PtDA’s
content and presentation have been reviewed by a patient and a surgeon, but it had not
been formally evaluated prior to this thesis. According to IPDAS and ODSF, higher
quality PtDAs improve knowledge, clarify values for outcomes of options, and help
guide the decision making process to achieve decisions that are informed and based on
patient values 26. These features are thus potential criteria for evaluating the rectal

cancer surgery PtDA.

In summary, patients with mid to low rectal cancer often have two surgical
options that have different impacts and may be associated with QoL. Typically patients
are not involved in sharing this decision with surgeons. PtDAs have been demonstrated
to be effective interventions in other areas, but the only available PtDA for rectal cancer
surgery has not been evaluated. Therefore, the first phase of this thesis, informed by
IPDAS and the ODSF, evaluated the impact of the PtDA among patients newly diagnosed
with rectal cancer who were at the point of decision making 27 using a before and after

study design.



Implementation of the rectal cancer decision aid

Strong legislative and administrative support of PtDAs use can be found in the
Affordable Care Act 14 and a white paper from the US National Academy for State Health
Policy 28. Several American states have implemented legislation for clinicians to
demonstrate the use of SDM incorporating decision aids during the informed consent
process 29, Although PtDAs may foster SDM 3031 and are supported via policies, use in
clinical practice has not been widespread 32-34,

Ensuring the adoption of PtDAs goes beyond evaluating their effectiveness with
patients. As decision-making within a healthcare environment is a process that
involves both patients and healthcare professionals, the latter must also be involved in
the evaluation of PtDAs. Patients’ perceptions alone have not been sufficient to change
clinical practice 3536, Significantly more effort is thus needed to understand the factors
preventing the use of PtDAs from the perspective of clinicians 37:38,

The Knowledge-to-Action (KtA) Cycle was chosen as the guiding framework to
systematically consider implementation of the rectal cancer PtDA in clinical practice
39,40, Tt is a framework endorsed by the Canadian Institutes of Health Research (CIHR)
and is based on a review and analysis of over 30 planned action theories 41. According
to the KtA, the first step in the action cycle is to identify a knowledge-practice gap (eg. a
rectal cancer surgery patient decision aid is available but not being used in practice).
The next steps are to: adapt the PtDA to the local context; identify potential barriers to
its use in practice; design implementation strategies to overcome known barriers;

monitor use of the PtDA; evaluate outcomes; and establish sustained knowledge use 3°.



Exploring factors likely to influence use of the rectal cancer PtDA from
providers’ perspectives may help to inform strategies for implementing it as part of the
process of care. A systematic review of 38 studies identified that common barriers to
PtDA implementation were related to attributes of the PtDA (e.g., clarity and balance of
presentation), patient factors (e.g., psychosocial limitations), clinician factors (e.g.,
skepticism), and social and structural factors in the practice environment (e.g., limited
resources) 4243, As such, the second study in this thesis explored barriers and
facilitators to using the PtDA as perceived by surgeons specialized in treating patients

with rectal cancer in Canada.

Summary

PtDAs can facilitate SDM and contribute to ensuring more patient-centred care.
Following the guidelines of IPDAS and the ODSF, a rectal cancer surgery PtDA was
previously developed. There is a gap in evidence on how well it helps patients prepare
for the surgical consultation. We also need to understand the factors that may

influence this PtDA being used by surgeons in practice.

1.2 Purpose of thesis

The overall aim of the thesis is to evaluate the effectiveness of a rectal cancer
PtDA and determine factors that may influence its use in clinical practice. Specific
objectives are: 1) To evaluate the effect of PtDA on patients’ choices and decision-
making processes, among rectal cancer patients who are considering LAR versus APR

surgery; and



2) To explore surgeons’ perceptions of the facilitators and barriers influencing
implementation of the rectal cancer PtDA for this group of patients.

The thesis proposal was written a priori and published #4. The PtDA evaluated in
this study was developed prior to this thesis but had not been evaluated. Its
development was not part of the thesis.

Chapter 2, entitled “Evaluation of the rectal cancer patient decision aid: a before
and after study”, addresses the first objective. It describes a study conducted with
patients newly diagnosed with rectal cancer. Outcomes were measured before and
after exposure to the rectal cancer PtDA.

Chapter 3, “Perceived facilitators and barriers influencing implementation of the
rectal cancer decision aid: A Survey of Colorectal Surgeons in Canada”, addresses the
second objective. A survey was conducted with colorectal surgeons in Canada to
determine commonly perceived factors that may facilitate or prevent the
implementation of the decision aid as part of patient care.

Chapter 4 offers a summary of findings and integrated discussion. System,
surgeon, and patient implications of evaluating and using the PtDA are discussed with

suggestions for future research.



Chapter 2 examines the first objective of the thesis. It describes a before and after
study looking at the effect of the rectal cancer PtDA on patients diagnosed with rectal

cancer.



Chapter 2:

Evaluation of the Rectal Cancer Patient Decision Aid: A Before and After Study
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presentation, September, 2014, Vancouver, Canada.
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Introduction:

In rectal cancer surgery, low anterior resection and abdominoperineal resection have
equivocal impact on overall quality of life. A rectal cancer decision aid was developed
to help patients weigh features of options and share their preference.

Objective:

To evaluate the effect of a patient decision aid for mid to low rectal cancer surgery on
the patients’ choice and decision-making process.

Design:

A before and after study was conducted with adults having a biopsy confirmed rectal
cancer at 10 cm or below from the anal verge. Consent and data collection occurred
after surgeon confirmation of eligibility. Patients used the patient decision aid at home
(online and/or paper-based formats) and completed post questionnaires on paper or
online.

Main outcome measures:

Decisional conflict, knowledge, and preference for a surgical option.

Results:

0f 107 new rectal cancer patients referred to a tertiary care cancer center over 10
months, 37 (34.5%) were eligible, 32 (84.2%) of eligible patients consented to
participate, and 28 completed surgery. Of 28 patients recruited, their mean age was
62.14 + 9.73 years and tumor location was on average 7.11 * 2.08 cm above the anal
verge. At baseline, no patients preferred a permanent stoma, and after decision aid
exposure, 2 patients (7.1%) preferred permanent stoma. Absolute knowledge score

improved by 39.0% (p < 0.0001) and decisional conflict was reduced by 19.4%

12



(p=0.007). Over 96% of participants would recommend the patient decision aid to
others.

Limitations:

Unable to control for potential confounders and potential response bias.

Conclusion:

The patient decision aid reduced decisional conflict and improved patient knowledge.
Patients were willing to recommend it to other rectal cancer patients considering

surgical treatment.
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Introduction

Surgery is the only curative therapy for patients affected by rectal cancer. Rectal
surgery is inherently challenging due to the sphincter muscles, pelvic bones, and nerves
involved in sexual and urinary functions. Two surgical options are widely available for
mid to low rectal cancers: low anterior resection (LAR) with a primary anastomosis and
abdominoperineal resection (APR) with a permanent colostomy. Sphincter sparing
surgery (LAR) coupled with neoadjuvant therapy now offers non-inferior oncological
outcomes as compared to APR in selected patients #>. This has led to the presumption
that if possible, low rectum resection with primary anastomosis to avoid a permanent
stoma is always the preferred option by patients. Indeed, the UK National Institute for
Health and Care Excellence has recommended that sphincter preservation should be
done whenever possible for patients 4.

However, permanent colostomy is not always the most important factor that
compromises quality of life (QoL) following rectal cancer surgery 47. A Cochrane review
showed that LAR does not lead to superior QoL 8. This point was further supported by
a meta-analysis that identified APR as having better globally psychological and
emotional scores, while LAR was associated with better physical symptoms and pain
scores 7. The difference in overall QoL scores following the two surgeries was modest 7.
Given that the comparable oncological and overall QoL outcomes between the two
options creates equipoise, the patients are perhaps best positioned to weigh the risks
and benefits of each surgical option.

Shared decision making (SDM) aims to include both patients and their

healthcare providers in the decision making process and is the crux of patient centered

14



care 19, SDM may be facilitated by patient decision aids (PtDAs), which are tools
designed to improve decision quality and to reduce possible unwarranted practice
variation. A PtDA provides facts about conditions, options, outcomes and probabilities;
clarifies patient values; and guides patients in the steps of decision making so that
choice can be aligned with a patient’s most important values 1¢. Multiple systematic
reviews have shown that PtDAs improve knowledge and foster realistic expectations 15-
17,48 More specifically, a recent systematic review demonstrated the effectiveness of
PtDA use with patients facing surgical treatment decisions 8.

Guided by the Ottawa Decision Support Framework (ODSF) 49, a formative
decisional needs assessment identified a significant gap between physician expressed
endorsement of SDM and their actual involvement of patients in decisions about rectal
cancer surgery 25. The rectal cancer patient decision aid was then developed to foster
SDM in the process of rectal cancer treatment decision. The current study aims to
formally evaluate the decision aid. We hypothesized that the decision aid would

improve patient knowledge and reduce decisional conflict.

Materials & Methods:

Design

A before and after study was guided by the ODSF. Ethics approval was obtained
from the Ottawa Health Sciences Network Research Ethics Board (OHSN-REB)

(Appendix VII).

Setting and Participants

The study was conducted in an ambulatory cancer program at a tertiary care

hospital serving a population of 1.3 million. Patients are referred to any of the five

15



surgeons specialized in colorectal cancer. The eligible participants were English-
speaking adults with biopsy confirmed rectal cancer, located at a maximum of 10 cm
proximal to the anal verge, and amenable to surgical resection. Those with existing or
previous stoma and those who could only receive APR for technical reasons were

excluded from the study.

Intervention

The self-administered rectal cancer PtDA was used in preparation for
consultation with a surgeon 9. It is informed by the best available evidence on LAR and
APR 50, Itincludes options and their associated benefits and harms based on systematic
reviews; a value clarifying exercise for patients to indicate the level of importance of
each option; and structured guidance on deliberation. The development of the PtDA
was guided by the extensively validated ODSF 5! and its content aligns with the
International Patient Decision Aid Standards (IPDAS) 15. The decision aid is available

in both paper and web-based video formats (Appendix I).

Procedure

Patients were recruited at the first consultation appointment after their
diagnosis was confirmed by the surgeon. Eligible patients signed the consent form
(Appendix II) and were asked to complete baseline questions to assess their
knowledge, decisional conflict, choice leaning, and demographics (Appendix III). They
were then given the decision aid on paper and details on how to link to the online
version to review at home within two weeks of the clinic visit (Appendix IV). After
viewing the PtDA, patients completed a self-administered post-PtDA questionnaire.

The post-PtDA questionnaire assessed knowledge, decision conflict, preferred choice,

16



preparation for decision-making, and acceptability of the tool (Appendix I). If the
answers were not returned in the postage paid envelope, a phone call was made to
troubleshoot technical issues with the use of the decision aid or completion of
questions. There was no discussions around the disease or treatment options during

the phone call.

Outcome Measures

The ODSF 51 and IPDAS 26 were used to inform the selection of our outcome
measures. The primary outcome was decisional conflict, measured by the decisional
conflict scale (DCS), a validated 16 question, 5 response category instrument designed
to indicate the amount of patient uncertainty related to a preferred choice 52. Itis
robust in construct validity, has a Cronbach’s alpha coefficient of 0.78, and was
sensitive to change as a single construct >3. Itis divided into five subscales including
informed, value clarity, support, uncertainty, and effective decisions >2. The DCS was
converted to a total score of 100 in the analysis 54. A decisional conflict score of less
than 25 is an indicator of less uncertainty and is associated with patients implementing
their decisions 5354,

Knowledge was a secondary outcome, assessed using a 4-item questionnaire
about the benefits and risks of each option (Table 2.3). The knowledge questions
separately addressed which of the surgical options: had the greatest likelihood of
requiring a second surgery; was not reversible; had a higher chance of resulting in
hernia/wound healing problems; and had a higher chance of incontinence. We

calculated the percentage of respondents answering each question correctly before

17



versus after the PtDA; and we summed the number of correct responses for each
participant before and after, as a crude total knowledge score.

The choice predisposition tool 55 was used to determine patient’s preferred
option (permanent stoma, bowel hookup, or neutral) before and after the use of the
decision aid. This tool is a 15 point scale ranging from 1 (towards bowel hookup) to 15
(towards permanent stoma) with a high test retest coefficient (0.90) and sensitivity to
change 55. When categorizing the choice predisposition tool, scores 1 to 5 were
classified as bowel hookup, 6-10 as neutral, and 11-15 as permanent stoma 5.

The preparation for decision making tool >¢ has 10 items evaluated on a 5 point
scale that assess how prepared the patients are to engage in a discussion with surgeons
after viewing the PtDA. It has a Cronbach’s alpha coefficient of 0.92-0.96 and reliability
of 0.95 56,

The acceptability tool 7 consists of a 7 item scale that was used to understand
how patients felt about the length, pace, amount and balance of presented information
in the PtDA. This tool has face validity and was previously used in multiple PtDA
studies 57 .

Analysis

Data were entered into an Excel database and data cleaning was performed to
identify potential duplications and missing data. No missing data were identified. The
analysis was done with SAS 9.2 statistical software. To compare outcomes among
participants pre- versus post-PtDA, McNemar test was used for categorical data and the

paired student t-test was used for continuous data.
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Results

Patient characteristics

During study recruitment, there were 107 new rectal cancer patients who had a
consultation with a surgeon (Figure 2.1). Of the 107, 37 patients (34.6%) were eligible
and 70 ineligible (65.4%). Reasons for being ineligible were: tumours located higher
than 10 cm, located too low where only APR could be offered, referred for trans-anal
endoscopic microsurgery due to low risk features of the lesion, dysplasia associated
lesion or mass in the setting of inflammatory bowel disease, extensive metastasis with
no planned curative surgery, or patients who previously received or required intestinal
surgery prior to curative surgery.

Of the remaining 37 (34.5%) who qualified for the study, 31 (83.8%) consented
to participate. Reasons for not consenting were due to patient factors such as
preferring not to receive additional information (n=2), preferring not to extend the visit
to discuss the study (n=1), family advising patient against study (n=1); and physician
factors such as patient indicating that the physician had framed LAR as the superior
option (n=2). Of the 31 patients who consented to study, 28 (90.3%) completed the
study and were included in the analysis. Reasons for not completing the study included
a local excision was performed (n=1) or failing to complete the post-PtDA questions
(n=2).

