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Abstract

Purpose Oncology patients often struggle to manage their medications and related adverse events during transitions of care.
They are expected to take an active role in self-monitoring and timely reporting of their medication safety events or concerns
to clinicians. The purpose of this study was to explore the factors influencing oncology patients’ willingness to report adverse
events or concerns related to their medication after their transitions back home.

Methods A qualitative interview study was conducted with adult patients with breast, prostate, lung, or colorectal cancer
who experienced care transitions within the previous year. A semi-structured interview guide was developed to understand
patients’ perceptions of reporting mediation-related safety events or concerns from home. All interviews were conducted
via phone calls, recorded, and transcribed for thematic data analysis.

Results A total of 41 individuals participated in the interviews. Three main themes and six subthemes emerged, including
patients’ perceived relationship with clinicians (the quality of communication and trust in clinicians), perceived severity of
adverse medication events (perceived severe vs. non-severe events), and patient activation in self-management (self-efficacy
in self-management and engagement in monitoring health outcomes).

Conclusion The patient-clinician relationship significantly affects patients’ reporting behaviors, which can potentially interact
with other factors, including the severity of adverse events. It is important to engage oncology patients in medication safety
self-reporting from home by enhancing health communication, understanding patients’ perceptions of severe events, and
promoting patient activation. By addressing these efforts, healthcare providers should adopt a more patient-centered approach
to enhance the overall quality and safety of oncological care.

Keywords Medication safety - Adverse drug events - Health communication - Transitions of care - Patient engagement

Introduction

Cancer care has shifted significantly from inpatient to out-
patient settings in the past few decades, with many patients
experiencing transitions of care (TOC) from hospitals or
clinics to home, which becomes an essential part of their
cancer care journey [1]. However, frequent TOC among
patients with cancer emphasizes the critical significance
of effective communication and care coordination. Poor
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communication and uncoordinated care can contribute to
inadequate information sharing, increase the likelihood
of adverse medication events, and ultimately lead to poor
patient outcomes [2]. The National Cancer Institute defines
an adverse medication event as an unfavorable sign, symp-
tom, or disease associated with the use of a medication
[3]. The advancement of cancer treatments has also led to
increased prescriptions of oral anticancer agents (OAAs),
which are convenient for patients and their families to man-
age their cancer treatments at home. However, such a care
transformation requires patients and families to communi-
cate with clinicians from home in a timely manner for proper
medication and toxicity management [4]. In an observa-
tional study, the occurrence of adverse medication events in
oncology patients taking OAAs was as high as 87.36% [5].
Frequently, patients have combination therapies of OAAs
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with intravenous chemotherapy or with immunotherapy,
which can increase the complexity of managing the adverse
effects when patients experience TOC. Additionally, most
patients with cancer have other chronic conditions, which
may require them to take multiple medications concurrently
with cancer medications. During TOC, these medications
may be stopped, started, or changed, potentially leading to
discrepancies, which may, in turn, lead to adverse medica-
tion events [6]. To achieve the goal of medication safety
during TOC, patients with cancer and their families need to
become “vigilant partners” in medication and toxicity self-
monitoring, including timely reporting of their medication
safety events or concerns to clinicians [7, 8].

Patient engagement in medication self-management
is facilitated by their effective communication with well-
prepared healthcare teams [9, 10]. Informed and activated
patients often have the motivation, knowledge, skills, and
confidence to manage their health and health care [11]. They
can actively engage in communications with their healthcare
teams to ask questions, gain detailed information, and voice
their concerns [12]. However, it can be challenging for many
patients to determine what and when to report their experi-
ences and concerns about their medications. Some patients
may fear reprisals from clinicians and hesitate to initiate
their reporting from home to clinicians [13].

Various barriers and facilitators have been associated
with patient engagement in healthcare interactions [14—16].
One study determined that chronic disease patients’ trust
in clinicians and the perceived attitude of clinicians were
among the factors that influenced their willingness to reach
out to their providers during TOC [15]. In contrast, factors
like negative patient-clinician interactions and intimidating
healthcare settings may hinder participation [16]. To the best
of our knowledge, there has been no report in the literature
about factors influencing oncology patients’ willingness to
report medication safety events or concerns from home, par-
ticularly from the patient’s point of view.