From November 2013 to July 2014, 28 patients were recruited to the study.

The mean age of patients with rectal cancer was 62 years old, with 81% being male
(Table 2.1). The location of the rectal tumour was on average 7.11 cm above the anal

verge. Carcinogenic embryonic antigen (CEA) is a serum tumour marker that is
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independently predictive of postoperative tumour recurrence and survival at an
increased level of > 5 nanograms (ng)/milliter (mL) >8. Within our study population,
this level was below the threshold at 3.86 ng/mL Most study participants had stage

three rectal cancer (13/28).

Primary outcome: Decisional conflict

The mean decisional conflict score changed from 36.0 out of 100 at baseline to
16.6 after viewing the PtDA (Table 2.2). The reduction in decisional conflict of 19.4%
was statistically significant (p=0.007). Among the decisional conflict subscales, patients
expressed more certainty with being informed (p=0.0006) and making an effective
decision (p=0.011), and more clarity about their values (p=0.002) after versus before
viewing the PtDA. Sub-scores for feeling supported and uncertainty were not

significantly changed after PtDA use.

Patient knowledge

The mean knowledge score increased from 48.5% before PtDA to 87.5% after
PtDA use, resulting in a 39.0% change (p<0.0001). Proportion of patients with the

correct answer significantly increased after PtDA use for questions 1 to 3 (Table 2.3).

Patients’ preferred option

At baseline, no one (0%) preferred permanent stoma (APR), 17 patients (60.7%)
preferred anastomosis (LAR), and 11 patients (39.3%) were neutral (Table 2.4). After
decision aid use, 2 patients (7.1%) chose permanent stoma, 15 patients (53.6%) chose

anastomosis, and 11 patients (39.3%) were neutral.
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Of the 17 patients who preferred anastomosis before the PtDA, 6 changed their
preference to “neutral” after viewing the PtDA (Table 2.5). Correspondingly, the
average preference score in the pre-PtDA anastomosis group significantly shifted
towards neutral (p=0.034) after PtDA use. Within the pre-PtDA neutral group (11/28),
5 participants remained neutral, 4 patients changed their preference to anastomosis,
and 2 patients changed to a preference for permanent stoma after PtDA use. The
change in mean preference score in the neutral group was not statistically significant

(p=0.25).

Preparation for decision making

After viewing the PtDA, over 80% of participants reported that the PtDA helped
them recognize a decision needs to be made, think about the pros and cons of each
option, think about how involved they want to be in the decision, prepare them to talk
to their physician about what matters most, and prepare them for a follow up visit with
their physician (Table 2.6). Most participants also reported that the PtDA helped them
think about which pros and cons are more important (75%), helped identify questions

to ask a doctor (75%), and helped them organize their thoughts (68%).

Acceptability of the rectal cancer PtDA

Over 85% of participants agreed that the PtDA had good or excellent general
information about surgical options, risks and benefits, and questions and answers
(Table 2.7). Participants reported that they perceived the length of presentation to be
just right (93%), but 29% reported that there was not enough information. Over 96%

of patients stated that they would recommend the PtDA to other patients.
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The presentation was rated by most participants as completely balanced (79%),
with small minorities reported that they perceived it as slanted towards permanent
stoma (1.8%), or slanted towards bowel hookup (3.6%). For patients who were
undecided before viewing the DA (n=11), 8 patients (73%) rated the DA as completely
balanced, 2 patients (18%) thought it was slanted towards the permanent stoma, and 1
patient (9.1%) found it slanted towards bowel hookup. Three of the five participants
who reported that the PtDA was slanted towards permanent stoma had an a priori
inclination towards the bowel hookup. Nine of the 28 participants (32%) reported that
they preferred the web version of the decision aid, 12 (43%) preferred paper version,

and 7 (25%) preferred both (Table 2.7).

Discussion

Our study represents the first evaluation of a decision aid looking at two surgical
choices in the treatment of rectal cancer. The findings suggest that the rectal cancer
PtDA improved patient knowledge and reduced decision conflict. However it did not
lead to significant shifts of patients’ preferred options. Overall, patients felt prepared to

make a decision after using the PtDA and most found it acceptable.

Although the study did not reach the target sample size of 38 by the time of
conclusion (sample size calculation was published a priori 44), more than 80% of
eligible candidates consented and completed the study, indicating the feasibility of
recruiting patients to use the PtDA. There were statistically significant effects on
patient outcomes, indicating that the study was adequately powered to measure the

primary outcome, decisional conflict, as well as knowledge.
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The reduced decisional conflict after compared with before exposure to the
PtDA indicates that patients generally felt more certain with their choice preference
and positive about the decision making process. Patient decision aids have been shown
to reduce decisional conflict across studies in a range of areas of medicine, and our
findings are consistent with evidence from randomized controlled trials 1648, In fact,
patients’ baseline decisional conflict (a score of 36.0) was lowered to 16.6 post-PtDA.
Previous research showed that decisional conflict scores higher than 35 indicate
significant uncertainty while the reduction to less than 25 suggests that patients would
be more likely to proceed with a decision about their treatment 5354, The rectal cancer
PtDA was associated with abating the feeling of being uninformed and reduced
uncertainty about personal values in decision making; these are two key outcomes as
per IPDAS. It is likely that decisional conflict would be reduced even further after the

follow-up surgeon consult 5°.

The improved patient knowledge score is consistent with existing literature 16.
The magnitude of knowledge change in our study (1.5/4 or 37.5%) was higher than
published rates of 14-26% improvement in the PtDA arm in randomized controlled
trials 6061 and comparable to other observational studies ¢2. Though the knowledge
improvement itself demonstrates the potential value of the PtDA, patients’ poor
baseline knowledge regarding the choices of rectal cancer surgery is also concerning.
That patients come into this health care decision with low knowledge supports the
need to use interventions such as PtDA to enhance education about options to prepare

patients for discussions with their surgeons and to prepare them to provide informed
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consent to the surgical procedure. In fact, PtDAs have been described as perfecting the

informed consent process ©3.

Our study showed that the PtDA did not significantly change the choice
preference of patients. This finding is consistent with other clinical trials examining
invasive surgeries on topics of prostate cancer, bariatric surgery, coronary
angiography, and breast cancer, where preferred option is not altered by the use of
PtDAs 64-67, This is not surprising, given that PtDAs are designed to raise decision
quality where no clear benefit exists for one option over another. However, our
findings revealed that the rectal PtDA may particularly impact those who preferred
sphincter-sparing surgery at baseline. Patients who initially preferred anastomosis
were shifting towards a more neutral position after viewing the PtDA, perhaps
indicating their improved understanding of the complexity and trade-off in the
treatment decision. However, the actual surgery performed needs to be measured to

determine if patients achieved options they preferred.

Participants found the PtDA acceptable and were satisfied with its role in
preparing them for decision-making. This result is supported by trials in the literature,
where people exposed to a PtDA as compared to usual care or simpler form of
information delivery have a higher satisfaction with decision making 6869, Although
five patients found the PtDA slanted towards permanent stoma, three of those five had
strong preferences for anastomosis before viewing the PtDA. This was likely a result of
the PtDA differentially impacting individuals with different baseline views, and thus a

perception of biased presentation 79. As such, the IPDAS guidelines suggested
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interpreting the results of balance relative to patient baseline predisposition 71. The
user rating of PtDA balance ranged from 16-96% in ten different studies 71, thus our
balance rating of 79% (22/28) lies in the upper range in comparison to other studies.
Among the few neutral patients who found the DA “slanted”, bias was not consistently
perceived towards a single option. Overall there was limited evidence to suggest our

PtDA presentation was imbalanced.

This study has three important limitations. First, this study does not have a
parallel control arm and thus it is difficult to determine the true magnitude of
association between decision aid and quality of decision. Notably, we cannot exclude
the potential influence of confounding factors, such as patients’ own independent
research, that may have affected both knowledge and decision-making over the time
period when they were exposed to the PtDA. The rectal PtDA development and this
study were guided by the ODSF and adhered to the criteria set forth by the IPDAS °.
High level evidence with randomized controlled trials comparing similarly developed
PtDAs to usual care have found PtDAs to be associated with improved choice and
decision making process 1, supporting a potential causal interpretation for our
findings. Second, the PtDA was introduced to a small number of patients for evaluation
at a regional cancer center and thus the results may not be generalizable to other care
settings. Third, although patient perception of the PtDA was evaluated in this study, the
evaluation was conducted prior to the surgeon consultation; the views of the surgeons

remains unknown but is important to the implementation of the PtDA in practice.
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Conclusion

The rectal cancer PtDA was found to enhance patient knowledge and decrease
decisional conflict, which satisfies the IPDAS evaluation criteria. Patients reported that
they found it to be acceptable and felt better prepared for discussion with their
surgeon. Evaluating the decision aid was a necessary step to determine its suitability
for implementation in clinical practice. Future research should evaluate the influence
of the PtDA on the surgical consultation and surgeons’ perceptions of its usefulness.

Also important will be to explore effects of the PtDA on patient-clinician dialogue.
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Table 2.1. Characteristics of participants and the tumour

(N=28)
Characteristics N (%)
Age, mean (years) 62.1(9.7)
<50 2(7.1)
50-59 8 (28.6)
60-69 14 (50.0)
70-79 3(10.7)
>=80 1(3.6)
Sex
Male 20(71.4)
Female 8 (28.6)
Stage
| 9(32.1)
1 5(17.9)
M 13 (46.4)
\Y; 1(3.6)
Mean £ SD
CEA® 3.86+4.84
Location, above the 711+ 2.08

anal verge (cm)

a. Carcinoembryonic antigen
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Table 2.2. Decisional conflict of patients before and after using the rectal cancer
decision aid (N=28).

Before PtDA After PtDA P value (before
Mean (SD) Mean (SD) vs after) ®
Total score out of 100 36.0(19.4) 16.6 (19.5) 0.007
Subscale (each out of 100)
e Informed 35.7 (23.4) 20.2 (17.6) 0.0006
e Value Clarity 35.7 (25.2) 20.5(17.1) 0.002
« Support 28.9 (17.2) 25.9 (23.8) 0.54
« Uncertainty 45.5 (26.0) 39.3(29.6) 0.29
e Effective Decision 36.8 (22.3) 25.0(21.6) 0.011

Score from 0 (no decisional conflict) to 100 (severe decisional conflict)
a. Paired student t-test.
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Table 2.3. Knowledge of patients before and after using the PtDA (N=28).

Before PtDA After PtDA P value

Number of questions answered correctly Mean (SD) Mean (SD)

(Total of 4)

2.0(1.1) 3.5(0.9) <0.0001°
Number of patients with correct answer N (%) N (%)
1. Which option has the highest chance of 16 (57.1%)  24(85.7%)  0.013°

needing a second surgery

b
2. Which option cannot be reversed 15 (53.6%) 23 (82.1%) 0.013

3. Which option has the highest chance of 2 (7.1%) 21(75.0%)  0.00004°
hernia and wound healing problems

4. Which option has the highest chance of 21 (75.0%) 26 (92.9%) 0.074°
incontinence (accidents) of stool or gas

Patients who answered “don’t know” were scored as incorrect.
a. Paired student t-test before and after using PtDA.
b. McNemar test based on association with using PtDA.
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Table 2.4. Patient preference before and after using PtDA.

Preference Pre-PtDA Post-PtDA
(n=28) (n=28)
Anastomosis ° 17 (60.7%) 15 (53.6%)
Permanent o
2 (7.149
stoma ? 0 (0%) (7.14%)
Neutral 11 (39.3%) 11 (39.3%)

a. Continuous scale (out of 15) categorized as anastomosis (1-5), neutral
(6-10), and permanent stoma (11-15)
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Table 2.5. Change in preference after using PtDA.

Before PtDA preference After PtDA preference P value
Overall preference score out of 15
4.0 (SD=3.5) 4.6 (SD=4.1) 0.48°
Subgroups (n)
Anastomosis 17 * Anastomosis 11

* Neutral 6

* Permanentstoma O
Mean *: 1.33 Mean °: 5.00 0.034°
SD: 1.00 SD: 4.13
Neutral 11 * Anastomosis 4

* Neutral 5

* Permanent stoma 2

Mean °: 8.09 Mean °: 6.00

b
SD=0.29 SD=4.46 0.246

Permanent stoma (0)

a. Mean preference score out of 15.
b. Paired student t-test before and after using PtDA base on continuous preference scale
out of 15.
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Table 2.6. Preparation for decision making after viewing the PtDA.

Did the decision aid... Quite a bit Some- Notatall
(N=28) or what or

A great deal A Little
Help recognize a decision needs to be made? 24 (86%) 3(11%) 1(4%)
Help think about pros and cons of each option? 23 (82%) 4 (14%) 1(4%)
Help think about which pros and cons are most
important? 21 (75%) 6 (21%) 1(4%)
Help organize your thoughts about the choice? 19 (68%) 6 (21%) 3(11%)
Help think about how involved you want to be in this
decision? 25 (89%) 2 (7%) 1(4%)
Help you identify questions you want to ask your
doctor? 21 (75%) 4 (14%) 3(11%)
Prepare you to talk to your doctor about what matters
most to you? 23 (82%) 4 (14%) 1(4%)
Prepare you for a follow up visit with your doctor? 24 (86%) 2 (7%) 2(7%)
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Table 2.7. Acceptability of the rectal cancer PtDA. N (%)

Information on (n=27) Excellent Good Fair
* General information 10 (37) 16 (59) 1(3.7)
* Surgical options 10 (37) 16 (59) 1(3.7)
* Risks & benefits 10 (37) 14 (52) 3(11)
* Questions & answers 8 (30) 15 (56) 4 (15)
Length of presentation (n=28)
e Justright 26 (93)
* Too short 2(7)
* Toolong 0
The amount of information (n=28)
* Justright 20 (71)
* Too little 8(29)
* Too much 0

Balance of presentation (n=28)

¢ Completely balanced 22 (79)
* Slanted towards permanent stoma 5(18)
¢ Slanted towards bowel hookup 1(4)
Clarity of information in decision aid (n=27)
* Everything was clear 10 (37)
* Most things were clear 11 (41)
* Some things were unclear 5(19)
* Many things were unclear 1(4)
Recommend this decision aid to others (n=28)
* Definitely recommend 14 (50)
* Probably recommend 13 (46)
* Probably not recommend 1 (4)
* Definitely not recommend 0
Preferred format of PtDA (n=28)
* Web 9(32)
* Paper 12 (43)
* Both 7 (25)
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Figure 2.1. Flow diagram of patient participation.

Total # new rectal cancer patients
-Pre-Treatment
c . -
2 -Durmg or post-neoad)uvant
i} Excluded
s treatment (n=70)
$ - Post-TEMS referral - Too low
_ - Too high
(n=107) - Referred for TEMS
- Recurrence
- DALM lesions
- Extensive metastasis
* with no planned
resection
- Needs intestinal
# Ehglble diversion before curative
surgery
g (n=37)
- 34.6%
Not Consented
(n=6)
- Physician approach (2)
- Patient preferred not to
receive more information
(2)
'§ Consented - Patient preferred not to
5 (n=31) extend clinic visit (1)
3 81 6% - Family resistance (1)
Did not complete study
> (n=3)
- Local excision (1)
- Did not return post-
PtDA questionnaire (2)
Post-PtDA
§ data collected
2 (n=28)
90.3%

TEMS: transanal endoscopic microsurgery.

DALM: Dysplasia associated lesion or mass in the setting of inflammatory bowel
disease.

Too high: the tumour was higher than 10 cm above the anal verge.

Too low: the tumour was invading the rectal sphincter and not amenable to sphincter
sparing surgery.
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Although there is evidence to suggest that the rectal cancer PtDA may help patients, the
opinion from surgeons should also be explored to facilitate implementation into clinical
practice. Chapter 3 describes a cross-sectional survey study that explores the
perceived factors influencing the implementation of the PtDA from surgeons’

perspective.
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Abstract

Background:

A patient decision aid was associated with improved knowledge and decreased
decision conflict in patients faced with low anterior resection or abdominoperineal
resection for mid to low rectal cancer. Little is known about whether surgeons will use
it with their patients in practice.

Objective:

To investigate surgeons’ perceptions of barriers and facilitators to the implementation
of a rectal cancer patient decision aid as part of clinical practice.

Design:

A cross-sectional survey was mailed to members of the Canadian Society of Colon and
Rectal Surgeons. The procedure included a pre-notification, index survey, and three
follow-ups to non-respondents with replacement surveys. We used descriptive analysis
to identify barriers and facilitators, and univariable and multivariable analysis to
identify factors associated with surgeons’ perceived likelihood of using the decision aid.

Main outcome measures:

The outcomes were barriers and facilitators, and self-perceived likelihood of using the
decision aid.

Results:

We received 60 responses from 105 mailed surveys (57.1%). Half of the respondents
(51%) reported that they were either “very likely” or “likely” to use the decision aid.

Respondents reported that the decision aid contained accurate information (90%), was
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well developed (84%), and would be applicable to a sizeable proportion of patients
(67%). Only 53% reported that it would be easy to incorporate in practice. The
common barriers were time constraints and the need for multiple visits with dedicated
personnel. The common facilitators were simplifying the decision aid, adding
information to its content, and translating to other languages.

Limitations:

Although our response rate was good, non-response bias was possible, whereby non-
responders may have had different views.

Conclusions:

Although surgeons found the decision aid well developed and beneficial for patients,
only half intended to use it. Potential challenges from surgeons’ perspectives related to

the ease of implementation, and their own attitudes towards its use.
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Introduction

Low anterior resection (LAR) with rectal sphincter sparing and a bowel
anastomosis and abdominoperineal resection (APR) with a permanent colostomy, are
two standard curative surgical therapies offered to patients in the treatment of rectal
cancer. The common assumption that bowel continuity is always preferable to patients
is challenged by equivalent oncological outcomes and reported quality of life 7:8.
Despite surgeons’ recognition of the need for patient involvement in decision making, a
lack of awareness of surgical options among patients was identified 72.

To improve shared decision-making in the surgical consent process, a rectal
cancer patient decision aid (PtDA) was developed in accordance with the International
Patient Decision Aid Standards (IPDAS) °. Available on paper and web, the take home
PtDA provides information on the risks and benefits of LAR versus APR, a values
clarification exercise to identify strength of personal values associated with features of
each option, and steps to guide patients towards a preference. Evaluation of the rectal
cancer PtDA showed that it was associated with improved patient knowledge and
reduced decisional conflict. Patients felt more prepared for decision-making after
viewing the PtDA, and expressed satisfaction with its content, length, and presentation
(chapter 2). These findings are consistent with the findings of multiple systematic
reviews that decision aids are effective interventions to enhance patients’ preparation
for shared decision making with surgeons 1648,

Although there is evidence of effectiveness of patient decision aids on patient
outcomes and legislation that supports their use 142973, their adoption into clinical

practice has been isolated 3¢. To increase the potential for uptake of new evidence in
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practice, it is important to engage physicians prior to implementation to identify the
potential barriers and facilitators to use. Knowledge of physicians’ perceptions of
factors influencing the use of a PtDA can be used for adapting it to different local
contexts and for designing strategies to address barriers to implementation. Previous
research found that failure to fully implement evidence may be related to adopter
knowledge, lack of agreement on evidence and applicability to patients, and perception
of a non-supportive environment 40, Still, understanding of providers’ perceived
barriers to implementing PtDAs is relatively limited and targeted strategies have been
relatively sparse compared to the abundant research on PtDA effectiveness with
respect to patient outcomes.

Surgeons hold busy practices and may direct discussions with a patient to the
proposed procedure of their preference and its related risks 74-7¢ and as a result may
not present a balanced picture. Practice resource limitations may also interfere with
implementation of PtDAs as physicians from other specialties have perceived PtDAs to
require additional resources 77. However, given that the rectal cancer PtDA has been
developed as a take-home, non-directive tool to guide patients in decision making prior
to meeting with the surgeon to make a final decision, it may actually enhance time
sensitive consent processes by providing a full range of surgical benefits and risks,
helping patients consider the options to determine the one that is most preferred.

The overall aim of this study was to evaluate Canadian colorectal surgeons’
perceptions of the barriers to and facilitators of implementing a PtDA on rectal cancer

surgery options.
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Materials & Methods

We conducted a cross-sectional survey, guided by the Knowledge to Action (KtA)
Cycle #0. This framework, based on the analysis of 31 planned action theories 41,
promotes the contextualization of a knowledge product and a structured process for its
implementation 40. A key step in the process of implementation, according to this
framework, is the identification of perceived barriers and facilitators anticipated to
influence its use such that implementation interventions can be designed to overcome
known barriers. This study was approved by the Ottawa Health Science Network
Research Ethics Board (OHSN-REB) and the Canadian Society of Colon and Rectal

Surgeons (CSCRS).

Sample Participants & Setting

Canadian colorectal surgeons were identified using a regularly updated
directory maintained by the Canadian Society of Colon and Rectal Surgeons. The
membership is updated throughout the year. Staff surgeons, fellows, and residents are
clearly identified along with their level of training. Once the study was approved by the
CSCRS, we obtained a sampling frame containing the full roster of surgeons up to June
2013 with their email and postal mail addresses. Addresses were confirmed in public
registries hosted by respective provincial College of Physicians and Surgeons. There
are an estimated 114 colorectal surgeon registrants with the Society, of which 105 are
listed as surgeons currently working in Canada. These 105 surgeons were the targeted
sample and their final eligibility for the study (currently licensed and working with
rectal cancer patients) was established by the screening question on our questionnaire:

“Are you a board certified surgeon currently working with rectal cancer patients?”.
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Procedure

We conducted the survey study by mail, following Dillman et al.’s tailored design
method to maximize the response rate 78. Specifically, we delivered a pre-notification,
index mail, and three follow-ups.

A pre-notification letter was sent to all 105 surgeons to explain the study and
alert them to expect to receive the questionnaire. One week later, the index mail
included a cover letter, an upfront gift card of $10 Canadian in value, a paper copy of
the rectal cancer decision aid, a link to the online decision aid, the barriers and
facilitators questionnaire, and a stamped return envelope. Follow-up reminders with a
new paper copy of the PtDA and a replacement questionnaire were mailed at weeks
two and five to non-responders. A final couriered mail 7° with the same content was
delivered on week seven to those who had still not responded.

The first question on the survey defined eligibility by asking the surgeon if
he/she is currently treating rectal cancer patients. The second question asked the
surgeon to confirm the viewing of the decision aid (on paper, online, or both).
Instructions indicated that if they answered “yes” to the first two questions, they could
proceed with the rest of the questions in the barriers and facilitators questionnaire

(Appendix VI).

Outcome measures

All of the items on our questionnaire were based on a previously validated
questionnaire, developed by Graham et al. in a PtDA study evaluating the perspectives

of physicians in three different specialties 77. A tailored version of the same
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questionnaire was used in two additional studies to assess healthcare professionals’
use of PtDAs 8081,

This questionnaire includes a 41 item set of questions addressing barriers and
facilitators to using the PtDA, divided into five main groups, including issues related to
development of the PtDA, content and format of the PtDA, PtDA meeting patients’
needs, physicians’ clinical practice, and implementation (Appendix VI). Each question
on the questionnaire is rated on a 5 point scale from 1 (strongly disagree) to 5 (strongly
agree).

Additional questions, also drawn from Graham et al. 77 addressed surgeons’ level
of comfort in using the PtDA and their views on whether there is a need for a PtDA in
clinical practice. The last closed-ended substantive question asked surgeons how likely
they were to use the decision aid, categorized into “not at all”, “very unlikely”,
“somewhat likely”, “likely”, and “very likely”. Four open-ended questions at the end of
the survey explored changes necessary for program specific adaptations of the PtDA,
barriers to implementation, facilitators of using the PtDA, and general comments.
Finally, the questionnaire closed with questions about demographic characteristics and
practice characteristics.

The barriers and facilitators items used in the survey were previously
demonstrated to have factorial validity in a principal components analysis, with items
loaded onto four components including 1) quality and value for patients, 2) value for
physicians, 3) PtDA content, and 4) issues related to implementation 77. For our study,

we assumed relevance of these same components and, as per Graham et al.,, the mean
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score of items within each of these principal components was calculated and used as a

predictor variable in the multivariable logistic regression.

Analysis

Data from survey questions were independently entered twice into a Microsoft
Excel database to ensure accuracy. Any missing data were treated by case-wise
deletion. The overall response rate was determined based on the total number of
returned surveys and the number of mail-outs. Descriptive statistics included
proportions and means for individual variables.

Chi-squared tests were used for bivariate comparisons of those who were more
likely (“very likely” and “likely”) versus less likely (“somewhat likely”, “very unlikely”,
and “not at all”) to use the PtDA, by respondent demographics, each barrier/facilitator,
questions on comfort, and need for PtDA. Univariable logistic regression analysis was
performed to predict likelihood of use using principal component scores. Following
univariable analysis, each principal component score was used to predict intent to use
in a separate multivariable logistic regression model, adjusting for demographic
characteristics (age, years in practice, annual patient volume). All statistical analysis
was performed using SAS 9.3 software.

Barriers and facilitators generated from open-ended questions were examined

and grouped into themes including PtDA issues, surgeons’ attitudes, patient issues, and

resource issues. Frequency of appearance of each identified issue was counted.
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Results

Survey Delivery

Of the 105 mailed surveys, 60 were returned (57.1%), and none were returned
as unopened. The response rates based on initial mail and reminders were 27.6%,

13.3%, 7.6%, and 8.6%, respectively (Figure 3.1).

Surgeon Characteristics

Of the 60 respondents, 53 (88%) were eligible and 7 were ineligible (Figure 3.2).
Four respondents of the 53 had missing data on one or more key items and were
excluded from the analysis (Figure 3.2).

The 49 included participants were on average 46.6 years old, most were male
(84%), and they had a mean clinical experience of 14.7 years in practice, with most
practicing in affiliation with a university (88%) (Table 3.1). Of the 49 participants, 30%
saw 2 40 patients a year, 43% saw 20-39 patients a year, and 27% saw < 20 patients a
year. The non-respondents, based on publically accessible data, were similar with

respect to gender (84% male) and clinical experience (mean 12.4 years).

Perceived likelihood of using Decision Aid

About half of participating surgeons indicated that they were “very likely”
(32.6%) or “likely” (18.4%) to use the PtDA. The other half indicated that they were
“somewhat likely” (36.7%), “very unlikely” (8.2%), or “not at all“ likely (4.1%) to use
the PtDA (Table 3.1). About 80% of participants reported being “comfortable” or “very

comfortable” with using the PtDA (Table 3.1). While 67% of participants agreed that
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there was a need for PtDA, 33% were unsure or did not perceive a need for it (Table

3.1).

On Decision Aid Development

More than 90% of respondents agreed that the developers of the PtDA were
credible and the information provided in the PtDA was based on evidence (Table 3.2).
84% of respondents agreed that the PtDA was well developed and its development was
not influenced by vested interest. A well-developed PtDA was associated (p=0.002)

with surgeons reporting that they were likely to use the PtDA (Table 3.2).

Content and Format of the Decision Aid

Over 85% of participants agreed that the PtDA provided essential, accurate, up-
to-date information to help the decision making process and found the combination of
computer- and paper- based formats to be a good idea. Over 80% agreed that the
information presented on the PtDA was balanced, unbiased, and described treatment
choices in an organized fashion. 69% agreed that the PtDA presented probabilities in
an understandable manner. Description of treatment choices (p=0.011), balanced
information (p=0.049), availability of essential information (p=0.0096), understandable
risks and benefits presentation (p=0.024), and accurate reflection of evidence

(p=0.022) were associated with likelihood to use the PtDA (Table 3.2).

Clinical Relevance of the Decision Aid

Most surgeons agreed that the PtDA was compatible with how they think
patients should be informed (86%) and that it would complement their usual approach

(78%). Fewer surgeons agreed that the PtDA would improve their approach (45%),
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help them understand patient issues (57%), or improve the quality of patient visits
(53%).