The objective of this qualitative study was to understand
oncology patients’ perceptions of factors that influence their
willingness to report medication safety concerns from home.

Methods
Participants and settings

Potential participants were identified through the review
of patient medical records. The inclusion criteria were (1)
diagnosed with lung, colorectal, breast, or prostate cancers;
(2) experienced TOC from hospitals or clinics to home in
the past year; and (3) aged > 18 years old. Purposive sam-
pling was used to recruit participants who represented
older adults and four types of cancer, given the high risk
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for comorbidities and medication safety concerns in these
populations [17]. Trained research staff contacted potential
participants via email or phone to introduce the study and
enrolled those who agreed to participate. Individual semi-
structured interviews were conducted with patients with
cancer who had received care at the University of Michi-
gan’s Rogel Cancer Center, one of 72 nationally designated
comprehensive cancer centers in the country. Participants
who completed the interview received a $50 gift card for
their time and participation. This study was determined to be
exempt by the University of Michigan Institutional Review
Board (HUM00203239).

Data collection

The initial draft of the interview guide was generated based
on a literature review and discussions with experts in medi-
cal oncology, patient safety, and medication adherence. To
enhance methodological rigor, the staff conducted three
mock interviews to test and review the interview guide
before using it with participants, with appropriate updates
being made throughout the process. The final guide included
approximately 13 open-ended questions with guiding
prompts that explored patients’ experiences with medica-
tion self-management and concerns about reporting medica-
tion safety events following transitions back home (Online
Resource 1).

Interviews were conducted by 4 female research staff
trained in clinical-qualitative interviewing: D.B. (pre-
medical student), G.W. (pre-medical student), K.G. (BS
in Biochemistry & Spanish, clinical research coordinator),
A.J. (BSW, MSW, clinical research coordinator). Individual
interviews were conducted over the phone between April
and December 2022, and each interview lasted approxi-
mately 60 min. In-person interviews were not conducted as
planned due to COVID-19 restrictions. All interviews were
audio-recorded with the participants’ verbal consent and
later transcribed verbatim by research staff, with any poten-
tially identifiable personal information omitted. Interviews
continued in parallel with data analysis until no new themes
were generated and data saturation was reached.

Data analysis

Thematic analysis was performed with an inductive
approach focusing on the participants’ experiences [18]. A.J.
and K.G. individually conducted the initial line-by-line cod-
ing of the transcripts. Jointly, they developed a preliminary
codebook with input from the team and used it to double
code the first 25% of transcripts. Discrepancies between
coders were resolved through discussions until a consensus
was reached and the codebook was finalized. During the
interview and data analysis phase, team meetings with an
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oncology nurse practitioner, a patient safety expert, and a
medication self-management researcher were held weekly
to discuss emerging codes, categories, and themes, and to

Table 1 Characteristics of participants (N=41)

Characteristics No. (%)
Gender
Male 16 (39.0)
Female 25 (61.0)
Age, mean (SD) 63.6 (10.83)
18-49 6 (14.6)
50-59 9 (22.0)
60-69 11 (26.8)
>170 15 (36.6)
Race
White 32 (78.1)
Non-White? 9(21.9)
Cancer type
Lung 10 (24.4)
Colorectal 11 (26.8)
Breast 10 (24.4)
Prostate 10 (24.4)
Taking OAAs currently or previously
Yes 26 (63.4)
No 15 (36.6)

Non-White includes Black or African American, Asian, or more than
one race

reflect on the interviews to reduce potential biases for the
remainder of the interviews. The discussions continued until
consensus was reached about each aspect of the data analy-
sis. Data management and analysis were conducted using
NVivo software (Version 12, QRS International).

Results

A total of 41 participants (ten for breast, lung, and prostate
cancers, respectively, and 11 for colorectal cancers) had
a mean age of 63.6 years (range =44-82; standard devia-
tion=10.83), with 52.2% (n=21) of them currently taking
OAAs. There were more female participants (n =25, 61%)
than males, and most of them self-reported as white (n =32,
78.1%) (see Table 1).

Three main themes emerged as primary factors associ-
ated with patients’ willingness to report medication safety
concerns from home, including (1) perceived relationship
with clinicians, (2) perceived severity of adverse medica-
tion events, and (3) patient activation in self-management.
There are two subthemes under each main theme, which are
summarized in Table 2.