Agreements on each item in this category were significantly associated with
participants reported likelihood of using the PtDA. In particular, agreement with items
indicating that the PtDA would improve a physician’s usual approach, quality of patient
visits, and provide observable benefits to patients were highly associated (p<0.0001)

with a greater perceived likelihood of using the PtDA (Table 3.2).

Patient Relevance of the Decision Aid

Although 71% of surgeons agreed that the PtDA would be acceptable to patients,
39% agreed it would be simple for patients, while 27% thought it would be too complex
to use with patients. Over 65% of respondents agreed this tool would apply to a
sizeable proportion of patients, explain benefits and risks of each surgery, and logically
guide them through the decision making process. Over half of participants (59%)
agreed that the PtDA would improve patient decision making. Surgeons who found the
PtDA to be acceptable (p=0.0011) and those who agreed that the PtDA would guide
patients (p=0.019), help patients understand benefits and risks (p=0.005), prepare
them for decision making (p=0.038), help them reach a decision (p=0.011), allow
patients to participate (p=0.011), and improve their decision making (p=0.0025)
reported being more likely to use the PtDA. Agreeing that the PtDA would be simple to
use (p<0.0001) was strongly associated with a participant expressing that he or she

was likely to use the PtDA (Table 3.2).
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Implementation of the Decision Aid

Most respondents indicated clear direction existed within their cancer programs
to support protocols and guidelines (69%) and that the PtDA would affect patient
relationships in a positive way (61%). Approximately half agreed (53%) it would be
easy to use, would not require major changes to discussion (53%), and would help
tailor counseling to patient needs (53%). But only a minority agreed that sufficient
time was available (47%) to use the PtDA, 27% agreed that it would be used by most of
their colleagues, and 14% of surgeons agreed that the PtDA would save time.

Surgeons who have a clear direction to use guidelines (p=0.024), believed that
there would be adequate time and the PtDA would save time (p=0.062), that the PtDA
would positively affect the physician patient relationship (p=0.0008), and that it would
be used by colleagues (p=0.029) were more likely to express that they were likely use
the PtDA (Table 3.2). Agreeing that the PtDA would be easy to use and that using the
PtDA would help tailor patient counseling (p=0.0001) seemed to be strongly associated

with likelihood of use.

Factors Influencing Perceived Likelihood of Using the Decision Aid

Univariable analysis showed that each component score, including quality and
value for patients, value for physicians, decision aid content, and implementation, was
independently associated with participants’ reported likelihood of using the PtDA
(Table 3.3). When adjusted for participant age, years in practice, and annual patient
volume, in multivariable logistic regression, factors related to implementation were no
longer associated with likelihood of use but the other three components remained

statistically significant. In the model consisting of all four principal components, while
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adjusting for demographic variables, only surgeons who thought PtDA was valuable
towards their clinical practice expressed a significantly higher likelihood to use the

PtDA (odds ratio 17.1, Table 3.3).

Themes from open-ended gquestions

Barriers to Using PtDA

Themes indicating common barriers to PtDA use were grouped into factors
related to resources, the PtDA itself, the surgeon, and the patient (Table 3.4). The most
common resource issues were perceived needs for extra clinic time, multiple clinic
visits, and additional supporting staff. Other resource barriers included alteration of
clinic flow, inadequate referral structure, uncertainty in the timing of delivering the
PtDA, costs, lack of administrative support, and space confinement.

Within PtDA related factors, the most common barrier was lack of translation
into languages other than English, such as French, Chinese, Punjabi, and Hindi. Some
were concerned about the length and complexity of the PtDA for patient use. A few
participants noted a lack of input from healthcare professionals on PtDA content and
evidence to show its effectiveness.

A number of surgeons cited behaviours of colleagues as a major barrier. Some
felt that surgeons have an inherent bias towards LAR, while others worried there is a
lack of consensus over the PtDA approach in general. Other surgeon related barriers
were that the approach was “not individualized” enough to consider patient variation,
that there was no need for a PtDA as physicians alone are seen as facilitators of decision
making, and that the PtDA may actually “interfere with the physician-patient

relationship rather than improving it”.
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At the patient level, many surgeons predicted that low socioeconomic status,
poor education, and older age would limit patient comprehension and thus reduce the
applicability of the PtDA to the population. Another barrier was the perception that the
PtDA had limited applicability for the overall rectal cancer population due to varying

clinical scenarios and that it was an additional burden on patients.

Facilitators of Using PtDA and Changes Needed to Adapt the PtDA to the Local Context

Facilitators were identified at the level of the PtDA and the environment.
Surgeons identified facilitators of the PtDA as its being a pertinent tool, high quality,
and complementary to participants’ practice (Table 3.4). While many surgeons
identified a need to add more information, others suggested simplifying it. Other
suggestions to improve the PtDA to facilitate its use included translation into other
languages, additional diagrams, and more individualized content. Some urged
improvement on clarity of presentation, while a few suggested specific content changes
to sections of the PtDA. One recommendation was to “acknowledge stoma nurses”
within the PtDA.

Environmental facilitators that participants believed would promote use of the
PtDA included additional resources to support the need for more clinic time, personnel,
and administrative support. Some surgeons suggested giving the PtDA to patients prior
to a clinical visit. The necessity of Internet access was identified as a facilitator for
using the online version of the PtDA. Some participating surgeons also felt that

“reorganization of the clinic” would facilitate the implementation.
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Discussion

Our study is the first large scale survey to explore the factors that influence the
implementation of a PtDA as perceived by the surgical community. Given the limited
number of existing surgical PtDAs 19, this study sheds light on the contextual factors
that influence PtDA adoption in surgical practice.

At 57.1%, our study achieved a response rate comparable to other survey
studies involving surgeons 82-84, Of those who responded, a majority of surgeons were
involved in treating rectal cancer patients. Overall, our study demonstrated that
although physicians endorse the PtDA’s quality and agreed that patient decision aid is a
good way to inform patient choices, they are more skeptical about its actual use into
practice. This finding is consistent with a systematic review 3677 that found physicians
often cited competing demands, time pressure, and holding the view that patients
would not want decisional responsibilities as main reasons for not incorporating PtDAs
into practice 12. As such, a seemingly favourable attitude towards this PtDA may not be
sufficient to support a high rate of adoption in practice.

Most respondents agreed that the PtDA contained well-presented and evidence-
based information that was developed by a credible source. However, our qualitative
results showed that despite their general approval, surgeons have mixed opinions on
the complexity and the amount of information on the PtDA. Some suggested adding
information to the content and others suggested reduction of material. This is perhaps
a reflection that the constellation of information physicians disclose to patients is

highly variable 76. While the rectal cancer PtDA was constructed to inform patients in
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consultation with the surgeon, it was not intended to replace clinical discussion on the
options but rather surgeons could tailor the consultation to suit varying patient needs.

Many surgeons believed that the PtDA would help patients understand the
benefits and risks associated with each choice, and guide them through the decision
making process. However, a number of surgeons were concerned that the PtDA may
not be broadly applicable to patients due to psychosocial limitations (eg. older age,
lower socioeconomic status). Some surgeons added that they were concerned with
burdening patients with more work. These findings suggested a view among
physicians that although the PtDA may be helpful, it would apply to a limited spectrum
of patients. This indicates that healthcare providers may be selecting patients for
shared decision making rather than broadly applying this approach, a concerning issue
given that physicians may not accurately gauge patients’ preferred involvement in
decision making 85. In addition, evidence suggests that patients of lower literacy and
socioeconomic status may benefit more from a PtDA 86, further highlighting the
importance of broadly applying the PtDA.

With respect to their own clinical practice, many surgeons felt that the PtDA
would complement the consulting process and improve their relationship with
patients. However, few thought it would be easy to use in their own setting and even
fewer could see their colleagues using the PtDA. Resource issues such as time, need for
reorganization of the clinic, and specialized personnel were the most commonly
described barriers. Proposed improvements to address these factors were seen as
helpful to facilitate implementation. Other studies have also demonstrated that time

constraint was viewed as the most important barrier to implementing PtDAs 3287-89,
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Contrary to that perception, a Cochrane review of 115 clinical trials on PtDAs showed
that PtDA use does not consistently lead to increased consultation time based on 10
trials that measured this outcome 6. However, the review authors concluded that
further research with an a priori definition of consultation length and sufficiently
powered sample sizes would be necessary to definitively address this controversy 1°.
The need for reorganization of clinic flow and specialized clinic personnel were seen as
further stresses on limited resources. Although the upfront cost of PtDA delivery is
likely unavoidable, downstream cost saving is far from certain 0. The solution perhaps,
is to consider PtDA as part of cost-effective healthcare delivery, where patient-
physician encounters may be improved in exchange for an acceptable investment 1.

Strikingly, physicians themselves were seen as barriers by some respondents
citing resistance to change and personal bias towards a specific procedure as main
obstacles. This is consistent with the current rectal cancer surgery consultation where
the evidence suggests that the surgical choice is often made based on a surgeon’s
perception of the patient baseline functional status, tumour factors, and surgeon
expertise 7. Maintenance of the status quo is natural without interventions to change
behavior %2. Despite the strong evidence demonstrating PtDAs’ effectiveness in
improving patient decision making, widespread clinical adoption lags behind.
Supportive strategies to implement shared decision making and PtDAs are being
explored, including training and policy change. Training programs for healthcare
professionals and interprofessional approaches to shared decision making including
use of PtDAs have demonstrated effectiveness in helping providers with patient

engagement ?3. In 2010, US legislative support of SDM was featured in the Affordable
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Care Act Section 3506 endorsing the development, evaluation, and use of PtDAs 14,
There is also an appeal to change the reimbursement scheme to reward the
documentation of PtDA use in the process of consultation °4. These legislative,
administrative, and monetary interventions are likely to help increase the uptake of
PtDAs %5. The next steps are to study the effectiveness of different implementation
strategies and the sustainability of using PtDAs to prepare patients for shared decision
making.

The results of our study need to be interpreted in the context of several
limitations. We used a Canadian organization that represents all surgeons working
with rectal cancer in Canada. Although the membership likely captures most of the
relevant surgeons, it is possible some were not reached. However, this society remains
the best available repository in Canada to reach the colorectal surgeon community. Our
response rate was reasonable at 57.1%. Although some demographic information
regarding non-respondents was available and they appeared to be demographically
similar, we had no data to evaluate the difference in perceptions of the PtDA between
responders and non-respondents. The magnitude of non-response bias is often difficult
to predict % and therefore caution should be used when generalizing the results to all
colorectal surgeons. In addition, although the response rate was good, the study
population was small and therefore our sample size was small. Some analyses,
especially the logistic regression, may be underpowered. As with other surveys, our
data rely on self-reported answers and are susceptible to social desirability bias where
a respondent may underreport the undesirable attributes and overstate their support

for the PtDA 97. Despite the aforementioned potential limitations, our survey

58



represents the best available evidence on the views of colorectal surgeons with respect
to using PtDAs to prepare patients for SDM and our findings are consistent with

published studies.

Conclusion

Although colorectal surgeons generally agreed with the approach to SDM, they
perceived various obstacles to its implementation in their practice. Resource
constraints and the lack of applicability to patients were among the most often
perceived barriers. Those who perceived that the PtDA was valuable to their clinical
practice were more likely to indicate willingness to use it. In an era where the use of
PtDAs to facilitate shared decision making is gathering significant legislative support,
surgeons’ perceived concerns need to be addressed to better support their use of
PtDAs. A multifaceted approach to involve surgeons in SDM delivery includes raising
the awareness of surgeons and patients on availability of PtDAs, training in SDM and
the use of PtDAs, organizational prioritization of patient centered care and investment
to integrate PtDA into practice. Further research is required to define effective
implementation strategies to overcome known barriers and ensure sustained adoption

of PtDA among healthcare practitioners.
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Table 3.1. Characteristics of participating surgeons and intention to use decision aid
(N=49)

Mean (SD) N (%)
Age 46.63 (10.7)
Groups
<40 12 (24.5)
40-50 19 (38.8)
>50 18 (36.7)
Years in practice 14.67 (10.1)
Groups
<10 years 20 (40.8)
10-20 years 14 (29.6)
>20 years 15 (30.6)
Sex
Male 41 (83.7)
Female 8(16.3)
University affiliation
Yes 43 (87.8)
No 6(12.2)
Annual patient
volume
<20 13 (26.5)
20-39 21 (42.9)
>=40 15 (30.6)
Likely to use PtDA
Yes 25 (51.0)
No 24 (49.0)
Comfortable
offering PtDA
Yes 39 (79.6)
No 10 (20.4)
Need for PtDA
Yes 33 (67.3)
No 16 (32.7)
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Table 3.2. Surgeons responding “agree” or “strongly agree” (on a five point scale)
regarding their perceptions related to the use of rectal cancer patient decision aid by
perceived likelihood of using the decision aid. (N=49)

Agree or Agree or
strongly agree Agree or strongly  strongly agree
among all agree among those = among those P
respondents who are likely to who are (Likely Principal
Characteristics use PtDA unlikely to to use vs. Component »
use PtDA unlikely
Total n=49 (%) to use)
Total n=25 (%) Total n=24
(%)
Development of
DA...
Developers of the DA
are credible 46 (94) 24 (96) 22 (92) 0.53 3
Info provided within
DA is supported by 47 (96) 25 (100) 22 (92) 0.23 3
evidence
DA is well developed 41 (84) 25 (100) 16 (67) 0.002b 3
Development of the DA
not influenced by 41 (84) 23(92) 18 (75) 0.14 3
vested interests
Content and
Format...
Info provided on
treatment choices is 42 (86) 24 (96) 18 (75) 0.049°b 3
balanced
DA contains essential
info to help the decision 43 (88) 25 (100) 18 (75) 0.0096P 3
making process
DA well organized 39 (80) 22 (88) 17 (71) 0.17 1
DA (-iescrlbes treatment 40 (82) 24 (96) 16 (67) 0.011b 3
choices
Evidence reflects my
understanding of the 44 (90) 25 (100) 19 (79) 0.022°b 3
data
Evidence presented in
unbiased manner 43 (88) 24 (96) 19 (79) 0.098 3
Evidence is up-to-date 43 (88) 23(92) 20 (83) 0.42 3
DA presents
probabilities of
benefts,/risks in 34 (69) 21 (84) 13 (54) 0.024° 1
understandable manner
Combination of internet
& paper format a good
method of presenting 43 (88) 24 (96) 19 (79) 0.098 1

info
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For Patients, this DA
will...