Patients’ perceived relationship with clinicians
Many participants shared that their relationship with clini-

cians influenced their decision on whether to contact cli-
nicians when they have concerns about their medications.

Table 2 Factors affecting patients’ willingness to report medication safety concerns from home

Theme

Sub-theme

Description

Patients’ perceived relationship with clini-
cians

Patients’ perceived severity of adverse medi-
cation events

Patient activation in self-management

The quality of communication experiences
with clinicians

Patients’ trust in the clinicians’ professional
knowledge

Perceived severe adverse medication events/
concerns

Perceived non-severe adverse medication
events/concerns

Patients’ self-efficacy in health self-manage-
ment

Patients’ engagement in monitoring their
health outcomes

e Positive experiences with clinicians made
patients feel more comfortable with continu-
ous reporting

e Negative experiences with clinicians hindered
patients’ initiation of contact

Patients who had trust in the clinicians and their
professional knowledge felt more comfortable
reporting their medication events or concerns

Patients were willing to report adverse medica-
tion events that they considered to be severe

Patients were less motivated to report their
experiences or concerns of adverse medica-
tion events that were not considered to be
severe

Patients who felt confident in their abilities to
manage their medications would be likely to
report any medication safety events or con-
cerns from home

Patients who have been engaged in monitoring
their cancer care outcomes were motivated to
report their adverse medication events, regard-
less of their relationship with their clinicians
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One participant specified, “I’'ve got a really good relation-
ship with the doctors that I see consistently. And I wouldn’t
hesitate to ask their inputs; it’s just easier to care.” (#36).
Multiple participants shared similar feelings and experiences
regarding frequent interactions with their direct care clini-
cians. This perception included two aspects: the quality of
communication experiences with their clinicians and their
trust in the clinicians’ professional knowledge.

The quality of communication experiences with clinicians

Participants considered they had good experiences in com-
munication with clinicians when they were respected, lis-
tened to, and understood by their healthcare team. The high
quality of communication, like clear explanations, strength-
ened their positive perception of their relationship with
the clinicians and allowed for the foundation of a trusting
relationship.

“I feel confident in my oncologist, you know, my medi-
cal team there. .... I feel like my oncologist is very
clear with me, explains to me why we're doing what,
and I feel that he has the knowledge and ability to do
it, which is why I see him.” (#37)

Patients’ perceived negative communication experiences
with clinicians deterred them from reporting important
health information from home; any dismissive or disre-
spectful responses eroded their confidence in the reporting
process.

“I did not find reporting [concerns] to my physician
helpful at all. He just pooh-poohed you and ignored
you.” (#25)

Patients’ trust in the clinicians’ professional knowledge

Participants also shared that their trust and confidence in
the clinicians and their knowledge and ability to prevent
adverse events influenced their reporting behavior. Those
who perceived an established trusting relationship were
often motivated to initiate contact with the clinicians when
any medication concerns arose.

“As I said before, I have a great GP. A great oncology
team. I really have confidence in any contact I have
with the physicians.” (#27)

“I trust that [the doctors] know what they're doing
and will always suggest and give me the treatment that
they feel is the best for me and my circumstances, and
that has the best opportunity to cure, treat, extend my
life.” (#14)
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Patients’ perceived severity of adverse medication
events

Participants’ perceptions of the severity of medication
events played an important role in their decision-making
regarding whether to seek medical advice. Their willing-
ness to report depended on whether they considered the
medication events to be severe vs. non-severe by using
their judgment.

Perceived severe adverse medication events/concerns

Participants intended to report only adverse medication
events they considered severe. Different criteria were
applied by different participants in their self-assessment of
the severity. Some participants considered severe adverse
events as those which had a significant influence on their
daily lives. For example, one participant mentioned, “If
I was having something severe or that was scaring me,
which I did last year because I got a bone strengthener
and I was having heart palpitations and it scared me, [
did send a message.” (#9).

Participants sometimes tried to differentiate adverse
effects from the “normal” ones as unanticipated. Partici-
pants reached out to their clinicians when they perceived
worsening adverse effects.