Be acceptable 35(71) 23(92) 12 (50) 0.0011b
Be simple to use 19 (39) 17 (68) 2(8.3) <0.0001®
Be too complex to use 13 (27) 3(12) 10 (42) 0.019°b

Guide patients through
the decision making
process in logical
fashion

Help patients
understand
benefits/risks of
surgical choice
Prepare patients for
the decision making 33(67) 21 (84) 12 (50) 0.011®b
process

Help patients in

reaching decision 33(67) 21 (84) 12 (50) 0.011®b
about surgical choice
Allow patients to
participate as they
wish in the decision
making process
Improve patient
decision making

32 (65) 21 (84) 11 (46) 0.005°

37 (76) 22 (88) 15 (62) 0.038°

35 (71) 22 (88) 13 (54) 0.0088b

29 (59) 20 (80) 9 (38) 0.0025°

Apply to a sizeable

proportion of them 33 (67) 19 (76) 14 (58) 0.18

Clinically, this DA
will...

Is compatible with how
I think patients should
be informed about
choices

42 (86) 25 (100) 17 (71) 0.0035b

Will complementmy 35 7, 24 (96) 14 (58) 0.0016"
usual approach

Will improve my usual
approach

Is a reliable tool for
helping patients make 26 (53) 18 (72) 8 (33) 0.0067b
decisions

Will help me to more
fully understand those
issues of importance to
patients

Will increase patients’
satisfaction with my 30 (61) 21 (84) 9 (38) 0.0008P
help

22 (45) 18 (72) 4(17) <0.0001b

28 (57) 20 (80) 8 (33) 0.001°

Will improve the b
quality of patient visits 26 (53) 20 (80) 6(25) 0.0001
Will provide easily

observable benefits to 22 (45) 18 (72) 4(17) <0.0001*

the patients
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Issues related to
implementation,
This DA will...

DA will be easy to use

in our rectal cancer 26 (53) 20 (80) 6 (25) 0.0001b
program
DA will save time 7 (14) 7 (28) 0(0) 0.0096b

Clear direction within
our rectal cancer
program that we need
to provide support
using
protocols/guidelines

34 (69) 21 (84) 13 (54) 0.0245b

There is adequate time
to use the DA

Using DA will require

reorganization of 18 (37) 9 (36) 9 (36) 0.91
practice setting

Using the DA will not

require major changes

to the way I currently 31(63) 17 (68) 14 (58) 0.48
discuss topic with

patients

Using DA will help me

tailor my counselingto 26 (53) 20 (80) 6 (24) 0.0001b
patients' needs

Using DA will affect my
relationship with
patients in a positive
way

DA will be easy to
experiment with
before deciding to 32 (65) 19 (76) 13 (54) 0.108
adopt them in our

rectal cancer program

23 (47) 15 (60) 8 (33) 0.062b

30 (61) 21 (84) 9 (38) 0.0008°

DA likely to be used by

b
most of my colleagues 13(27) 10 (40) 3(12) 0.029

a. Principal components:
Component 1: Quality and value for patients; Component 2: Value for physicians;
Component 3: Decision aid Content; Component 4: Implementation

b. Statistically significant
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Table 3.3. Factors influencing the use of rectal cancer decision aid.

Odds Ratio Adjusted for
Odds Ratio Adjusted Demographics “and

Unadjusted Odds Ratio  For Demographics © other components
Independent Variables (95% C1?) (95% C1?) (95% Cl1?)
Principal components b
Quality and value for 21.2 (2.7-164.1) 33.9 (2.8-410.3) 3.34(0.2-71.0)
patients
Value for physicians 30.1 (4.1-222.9) d 28.3 (3.3-240.2)d 17.1(1.2-254.1)d
Decision aid content 17.7 (2.9-107.9) d 14.6 (2.3-94.8)d 2.4 (0.2-25.1)
Implementation 5.4 (1.0-28.6) d 5.8 (0.8-40.6) 0.6 (0.0-11.4)

a. CI=Confidence interval

b. Derived from principal component analysis and verimax rotation by Graham et al 77.
c. Adjusted for age, years in practice, and annual patient volume

d. Statistically significant at p<0.05
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Table 3.4. Themes from open-ended questions on the perception of barriers and facilitators to
using the decision aid.

Theme Frequency

Barriers
PtDA Issues
Not available in other languages 6
Lack of evidence 4
Too long 3
Too complex 3
More input from other professionals 2
Surgeon Attitude

Surgeon bias towards LAR 4
Lack of surgeons consensus with PtDA approach 3
No need for PtDA as physician already practices it 2
Others (ie. approach not individualized, physicians resistance to change) 2

Resource Issues

Time 17
Requires multiple visit 7
Requires more clinic personnel 7
Requires reorganization of clinic or referral 4
Challenge with timing of delivery 4
Others (ie. difficulty in independent practice, lack of electronic

equipment, cost of using tool, lack of administrative support, general

availability to patients, space confinement) 6

Patient Issues
Patient environmental factors affecting comprehension (ie. SES a, 7
education, age)

A burden on patients during consult 3
Lack of applicability to patient population 2
Facilitators

PtDA Content
Simplify/shorten PtDA 20
Additional information 12

Translation into other languages
Clarify wording

Reorganize presentation

Larger or additional diagrams

N B O 0
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Others (ie. clarify choices, content needs to be individualized, improve
value questions, stoma nurse acknowledgement)

Resource adjustment/Reorganization
Dedicated personnel
Give to patients before consultation
Reorganize/standardize patient flow
Administration support
Others (ie. more clinic time, access to computer/ipad)

NN P OO

a. SES - Socioeconomic status
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Figure 3.1. Survey response rate by sequence of mail-out and cumulative response.
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Figure 3.2. Survey respondent data flow.

Canadian Society of Colon and
Rectal Surgeons (Total = 105)

Non-response or Non-contact
(N=45)

60/105 Responded (57.1%)

Non-eligible (ie. Not
practicing or not treating
rectal cancer patients (N=7)

53/60 Eligibile (88.3%)

One or more missing data
with case wise deletion
(n=4)
49/53 Analyzed (92.5%)
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Chapter 4 is an integrative chapter that summarizes the previous three chapters and

provides a discussion around the study findings.
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Chapter 4

Integrated Discussion
Guided by the ODSF 4° and the Knowledge to Action Framework 49, this thesis
involved a before and after study to evaluate the rectal cancer patient decision aid and a
survey study to examine the potential factors that may impact the patient decision aid
implementation as perceived by surgeons. These two studies are important for
informing the process of patient decision aid adoption in clinical practice.
The purpose of this chapter is to provide a summary of the findings and an

integrated discussion with implications for future research.

Patient Decision Aid Evaluation and Implementation

Overall results and literature support

Our before and after study of 28 patients newly diagnosed with rectal cancer
supported the effectiveness of the rectal cancer patient decision aid in reducing
patients’ decisional conflict, improving their knowledge, and preparing them for
discussion with surgeons (chapter 2). In addition, patients rated it as acceptable with a
willingness to recommend it to others. The study of Canadian colorectal surgeons
(N=49, chapter 3) showed that while surgeons agreed with the content and balanced
presentation of surgical options in the patient decision aid, and agreed with a shared
decision making approach, they perceived many barriers to its actual use in practice
(e.g. time constraint, need for multiple visits, and dedicated personnel). Collectively,
our findings are promising with respect to positive outcomes for patients, but the
mismatch between surgeons’ expressed support and their perception of barriers is

likely to influence adoption of the patient decision aid in clinical practice.
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Our before and after study results were consistent with a recently updated
Cochrane review 16 of 115 trials supporting the effectiveness of patient decision aids,
which found good quality evidence indicating, among patients, there was improved
knowledge, reduced decisional conflict related to feeling uninformed and unclear about
personal values, a more active role in decision making, and more accurate risk
perception 16. Other systematic reviews on patient decision aids, including one
specifically focused on surgical topics, have found similar effects 174886, Despite
overwhelmingly positive data to support the use of patient decision aids, their adoption
by healthcare professionals has been slow in Canada and US 73%4. Common barriers to
implementation identified in a systematic review included: 1) time constraint, and lack
of applicability due to 2) patient characteristics and 3) the clinical situation #2. Similar
views were expressed by Canadian colorectal surgeons in our survey study (Chapter 3).
Four major issues that may stimulate the use of patient decision aids are establishing a
patient empowerment approach, addressing surgeons’ concerns, ensuring

organizational supports, and considering healthy policy drivers.

Using patient decision aids within a patient empowerment approach

Patients’ improvement in knowledge is necessary but not sufficient to achieve
shared decision making 32389899, [n our study, the patient decision aid was associated
with improved knowledge but it is unclear if it was adequate to stimulate SDM within
the surgical consultation. Based on the surgeons’ perspectives reported in our survey,
we suggest that the improved patient knowledge we identified is unlikely to result in
SDM without additional supports. Enabling patients to learn about their disease and

treatment options is key to facilitate their inclusion in medical decisions but patients
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may still face systematic barriers in playing a fully active role in the decisions 109,
Unless expectations and opportunities for patients to contribute their personal
preferences are normalized within surgeons’ practice, an asymmetry of power between
patients and surgeons could persist to restrict their involvement °°. Empowering
patients to participate in clinical decisions to the extent that they prefer should
therefore include a dual purpose, one to improve patients’ knowledge of the condition
and their treatment options, and second to encourage them in the consult to ask
questions and share their preferences 190, Initiatives to promote patient involvement in
SDM are underway in the US, where the Agency for Healthcare Research and Quality
(AHRQ) started the Questions Are the Answer campaign 101 to help normalize patient
engagement through asking questions about their treatment. A randomized controlled
trial in Australia showed that using simulated patients to ask three questions (e.g.,
other options, benefits and risks of options, likelihood of benefits and risks) facilitated
greater involvement of patients by physicians 192, Increased use of such strategies may
help remove the patient-physician power differential and create an expectation to use

patient decision aids and share patient preferences 103.

Addressing surgeons’ perceptions influencing patient decision aid adoption

Our survey findings showed that physicians may be susceptible to misdiagnosis
of patient preferences and selective use of a patient decision aid 1%4. The survey found
that surgeons assumed some patients prefer a passive role in decision making and that
the patient decision aid would overburden them or that they would not be able to
comprehend its content. These assumptions are concerning as a significant proportion

of patients would prefer active involvement in decision making 195 and physicians often
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do not accurately predict patient preference 1. In our before and after study, 82% of
eligible patients agreed to participate and a majority reported the amount of
information in the decision aid was just right and balanced (chapter 2). Patients did not
report information overload. Interventions may be needed to encourage surgeons to
use the patient decision aid and engage patients in shared decision making more
broadly without a priori assumptions that patients do not want to be involved.
Anecdotally, we found that surgeons were sometimes apprehensive about their
patients participating in the before and after study at the beginning of our work, but
they became more motivated when they observed firsthand the impact of the patient
decision aid on their patients’ knowledge and comfort with choices. As a result, all five
surgeons in our study setting informed eligible patients of the study. In planning an
implementation strategy for the patient decision aid, it will be important to ensure that
surgeons observe the impact of the patient decision aid on their patients’ preparation
for the discussion in the consultation. A systematic review found that interventions
activating both the patients and physicians could lead to increases in patient
involvement in shared decision making 3>. The next challenge will be to effectively
evaluate surgeons’ behaviours, and design ways to monitor and sustain the use of the
patient decision aid beyond our before and after study 4!. One strategy to monitor use
could be to document its use during the patient dialogue %4, but such a strategy would

need to be endorsed by the organization and requires further consideration.
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Ensuring organizational supports to implement patient decision aid

Delivering a patient decision aid as part of the process of patient care also
requires an implementation intervention targeting the organization 9. At the Cancer
Assessment Center (CAC), all surgical patient are referred to a nurse-organized
perioperative education session 197 to orient patients around the general aspects of
surgery and recovery. Patients with rectal cancer are also scheduled with a stoma
nurse to review self-management of a stoma. These supportive educational sessions
can complement the rectal cancer patient decision aid. Therefore, an important
element to a patient decision aid implementation strategy may be to integrate it as part

of an existing educational program 95.

Second, the patient decision aid should be integrated into the clinical pathway.
In the Ottawa Hospital, each patient is scheduled to see a surgeon at least twice before

surgery (figure 4.1).

Figure 4.1. Pathway for patient care in the Ottawa Colorectal Cancer Assessment
Center.

) ) 1st visit with Consent visit Surgery
Diagnosis surgeon with surgeon
2-6 weeks 4-8 weeks 2-4 weeks
<€ > <€ >

-
- -

The first visit often involves completing the staging workup, making a plan for

treatment, and having preliminary discussions about the surgery options. The second
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visit focuses on the surgical consent. The time interval between the two visits would
give patients the opportunity to view the patient decision aid at their own pace. This
clinical pathway is ideal but specific to the institution where the study was conducted
and may be different elsewhere 198, As identified by our survey study, many
institutions face logistic challenges where surgeons see a patient only once before
surgery. Hence, the patient decision aid delivery would need to precede the first visit
with a surgeon for consent. Two main roadblocks arise from such a pre-encounter
delivery. Firstly, the rectal cancer patient decision aid applies to a subset of mid to low
rectal cancers so that its applicability can be accurately assessed only by a specialist
surgeon 199, In addition, a subset of low-risk tumours may be amenable to undergo
local excision 110 (ie. Trans-anal endoscopic microsurgery or endoscopic excision);
whereas metastatic late-stage tumours may not be resectable 111. Without surgeons
differentiating potential candidates, it is challenging to predict appropriate patients and
there is a risk of over-distributing the patient decision aid and potentially leading to
unnecessary worries in the patients. To overcome the issue where multiple visits with
the surgeon are not possible, a surgeon or advanced nurse practitioner could screen
with the available medical records to decide on tumour location and the likelihood of
needing formal resection before patient’s visit 112. Alternatively, the patient decision
aid could be used within a consultation by a surgeon or the nurse, and subsequently

provided to the patient to review at home.

79



Health policy drivers to endorse use of patient decision aid

Patient decision aid implementation may be further promoted by health policy
changes. Policy level support for patient decision aids was reflected in the US
Affordable Care Act 14, multiple US state legislations 29, UK health policy 113, and the
province of Saskatchewan 73. For example, the UK National Health Service has
publically endorsed shared decision making, including the accessibility of decision aids
to enable choice of treatment 114, Many US states, such as Washington, Minnesota, and
Vermont have legislative support to facilitate the implementation of patient decision
aid and shared decision making practice 13. Furthermore, funding for patient decision
aid implementation is becoming available 1494113, Such government policies and new
investments may be important strategies to overcome known resource barriers, such as
time constraint and dedicated personnel, as cited by the surgeons (chapter 3). Itis
conceivable that as governments shift attention and investment towards implementing
these new health policies, the adoption of patient decision aids to facilitate shared

decision making should evolve into the standard of practice.

Implications of Research Methodologies Used

Is before and after evaluation enough for patient decision aid evaluation?

The before and after study contributed important evidence toward evaluating
the effect of the rectal cancer patient decision aid on patient choices and decision
making processes 27. It was strongly and statistically significantly associated with
improved knowledge and reduced decisional conflict with the magnitude of effect being

consistent with results from randomized controlled clinical trials 6. Our rectal cancer
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patient decision aid followed a rigorous developmental process, guided by the ODSF 49,
and using quality criteria outlined by the IPDAS 26. The comprehensive process 37
included a study to identify the decision-making needs of patients and practitioners 2,
a systematic review to identify evidence on benefits and harms of surgical options 115,
and a peer review with patients and practitioners who have made the decision 5°. The
evaluation process of the current thesis focused on both its impact on the end users
(patients), and the potential barriers and facilitators as perceived by the adopters

(surgeons).

Although a direct impact on patient knowledge and decisional conflict was
supported by the results of our before and after study, this non-randomized study could
not adjust for any potential confounders and this leaves open the possibility that the
associations we observed are not causal 116, Possible confounders include other
experiences and interventions to which participants were exposed between the pre-
and post-PtDA assessments and that might have influenced the study outcomes. For
example, this includes educational materials other than the PtDA that are provided in
the clinic, teaching sessions organized by nurses, Internet based information, and
consultation with friends and/or family. Another potential threat to the validity of our
observed association is measurement bias, where participants may have felt pressured

to overstate their level of certainty with decision after patient decision aid use 116.

With respect to evidence from randomized controlled trials, of the 115 trials in
the Cochrane Review, there are over 20 patient decision aids based on the ODSF that
followed a similar process of development as our rectal cancer surgical patient decision

aid and the overall findings are highly consistent with our study. The Grading of
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Recommendations Assessment, Development and Evaluation (GRADE) group 117 has
suggested that if there are large and consistent estimates of a treatment effect, it may
be appropriate to accept the apparent benefit of the same treatment despite the
potential methodological flaws in study design 118, Therefore, while recognizing the
methodological limitations of our before and after study, we believe that confounding is

unlikely to explain all of the observed benefits of the rectal cancer patient decision aid

118,

The most important evidence gap in this literature is understanding and
addressing the poor uptake of patient decision aids in routine clinical practice despite
evidence of their effectiveness with regards to patient outcomes 3638119, Given that the
rectal cancer decision aid now has some evidence to indicate improved knowledge and
lowered decisional conflict, the next logical step is a clinical trial to evaluate
interventions to implement it in a range of surgical practice settings 3¢. For example, a
clustered randomized trial assessing whether systematic identification and distribution
of the patient decision aid to patients before a clinic visit could lead to shared decision
making and raise the decision quality during a consultation with surgeon would be a

pertinent study to assess an implementation strategy.

Strategies to enhance survey response rates

Obtaining good response rates in survey studies is challenging 120. Our survey
response rate was 57% which may be considered moderate, although there is no
definitive standard for such judgements 82-84 and response rates should be interpreted
in the context of other aspects of survey methodology 121122, A higher response rate

would reduce the magnitude of non-response bias 123, which results when non-
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respondents are different in their perceptions of the patient decision aid relative to
respondents. Given that survey responders may have been particularly interested in
reviewing the patient decision aid, the study may have overestimated the perceived
likelihood of its use, surgeons’ levels of comfort in offering it, or their perceptions about
the need for a patient decision aid. However, we hypothesize that the barriers and
facilitators perceived as most important were less likely to have been affected by non-
response bias, which is supported by evidence that these were consistent with other

studies 42,

To enhance the survey response rate in our study, six key approaches were used
based on Dillman’s method and multiple literature reviews 120124125 Fjrst, a postal
mailed survey was chosen due to the comparatively higher response rates for mailed
versus web surveys among clinicians 126127, Second, the survey length was restricted to
four pages formatted to fit on two sheets of Legal size paper. Length of survey has been
shown to impact response 27, Third, a non-contingent monetary incentive of gift cards
($10 Canadian) was included with the index mail-out. There is evidence that including
an incentive upfront can increase response rate 128, Fourth, the survey invitation was
signed by a surgeon considered to be an opinion leader (Dr. Robin Boushey) and the
study was endorsed by the Canadian Society of Colon and Rectal Surgeons. In addition,
the initiation of the survey study was announced in the Canadian Society of Colon and
Rectal Surgeons monthly e-newsletter. Although the addition of an opinion leader
alone may not always increase response rate among physicians 29, when coupled with
the endorsement of the association 130 it may have contributed to the response rate.

Fifth, we obtained the membership list from the Canadian Society of Colon and Rectal
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Surgeons and used the publically accessible registration information from the
respective provincial College of Physicians and Surgeons to obtain their official work
addresses. In addition to enabling us to verify accuracy of mailing addresses, this
allowed us to provide personalized follow-up messages to non-respondents.
Furthermore, we could track errors in addresses and determine a reasonable
denominator for the calculation of the response rate. Personalized reminders have
been shown in the literature to positively affect the response rate 131. Sixth, the final
follow-up reminder was sent via courier mail, which has been previously shown to

increase response rates among physicians. 79132

All of the six approaches were integrated into the design and conduct of the
survey to achieve a reasonable response rate in a historically challenging population
133, Given that practitioners are inundated with surveys, further research is required to

continue to determine the effectiveness of strategies to increase response rates.

Implications for future research

Two main research gaps are prominent for the rectal cancer patient decision aid.
Firstly, although many clinical trials have demonstrated positive effects on patients,
uncertainties exist as to how the patient experience translates to patient involvement at
the moment of surgeon encounter 16134135 Of 115 trials, only 5 trials rigorously
measured the effect of a patient decision aid on patient-physician communication using
analysis of audio-recordings; none of these involved surgeons 6. Using the OPTION
Scale or the Decision Making Observer Instrument, these 5 trials all reported

statistically significantly improved patient-physician communication. The main
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challenge associated with evaluating the interaction is the lack of reliable instruments.
Instruments such as collaboRATE 136137 and Observer Patient Involvement in Decision
Making (OPTION) scale 138 are being developed but each has its drawbacks. The
collaboRATE scale uses patient reported measures that do not address the physician
aspect of the encounter 136137 and the OPTION scale measures physician behavior
without patient considerations 138. A dyadic OPTION scale, theoretically founded on
assessing both physicians and patients but no psychometric properties have been
reported 139, At the moment, any planned studies may need to include both
instruments (eg. collaboRATE and OPTION) to evaluate the process and to avoid overly

simplistic unidimensional measures.

The second important research gap is lack of evidence on effective interventions
for implementing patient decision aids 3¢. Although our studies evaluated the rectal
cancer patient decision aid at the patient level and assessed the perceived contextual
challenges associated with surgeons’ use, these study results do not guarantee that
addressing the identified barriers would ensure integration of the patient decision aid
into clinical practice 3. It is also unknown whether physician endorsement of a patient
decision aid throughout the before and after study is sustainable without the pressure

of study recruitment and the presence of a research assistant 3¢.

For the next steps of implementation, we plan to continue to follow the KtA
framework by refining the rectal cancer patient decision aid and applying
implementation interventions targeting surgeons and the organization 9. The patient

decision aid should be revised based on surgeon and patient feedback collected in both
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of our studies. Given the Canadian context, we plan to translate it to French as per
surgeons’ recommendation (chapter 3), and we will consider inserting suggestions for
other readings in the patient decision aid. For surgeons to achieve comfort with patient
decision aids, interactive educational workshops may be useful, focused on developing
their knowledge and skills on patient decision aids and shared decision making 149,
Such training could also include others within the interprofessional team who can also
support patients in using patient decision aids 141. Examples of such training programs
can be found in the UK 142, Germany 143, Canada 144, with some beneficial effects on
increasing patient participation 145146, Organizational interventions to facilitate patient
decision aid implementation may include administrative support, using patient
decision aids as a quality indicator, orienting care pathways to facilitate the use of
patient decision aid, and improving access to patient decision aid to surgeons and
patients 38. These interventions should be delivered and evaluated as a multifaceted

intervention to reach maximum effectiveness 147.

Conclusion

The rectal cancer patient decision aid may improve patient knowledge and
reduce decisional conflict for patients diagnosed with mid to low rectal cancer. Even
though surgeons are receptive to the patient decision aid, perceived barriers are likely
to impede its wide adoption. The patient decision aid has the potential to overcome
patient barriers to shared decision making (eg. lack of knowledge, decision conflict) but
requires targeted interventions to overcome surgeon identified barriers to use the
patient decision aid in clinical practice (eg. time demands, additional personnel).

Subsequent research should focus on evaluating an implementation strategy that is
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tailored to address the identified barriers from surgeons’ survey, and aim to have
sustained use of rectal cancer patient decision aid in everyday practice. In addition,
further research should evaluate the patient decision aid impact on the patient-

physician dialogue.
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Should I have my bowels “hooked up” (anastomosis) when removing my rectal
cancer?

A decision aid for patients with rectal cancer

This decision aid is for you if: -

* You have rectal cancer treatable by surgery
* Your surgeon has suggested having your bowels hooked back up at surgery

What is rectal cancer?

* Rectal cancer is a tumour located in the last 15 cm of the intestine.

e Itis a difficult cancer to treat as it grows close to the muscles involved in the control of
bowel movements and gas.

* The first goal of treatment is to remove all of the tumour for the best chance of survival.

* The second goal of treatment is to achieve acceptable bowel function.

¢ Although having your bowels hooked up is commonly recommended there is another
option of having a permanent stoma (bag). These options are described next.

What are your options to remove the tumor?

Bowel hook up (Anterior Resection): The rectum is removed and
the two healthy ends of bowel are reconnected. Your surgeon may
need to create a temporary stoma (bag) to allow the hook up to

) ‘ heal. This temporary stoma produces more liquid stool with little
odour. After 4-6 months the temporary stoma is reversed. After
recovery, bowel movements are likely to be less predictable, more
L i frequent, including at night, and urgent. Most people are able to
oy manage this change. Some patients have poor control and have

another operation for a permanent stoma. Patients who have
radiation are more likely to experience changes in their bowel
habits.

Permanent stoma (Abdominoperineal Resection): The rectum
and anus are removed. The area of the anus is permanently closed
) ‘ and the bowel is not hooked up. The bowel is brought out to the
skin and a stoma bag is attached. Following recovery, bowel
movements will become more regular and predictable (e.g. morning
and night). The bag controls smells and release of gas. Daily stoma
4 care is necessary such as cleaning the area, changing the bag and
applying creams. The costs of these materials may be covered. Most
people resume their normal activities.

Version 1 Page 1 0f 11
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What other health factors may affect your choice? Check & any that apply.

Do you currently have bowel problems?

g/
| A
S
Never Once a More than Daily
week  once a week

1.1 Accidental leaks of gas? g o o o
1.2 Accidental leaks of liquid stool? o u O O
1.3  Accidental leaks of solid stool? O a O O
1.4 Wear a pad because of accidental leaks of O o o o

liquid or solid stool?

O None of these apply to me

Do you have problems getting to the bathroom?

Yes No
1.5 Difficulty walking? o o
1.6 Use a wheelchair? O o
1.7 Job/lifestyle limits easy access to bathrooms? (eg. O o
Outdoors)
O None of these apply to me
Version 1 Page 2 of 11
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Step 1: What are the benefits and harms of each option?

What does the research show?

Blocks of 100 faces show a ‘best estimate’ of what happens to 100 people after surgery and up to 4
years after who have their bowels reconnected or a permanent colostomy. Each face( ®) stands for
one person. The shaded areas show the number of people affected. There is no way of knowing in
advance if you will be one of those affected. You should discuss with your surgeon if you have any

risk factors for these outcomes.

o
el
J

=y

stoma such as:

* hernia of the stoma

* bowel sliding out through the stoma

¢ skinirritation around the stoma

¢ problems with healing or infection
where the anus was closed

Benefits Bowel hook up Permanent stoma
85 fewer peoPle have a permanent stoma if B |zet 2 permanent Bl | ceta permanent
they have their bowels reconnected.
stoma stoma
85 |avoid a 0 | avoidsa
By avoiding a permanent stoma you also permanent stoma permanent
avoid the complications of a permanent stoma

OO
OO
OO
OO
OO
OO
OO

® ®
® ®
®) @)
® @)
® @)
®) Bl
® Bl
® @)
® @)
® ®

OO DD)

Risks

3 more people who have their bowels
reconnected with a temporary stoma
return to the operating room (OR) because
of a life-threatening leak at the connection

w

return to the OR

0 | return to the OR

Nel
~

avoid this

100 | avoid this

. . DOODDDODDD DOODDDDO DD
site. This may mean extra treatments, CECEOAEREE COCEOEEEEO
1 h ital I . DODDDDDD D) DOODDDDD DD
onger hospital stay and a onger recovery BEEREERE3S e e e
You may need to be treated in the intensive AOOOOOREEE EEOOO00EED
care unit. DOOODDDDDD DOODDDDD DD
DODDDDDODD) DOODDDDO DD
DODDDDDD D) DOODDDDD DD
QOO DD D) QOO DT

This number is higher for people who do

not have a temporary stoma when their

bowels are reconnected. In this case, 11

more people will return to the OR.