“If I have something come up with a medication and
it's totally unusual, then I would let [the doctor]
know.” (#35)

“Even knowing, you know, what some of the side
effects could be if the side effects become more severe,
I would definitely be talking to [the doctors] about
“Okay, what can we do to correct this?”” (#14)

Perceived non-severe adverse medication events/concerns

Participants often perceived that an adverse event was not
severe if it did not interfere with their daily life or could
be resolved quickly. They did not feel the need to report
these adverse events to their clinicians or they waited until
they went to see their clinicians.

“If a concern is not so pressing that I don’t feel it all
the time, I'm probably not going to worry about it.
For instance, the day I had stomach pain, and that
went away. I'm not going to reportit.” (#12)

Patient activation in self-management

Activated participants, including those who were confident
in their ability to self-manage their health and monitor
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their health outcomes, felt comfortable reaching out to
their clinicians about issues they encountered.

Patients’ self-efficacy in health self-management

Participants who had strong self-efficacy in health self-man-
agement were confident in their ability to self-manage their
conditions and medications and would actively report their
experiences or concerns about adverse medication events.

“I feel confident that if I'm feeling side effects, I would
contact somebody, so I feel safe as far as managing.”
(#8)

Activated participants did not seem to solely rely on their
clinicians for information on managing their conditions.
They felt at ease around their clinicians and comfortable to
self-advocate.

“I would say the majority of the information that I've
taken in, and the confidence that I've received from it
has been from my own research and not necessarily
what I've been provided by my physician.” (#19)

“I'm comfortable around doctors, I just have a certain
level of ease maybe where they don't scare me, they
put their pants on one leg at a time just like me, and 1
respect their knowledge. But this is my house, and I,
you know, advocate for myself.” (#22)

Patients’ engagement in monitoring their health outcomes

Participants who had strong concerns about their cancer care
outcomes (i.e., life or death) and monitored their health sta-
tus changes were proactive in seeking medical advice and
reporting any alarming symptoms in their condition. They
recognized the importance of timely self-reporting and con-
sidered it vital to the preservation of their health, sometimes
regardless of whether they had built a connection with the
clinicians yet.

“No matter who my doctor was, I would report my
issues because I am concerned about my health.” (#1)
“Because they're my doctors and I have a body or a
physical condition that's going to kill me, and the only
way to deal with it is letting them know what's hap-
pening with my body and listen to whatever they have
to say.” (#39)

Discussion

Oncology patients and their families are expected to play an
active role in medication self-management during transitions
of care. However, it can be challenging for many patients and
families to engage in self-monitoring and timely reporting

of their medication safety events or concerns during TOC.
This study identified three main factors that were associated
with oncology patients’ willingness to report their medica-
tion safety concerns from home. Patients’ perceived relation-
ship with their clinicians was the primary factor that influ-
enced their decision to report their concerns. The other two
factors included patients’ perceived severity of medication
events and patient activation in self-management. Oncology
patients, despite being advised to report adverse medication
events, may have personal perceptions, or limitations that
affect their decision to report. These findings shed light on
the understanding of oncology patients’ needs for support
in safely managing their medications at home.

It is not surprising that oncology patients perceived that
their relationship with their clinicians was a determinant
of their reporting of medication safety events to clinicians.
Although not solely focused on oncology, the literature has
demonstrated that the quality of the patient-clinician rela-
tionship can significantly impact patient satisfaction and
engagement in their care [19]. It also suggests that estab-
lishing and nurturing a good patient-clinician relationship
is vital in promoting effective health communication and
enhancing the overall patient experience [20]. The current
study provides further evidence that a positive relationship
between patients and clinicians could foster a sense of col-
laboration and empower patients to take an active role in
managing their medications, including timely reporting of
medication safety events and concerns [21].