Version 1 Page 3 of 11

1

]

0




Name:

Risks continued Bowel hook up Permanent stoma

35 more people will complain of some B |wearapad B | wearapad

form of incontinence following bowel hook
up. The majority has minor incontinence

oid a

(accidents) to gas and liquid stool. 14

people (out of 100) experience major @ OOEEE AOOEEEEEEO
i i i DOOOODDDDD) DOODDDDDDD)
incontinence to solid stool. BEEE00E50 BEEEEEE0
DOODDDDD DD DOODDDDD D)
DOODDDDD DD DOODDD DD DD
s |
BELELRED G
All of these people choose to wear a BEE000EE50 Yttt

protective pad in their underwear.

Problems from either surgery:

Some people who have either surgery report worsening of their urinary or sexual function. The
number of people who report this problem is the same for both surgeries.

Urinary problems include difficulty emptying the bladder. There may also be problems of leaking
urine, which is more common in women.

For men, sexual problems may include impotence or ejaculation problems. For women, sexual
problems may include vaginal dryness, pain during intercourse, problems with arousal or achieving
orgasm.
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Name:

Step 2. Which reasons to choose each option matter most to you?

Common reasons to choose each option are listed below.
Mark v how much each reason matter to you on a scale from 0 to 5.
‘0’ means it is not important to you. ‘5’ means it is very important to you.

Reasons to...

Choose to have your bowels hooked up

Not Important Somewhat Very Important
Important

2.1 How important is it for you to have O O 0 O O O
bowel movements the usual way?

2.2 How important is it to you to avoid the
i i i ?
inconvenience of caring fo.r a stoma? o o o o o o
(e.g. emptying the bag, cleaning the area,
applying creams and buying bags)

2.3 How important is it for you to avoid the

o O m} O O [m] [}
complications of a permanent stoma?
(including wound healing problems,
stoma hernias, and skin irritations)
g Reasons to ...
Choose a permanent stoma
Not Important Somewhat Very Important
Important

2.4 How important is it that your bowel
movements are more predictable, less | | O O | a
frequent and less urgent?

2.5 How important is it for you to avoid O m} O O O O
incontinence (leaking) of stool or gas?

2.6 HOVY 1mp0rtgnt isitto for you to avoid O O O O O o
having multiple surgeries?
Version 1 Page 5 of 11
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3.1

4.1.

4.2

4.3

4.4

45

Name:

List other reasons that are important O a O

List other reasons that are important O | |

Now, thinking about the reasons that are most important to you...

If you definitely prefer a permanent stoma, check I the box far to the right.
If you definitely prefer a bowel hook up, check M the box far to the left.
If you are uncertain, check [ the centre box

L r 1 [ [ [ [ [ ]

Bowel Uncertain
hook up

O O O
O O O
[ [ ]
Permanent
stoma

Choice predisposition © AM 0'Connor 1996

Step 3: What else do you need to prepare for decision-making?

KNOWLEDGE
Find out how well this decision aid helped you learn the key facts.

Check V] the best answer. Bowel hook up Permanent stoma Don’t know

Which option has the highest chance

of needing a second surgery? O |
Which option cannot be reversed? O O
Which option has the highest chance
of hernia and wound healing | El
problems?
Which option has the highest chance
of incontinence (accidents) of stool or O O
gas?

Yes
Do you know enough about the benefits and side effects of O

each option?

No
O

Check your answers at the bottom of the page
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5.1

5.2

5.3

5.4

5.5

5.6

5.7

5.8

5.9

5.10

511

5.12

Name:

DEcISIONAL CONFLICT

Find out if you have uncertainties.

Strongly Agree

agree
I know which options are available to me. - =
I know the benefits of each option. o =
I know the risks and side effects of each
option. m} m}
I am clear about which benefits matter most
to me. m] O
I am clear about which risks and side effects
matter most to me. m} [}
I am clear about which is more important to
me (the benefits or the risks and side effects). m] m]
I have enough support from others to make a
choice. m] O
I am choosing without pressure from others. a 5
I have enough advice to make a choice. o o
I am clear about the best choice for me. a o
I feel sure about what to choose. 0 O
This decision is easy for me to make. O o

Version 1
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Neither
Agree Nor Disagree
Disagree

m} o
m} jm|
m] O
a [m]
a a
m} ||
[m] a
m} =]
a a
m} m}
m} m}
m} m}
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5.13

5.14

5.15

5.16

Name:

I feel  have made an informed choice.

My decision shows what is important to me.

[ expect to stick with my decision.

[ am satisfied with my decision.

Strongly Agree
agree

O

m}

O

m}

Neither
Agree Nor Disagree
Disagree

O [E

O ol

O il

O O

Strongly
Disagree

i)

[m]

Step 4. What are the next steps?

Decisional conflict scale © AM O’Connor 2005
The information is not intended to replace the advice of a healthcare provider.
A final decision can only be achieved through discussion with a healthcare provider.

PREPARATION FOR DECISION MAKING

0 Find out if you are ready to communicate with the doctor.
%

6.1

6.2

6.3

6.4

6.5

6.6

6.7

6.8

Did this educational material...

Help you recognize that a decision needs to
be made

Help you think about the pros and cons of
each option?

Help you think about which pros and cons
are most important?

Help you organize your own thoughts about
the choices?

Help you think about how involved you
want to be in this decision?

Help you identify questions you want to ask
your doctor?

Prepare you to talk to your doctor about
what matters most to you?

Prepare you for a follow-up visit with your
doctor?

Version 1
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Alittle

Some- Quite a
what bit
0 O
0 [m}
O O
0 0
0 [m}
] O
O O
0 O
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Name:

Preparation for Decision Making Scale © Graham & O’Connor 1995
This information is not intended to replace the advice of a health care provider.

Answers for the key facts: 1. Bowel hook up 2.Permanent stoma 3. Permanent stoma 4. Bowel reconnection
Content editors: AS Scheer, RC Wu, RP Boushey, PL Roberts
Funded in part by: PSI, ASCRS. All Authors have declared no conflict of interest.

Format based on the Ottawa Personal Decision Guide © 2000, A O’Connor, D Stacey, University of Ottawa,
Canada.

Readability: FK Grade level 8.
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Appendix II. Consent forms

The Ottawa | L'Hpital
— } Hospital d'Ottawa

Participant Information Sheet and Consent Form

Title of study: Impact of the rectal cancer decision aid on patient shared decision,
making,

OHSN-REB Protecol Number: 20130634-01H
Principal [nvestigator (P1): Dr. Robert Wu
Co-Investigators: Dr. Robin Boushey, Dr. Dawn Stacey, and Dr. Elizabeth Potter

Funding source: None.

Introduction

You are being asked to participate in the current study because you have recently
been diagnosed with rectal cancer and you have had your first visit with a surgeon
at the Cancer Assessment Centre (CAC).

A decision aid for patients with cancer in the rectum has been developed to help
patients with more than one option for surgery. You are being asked to participate
in this research study to test and give feedback on a new decision aid.

Participation in this study is voluntary. Please read this Participant Information

Sheet and Consent Form carefully and ask the study doctor and study team as many
questions as you like before deciding whether to participate in this research study.
You may also discuss your options with family, friends, or your healthcare team.

Background, Purpose and Design of the Study

A decision aid helps patients make decisions on their future treatment by looking at
benefits, harms, and scientific uncertainty. The purpose of the study is to test a new
decision aid for patients with rectal cancer and find if it helps patients talk to their
surgeon about the decision. This study is for patients who have learned they have
rectal cancer and who need to think about options for surgery at the Ottawa
Hospital. The result of the study will be used to make any needed changes to the
decision aid and the decision aid may then be used in other cancer programs in
Canada.

This study is taking place at the Ottawa Hospital Cancer Assessment Clinic (CAC).
We plan to enroll 38 people in the study.

0O Gwe Gampas Ove 0 General Canmpus Géndeal O Awversice Campus Rversice
1053 av. Carting Averue 501 chemin Smy™ Road 1967 prom. Riverside Drive
Otawa, Ontario K1Y 429 Ottrwa, Ortario KN 86 Omawa, Ostario KiH TW9
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Study Duration

You participation in the study will last about 2 months. Over this time, you will not
have any extra visits to the CAC.

Study Procedures

You will be asked to complete two sets of gquestions, one at your first visit, and one
when you are home, after you have viewed the decision aid. The guestions will help
us learn how the decision aid helps you with thinking about your options for
surgery. We will also ask your opinion on the decision aid. Each set of questions will
take about 15-20 min to complete. You may skip any guestions that make you feel
uncomfortable or that you do not wish to answer.

Responsibilities of the Participant

It is important that you remember the following things during this study:

¢ Askifyou have any questions or concerns about the study.

You will be asked to sign a consent form and then answer a set of guestions,

*  Then, you will be given the decision aid to review at home and you may share
it with family or friends. The decision aid is on a password protected Internet
site and you will also geta paper copy. You may choose to review both
formats.

¢ As part of the decision aid, you will be asked to answer a few guestions. This
can be done on the computer or on the paper copy. If you answer the
questions online, they go directly to the investigator’s office. [f you answer on
the paper copy, then please bring it with you to the next clinic visit.

* A CAC nurse will call in two weeks, to ask you if you have any guestions and if
you had any problems with the decision aid. You may be asked if you want
another call a week later to answer any questions.

Potential Risks and Discomforts

You might not like all the gquestions that you are asked. You do not have to answer
any question that makes you feel uncomfortable.

Potential Benelits

Decision aids used with other participants have been shown to help participants talk
to their doctor about their preferred choice and what is important to them in the
decision. The potential benefit from this study is that you may learn more about
rectal cancer, types of surgery, and think about what is important to you in this
decision.

Version 2 (Oct 11, 2013) Page 2 of §
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Alternative Treatment Available

You do not have to participate in this research study. You will also receive the usual
information that all participants receive in the Cancer Assessment Centre.

Withdrawal from the Study

You may withdraw from the study at any time without any impact on your current
or future care at the Ottawa Hospital Cancer Assessment Centre. If you decide to
withdraw you should contact the investigator or the study team, before you
withdraw, so that they can discuss any issues involved in discontinuing this study.

If you choose to also withdraw your consent, the study team will no longer use your
personal health information for research purposes, unless it is necessary to
preserve the scientific integrity.

You have the right to check your study records and request changes if the
information is not correct. However, to ensure the scientific integrity of the study,
some of your records may be available until after the study has been completed.

Study Costs/Coverage

You will not be paid to take part in this research study.

Conflict of Interest

This study is being conducted the Ottawa Hospital. We do not have any funding for
the study and the investigators will not benefit financially from the study.

Possibility of Commercialization

If the rectal cancer decision aid is proven effective, it may be approved for use and
available free of cost to other organizations. The investigators and the Ottawa
Hospital will not benefit from this development.

Confidentiality

Personal health information that identifies you may be used or shared for the
purposes of the study. This section of the consent form describes how your
information will be used and shared in this study, as well as the ways the CAC will
safeguard your privacy and confidentiality.

All personal health information will be kept confidential, unless elease isrequived.
bylawe For audit purposes only, representatives of government agencies (such as
Health Canada), the Ottawa Health Science Network Research Ethics Board (CHSN-
REB) and the Ottawa Hospital, may review your original medical records under the
supervision of the [nvestigator's staff,

Results should be shared, to ensure patients are always provided with the best
possible care. Therefore, results from this study may be presented at scientific
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conferences and/or published journals but you will not be identifiable in any
publications or presentations.

Your name, full date of birth, sex, medical record number, phone number, and email
address will be collected, however, no identifiable information will leave the Ottawa
Hospital Cancer Assessment Clinic. All information that leaves the CAC will be
coded with an independent study number. The Master LisCwhich links your oame.
and the jodependent study number will only be accessible by the Investigator
and/or his staff. The link and study files will be stored separately and securely.

All paper records will be stored in a locked filing cabinet. All electronic records,
including the Master List, will be stored in a secure internal hospital server and
password protected, again only accessible by the Investigator and his staff. No
identifiable information will be stored in any mobile devices (laptops, USB keys,
CDs, DVDs, etc.). Research files will be kept for a period of 10 years after the study
has been completed, as required by law. At 10 years, all paper records will be
disposed of in confidential waste for shredding and all electronic records will be
securely deleted.

Voluntary Participation

Your participation in this study is completely voluntary. You may decide notto be in
this study, or to be in study now, and then change your mind later. Your decision
will not affect the care you receive at this institution now or in the future, and will
not result in any loss of benefits that you are otherwise entitled.

You will be told of any new findings during the study that could affect your
willingness to continue the study. You may be asked to sign a new consent form.

Study Contacts

If you have any questions about the study, please page Robert Wu

The Ottawa Health Science Network Research Ethics Boards (OHSN-REB) has
reviewed this protocol. The Board considers the ethics aspects of all research
studies involving human participants at the Ottawa Hospital. [f you have any
questions about your rights as a study participant, you may contact the Chairperson

Version 2 (Oct 11, 2013) Paged of §

110



3

The Ottawa | L'Hopital
Hospital d'Ottawa

Impact of the rectal cancer decision aid on patient shared decisionmaking.
OHSN-REB #20130634-01H

Consent to Participate in Research

I understand that I am being asked to participate in a research study about rectal
cancer patient decision aid implementation. This study has been explained to me by

I have read, or have had it read to me, this five-page Participant Information Sheet
and Consent Form. All of my guestions have been answered to my satisfaction. If]
later decide that [ would like to withdraw from my participation and/or consent
from the study, | know thatlcan do so at any time. 1 voluntarily agree to participate
in this study.

A copy of the Participant Information Sheet and Consent Form will be provided to
me.

Signatures

Participant’s Name (Please Print)

—

Participant's Signature Date

Investigator Statement (or Person Explaining the Consent)

I have carefully explained the study to the study participant To the best of my
knowledge, the study participant signing this consent form understands the nature,
demands, risks and benefits involved in taking partin this study. [ acknowledge my
responsibility for the care and well being of the above study participant, to respect
the rights and wishes of the study participant, and to conduct the study according to
applicable Good Clinical Practice guidelines and regulations.

Name of Investigator/delegate Name (Please Print)

—
Investigator/delegate Signature Date
O Cwvie Gampus Chvic ) General Campus Géodral 0 Averside Campus Aversie
1083 av. Carling Avenue S01 chamin Sevyth Road 1957 prom. Riverside Drive
Dttawa, Ontano K1Y 4E9 Ottawa. Ortianio KIH 8L Ottwa, Ortanio K1 TWH

Version 2 (Oct 11, 2013) Page 5 of §

111



Appendix III. Pre-decision aid questionnaire

The Rectal Cancer Decision Aid Study-
Pre-Decision Aid Questionnaire

Questions to answer before decision aid viewing.
Please complete the following questions to the best of your ability.

KNOWLEDGE
Find out how well this decision aid helped you learn the key facts.

Check M the best answer. Bowel hookup Permanent stoma Don’t know

1.  Which option has the highest

chance of needing a second O L] O
surgery?
; : ”
2. Which option cannot be reversed? O . .
3. Which option has the highest
chance of hernia and wound healing O 0 L

problems?

4, Which option has the highest
chance of incontinence (accidents) O O O
of stool or gas?

Yes No

Do you know enough about the benefits and side [ ]
effects of each option?

CHOICE PREDISPOSITION
Any choice you are leaning to?
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If you definitely prefer a permanent stoma, check [ the box far to the right.

If you definitely prefer a bowel hook up, check M the box far to the left.

If you are uncertain, check V] the centre box

. r r r [ [ [ [ [ |

Permanent Uncertain
Stoma

DECISIONAL CONFLICT
v ¢ Find out if you have uncertainties.

| r
|
|
|
~

Strongly Agree
agree

7. 1know which options are available to me.

O O

8. I know the benefits of each option. 0 0
9. Iknow the risks and side effects of each

option. O O
10. Tam clear about which benefits matter

most to me. a O
11. Tam clear about which risks and side

effects matter most to me. O O
12. Tam clear about which is more important

to me (the benefits or the risks and side 0 0

effects).
13. I have enough support from others to O O

make a choice.

113

Bowel
hook up
Neither
Agree . Strongly
Nor Disagree Disagree
Disagree
O O O
O O O
O O O
O O O
O O O
O O O
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14. 1am choosing without pressure from
others. O a a a a

15. I have enough advice to make a choice.

O O O O O
16. Iam clear about the best choice for me. 0 O 0 0 0
Neither
Strongly Agree Agree Disagree St.rongly
agree Nor Disagree
Disagree
17. 1feel sure about what to choose. 0 O 0 O 0
18. This decision is easy for me to make. 0 O 0 O 0
19. [Ifeel I have made an informed choice. 0 0 0 0 0
20. My decision shows what is important to O O O O O
me.
21. Iexpectto stick with my decision. 0 O 0 O 0
22. Iam satisfied with my decision. U U U U U

Content editors: AS Scheer, RC Wu, RP Boushey, PL Roberts

Funded in part by: PSI, ASCRS. All Authors have declared no conflict of interest.

Format based on the Ottawa Personal Decision Guide © 2000, A O’Connor, D Stacey, University of
Ottawa, Canada.

Readability: FK Grade level 8.
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Appendix IV. Key instructions for patients in before and after study.

KEY INSTRUCTIONS
for Rectal Cancer Decision Aid Study

Please find the following in your package:

Email

Two identical paper copies of the Rectal Cancer Patient Decision Aid &
Questionnaire (one copy to keep; one to send back)

Envelope to mail your questionnaire back if you decide to answer the questions
on paper

You will get an email to access the online decision aid to you. Please look for an email
entitled “Rectal Cancer Decision Tool Login Account”. To access the online decision aid,
please use the username and password provided to you in the email.

Procedure
1. Please look at the decision aid and answer the questions attached. You can use

the paper version, online version, or both. You only need to answer one set of
uestions.

Return the completed questions
2.1) Online version:

* Ifyou answer the questionnaire online, all your answers will reach us
directly after you push the “submit” button. No further action required.

2.2) Paper version:

* Ifyou answer the questionnaire on paper, please mail us the copy containing

all your answers. You may keep the other copy as a reference.

A member of the study team will contact you in 2 weeks to see if you have any
questions. If you have questions, don’t hesitate to contact the study investigator Robert

Wu.

Thank you for participating in this study.

Dr. Robert Wu, Study Investigator
The Ottawa Hospital Cancer Assessment Centre
Ottawa, Ontario
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Appendix V. Before and after study recruitment letter.

The Ottawa | L'Hopital
Hospital d’'Ottawa

D

Rectal Cancer Surgery

A Decision Aid to Help Your Decision

We are doing a research study for those participants who are faced with two
possible alternatives in rectal cancer surgical treatment. If you decide to participate,
you will be asked to use a rectal cancer decision aid tool, developed at the Ottawa
Hospital. This decision aid was created to provide knowledge, help you with your
decision making process, and align your values with your preferred choice of
surgery. Your study doctor/delegate will provide you with the information package
for you to decide on whether you would like to participate in this study.

You must be able to read and understand English in order to participate in this
research study.

If you have any questions about the study, at any time, please feel free to ask the
investigator or dinic nursing staff.

If you decide to participate, you will be asked to answer a questionnaire over the
next 20-30 minutes, and then you will be given an information package related to
the decision aid.

If you decide not to participate, your care will not be affected in any way.
Thank you in advance for your consideration.

This research study has been approved by the Ottawa Health Science Network
Research Ethics Board.

Version Date: Oct 9, 2013
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Appendix VI. Colorectal surgeon survey

Survey of Factors Influencing Colorectal Surgeons Using Rectal Cancer Decision Aid

Instructionas:

1) Two formats are avallable; you may choose 1o view cae or both for=sats
a. Paper format is attached
B, Online for=sat by using the following access:

2) Complete the sarvey AFTER you've seen the decision aid, you are welcome to revisit it any time
3) Return the completed survey in the enclosed envelop

L Are you 2 board certified surgoon CURRENTLY working with rectal cancer patients?
Yes No

If no, please check “no™ and return the survey in the enclosed eavelope
If yes, please view the decision aid AND complete the survey

2 Hawe you reviewed the rectal cancer decision aid?
Yes No
[f no, view decision 2xd before proceeding further (open attached paper version OR visit online version)
[f yes, continue to the next question

3.  Isthere 2 need for 2 decision 2id om this topic?

Yes No Unsure

Please tell us how much to you agree or disagree with the following statements. (Choose one answer)

-y
Factors influencing colorectal surgeons using rectal cancer decision aid E g
z 8

:

Disagree
Neutral

Issues related to the development of the symptom protocols

4.01 The developers of the DA are credible

4.02 The information provided within the DA s supported by evidence

4.03 The DA is well developed

4.04 The development of the DA was not influenced by vested interests

Issues related to the content and format

4.05 The information provided on treatment choices is balanced

4.06 The DA contains essential information o help the decision making process

4.07 The DA is well-organized

4.08 The DA clearly describes treatment choices

4.09 The evidence descmibed in the DA reflects my understanding of the data

4.10 The evidence is presented in an unbiased manner

4.11 The evadence is up-to-date
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Factors influencing colorectal surgeons using rectal cancer decision aid

Strongly
disagree

Disagree

Neutral

Strongly

4.12

The DA presents the probabilities of bemefits/nisks in an understandable manner

4.13

The combination of intemnet and paper format is a good method of presenting
information

For patients making this decislon, the Decision Ald will

4.14

Be acceptable

4.15

Be simple to use

4.16

Be to0 complex to use

4.17

Guide patients through the decision making process in a logical fashion

4.18

Help patients understand the benefits/risks of the surgical choice

4.19

Prepare patients for the decision making process

420

Help patients in reaching their decision about surgical choice

421

Allow patients to participate as they wish in the decision making process

422

Improve patient decision making

423

Apply to 2 sizezble proportion of them

Issues related to my clinical perspective, the Decision Ald

424

Is compatible with how | think patients should be informed about choices

4.25

Will complement my uszal approach

4.26

Will improve my usual approach

4.27

Is a reliable 00! for helping patients make decisions

428

Will help me to more fully understand those issues of Imporiance to patients

4.29

Will increase patients” satisfaction with my help

4.30

Will improve the quality of patient visits

431

Will provide easily observable benefits to the patients

Issues about Implementation; from my perspective

432

The decision axd will be easy o use in our rectal cancer program

433

The DA will save tme

4.34

There is clear directton within our rectal cancer program that we need to provide
support using protocols/guidelines

435

There is adeguate time to use the DA

436

Using the DA will require reorganization of my practice setting

437

Usang the DA will not require mzjor changes to the way [ currently discuss the
topic with patients

438

Usang this DA will help me tailor my counseling to patients’ needs

4.39

Usang this DA will affect my relationship with patients in 2 positive way
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Factors influencing colorectal surgeons using rectal cancer decision aid

:

Strangly
disagree
Disagree
Neutral
Agree
[
Agree

440 The DA will be casy to experiment with before deciding to adopt them in our

rectal cancer program

441

The DA is likely to be used by most of my colleagues.

5. How comfortable would you be offering the DA to patients?

Very UncomZortable Neutral Comfortable Very
uncomfortable Comfortable

&. How likely are you %o use this DA?

Not 2t all Very Unlixely Somewhat lkely Likely Very likely

T. What CHANGES need to be made to the DA to mzke it more relevant to your rectal cancer practice?

8. What are three barriers mterfering with your center using the DA for patients undergoing rectal cancer
surgery (please list them from first prionity to third highest priority)?

1 pmority

2*¢ highest priocity

3" highest prionity

9. What are two to three factors that would make it easier for your center %o use the DA for patients undergoing
rectal cancer surgery (please l3st them in order of importance, starting with the most Important)?

Most important

2*¢ highest

3" highest

10. Do you have any further comments, questions or suggestions?
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lam years oid as of Dec 31,2013

B Male
[ Female
I Prefer not to say

W Yes
B No
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Appendix VII. Ethics approval
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Ottawa Hospital Research Ethics Boards / Conseils d'éthigue en recherches

725 Parkdale Avenue, Box 411, Ottawa, Ontario K1Y 4E9 613-798-5555 axt. 14902 Fax: 613-761.4311
hitp.iwww.ohiri.calohrel

October 11,2013

Dr. Robert Wu

Ottawa Hospital - General Campus
Department of Surgery

Division of General Surgery

501 Smyth Road

Ottawa, ON K1H 8L6&

Dear Dr. Wu:

Re: Protocol # 20130634- Effect of a rectal cancer decision aid on patient choice and decision
01H making process: a pre- and post- study

Protocol approval valid until - October 10, 2014

I am pleased to inform you that your Application for Chart Review undenwvent delegated review by the Ottawa
Health Science Network Research Ethics Board (OHSN-REB) and is approved to recruit only English-speaking
particpants. No changes, amendments or addenda may be made to the protocol without the OHSN-REB's
review and approval.

Appraval is for the following documentation:

- Protocol (version 1) dated August 17, 2013

- English Poster dated October 9, 2013

English Participant Information Sheet and Consent Form (version 2) dated October 11, 2013

- English Decision Aid & Post Decision Aid Questionnaire (version 1) received September 2, 2013
- English Pre-Decision Aid Questionnaire (version 1) received September 2, 2013

The OHSN-REB no longer requires a “valid until” date at the bottom of all approved informed consent forms. The
consent form currently approved for use by the OHSN-REB Is isted above.

If the study is to continue beyond the expiry date noted above, a Renewal Form should be submitted to the
OHSN-REB approximately six weeks prior to the current expiry date If the study has been completed by this
date, a Termination Report should be submitted.

The Cttawa Health Science Network Research Ethics Board (OHSN-REB) was created by the merger of both the
Ottawa Hospital Research Ethics Board (OHREB) and the Human Research Ethics Board (HREB) for meetings
held at the University of Ottawa Heart Institute.

OHSN-REB complies with the membership requirements and operales in compliance with the Tri-Council Policy
Statement: Ethical Conduct for Research Involving Humans; the Intemational Conference on Harmonization -
Good Clinical Practice: Consolidated Guideline; and the provisions of the Personal Health Information Protection
Act 2004,

Yours sificerelv.

Raphael Saginur, M.D.
Chairman
Ottawa Health Science Network Research Ethics Board
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Ottawa Hospital Research Ethics Boards / Conseils d'éthique en recherches

728 Perkdale Avenue, Box 411, Cttewe, Ostario K1Y 480 813-7D8.5555 axt. 14002 Fax: 613.781.4311

January 19, 2014

Dr. Robert Wu

Ottawa Hespital - General Campus
Department of Surgery

Division of General Surgery

501 Smyth Road
Ottawa, ON K1H BLE

Dear Dr. Wu

Re: Protocol # 20130777- Exploring the facilitators and barriers of rectal cancer decision aid
01H implementation: a web-based survey on surgeons and nurses

Protocol approval valid until -  January 18, 2015

| am pleased fo inform you that this protocol underwent expedited review by the Ottawa Health Science Network
Research Ethics Board (OHSN-REB) and is approved. No changes, amendments or addenda may be made to
the pretocel or the consent forms without the OHSN-REB's review and approval

Approval is for the following documents

- Protocol (version 1) dated October 6, 2013

English Survey uploaded December 12, 2013

English electronic consent to participate in study (version 2) dated January 15, 2014

English participant information sheet and consent form (paper format) (version 2) dated January 15, 2014
English e-mail recruitment text uploaded January 15, 2014

We acknowledge receipt of the English Rectal Cancer Decision Aid (version 1) uploaded January 15, 2014,

The OHSN-REB is no lenger adding the 'valid until' d2te on all mformed consent forms. Therefore, the consent
forms currently approved by the OHSN-REB are Iisted above

If the study is to continue beyond the expiry date noted above, a Renewal Form sheuld be submitted to the
OHREB approximately six weeks prior to the current expiry date. If the study has been compieted by this date, 2
Termination Report should be submitted

The Ottawa Heakh Science Network Research Ethics Board (OHSN-REB) was created by the merger ¢f oth the
Ottawa Hospital Research Ethics Board (OHREB) and the Human Research Ethics Board (HREE) for mestings
held at the University of Otlawa Heart Institute.

OHSN-REB complies with the membership requirements and operates in compliance with the Tri-Council Policy
Statement: Ethical Conduct for Research Involving Humans, the Interational Conference on Harmonzabon -
Good Clinical Practice: Consolidated Guideine; and the provisions of the Personal Health Information Protection
Act 2004,

Yours sincerely,

Francine F-A Sarazin, Ph,D., C Psych."

Vice-Chairperson

Ottzwa Health Scence Network Research Ethics Board

icb

123