The foundation of the general patient-clinician relation-
ship has been addressed to consist of four key elements:
trust, loyalty, regard, and knowledge, which are mutually ref-
erenced between patients and clinicians [22, 23]. A synthesis
of qualitative literature identifies these four elements as the
result of patients’ ongoing experiences with their physicians
[22]. For the current study, regard seems to be most relevant
to the perspectives that oncology patients shared. For exam-
ple, patients who perceived a greater sense of regard from
their clinicians, such as through the act of being listened
to, attributed that to a positive communication experience.
Mutual regard indicates that the patient and clinician have
mutual respect and liking for each other as individuals [23].
This translates into a good patient-clinician relationship
with transparent communication between both sides, which
is crucial for accurate diagnosis, effective treatment plan-
ning, and overall healthcare management [24]. Conversely,
a perceived lack of connection or poor communication can
lead to disengagement and non-adherence to medical rec-
ommendations [25]. Barriers to open communication with
the clinicians appeared with oncology patients who previ-
ously encountered negative experiences when reporting their
medication safety concerns. This is congruent with findings
from previous studies in which negative healthcare interac-
tions limited patient participation and led both oncology and
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non-oncology patients to withhold information out of fear
of being misunderstood, embarrassed, or facing repercus-
sions which can hinder accurate diagnosis and compromise
overall patient health outcomes [26, 27]. Building a posi-
tive relationship with oncology patients through effective
patient-clinician communication promotes patient-centered
cancer care.

Moreover, mutual trust in the patient-clinician relation-
ship indicates that the patient has faith in the clinician’s pro-
fessional knowledge and competence in providing care, and
the clinician has trust in the patient’s beliefs and engagement
in self-management such as self-reporting of symptoms [23].
In this study, oncology patients’ beliefs in their clinicians’
expertise and recommendations enabled them to feel more
comfortable reporting medication safety events and con-
cerns. There are a vast number of studies confirming the
significance of experiences and trust when examining the
impact of the patient-clinician relationship on patient self-
reporting behaviors [19, 22, 23, 28]. Consistent with existing
literature, oncology patients in the current study identified
that their medication safety reporting behavior was influ-
enced by the trust they had in their clinicians.

This study also suggests that oncology patients’ self-
assessment of the severity of adverse events is related to
their willingness to report medication safety concerns from
home. That is, patients mainly reported the adverse events
they considered severe. This finding is consistent with previ-
ous studies in which patients with non-cancer diseases also
tended to be less likely to report their mild side effects [29,
30]. Possible interpretations for such reporting behaviors
are that some patients may be afraid of receiving additional
treatment for those mild symptoms, do not want to bother
their clinicians with mild side effects that they think they can
tolerate, or anticipated the side effects [31, 32]. During TOC,
when oncology patients and their families often assume the
responsibility to self-monitor and assess any medication
safety events, many of them may not have the knowledge or
guidance to determine the severity of the events or when to
report, which highlights the potential need for self-manage-
ment skill training. A review article recommends clinicians
assess patients’ recall, comprehension, and health literacy,
indicating a patient-centered approach to communication in
which a shared decision-making process is established can
promote patient engagement and improve the quality of care
[31, 33].

In this study, patient activation has been emphasized as a
significant personal factor that contributes to patients’ will-
ingness to share their medication safety concerns with clini-
cians. This finding is understandable as activated patients are
more likely to have the knowledge, skills, and confidence to
manage their health, including their medications at home.
Patient activation has been constantly linked to improved
patient engagement in health communication [34]. Previous
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literature has highlighted the association between patient
activation and the patient-clinician relationship, as well as
patients’ initiation of self-reporting, which is important for
the early identification of medication safety concerns when
patients transition back home [21, 35, 36]. The current study
suggests promoting patients’ self-efficacy in self-manage-
ment to empower and engage patients in adverse event moni-
toring and reporting [37].

This qualitative study has improved the understanding
of oncology patients’ perceptions of self-reporting adverse
medication events from home and identified major factors
that are associated with patients’ willingness to report. Cli-
nicians should be aware of these factors and proactively
address them in their interactions with patients to encour-
age reporting and ensure medication safety. Understand-
ing the factors influencing patient engagement in reporting
medication safety events from home is vital as it serves as
the foundation for developing systematic strategies aimed
at fostering active participation in healthcare decisions. By
identifying these factors, healthcare providers can tailor
interventions to address specific barriers and facilitate open
communication with patients, ultimately enhancing patient
safety and improving healthcare outcomes [38].

Several limitations should be considered. First, study
participants were from a single cancer center and the find-
ings may be unable to cover all potential influencing factors.
Second, the study included only patients with four common
cancer types, potentially overlooking unique experiences and
concerns regarding medication safety and reporting from
individuals with less common cancer types, such as kidney
or blood cancer. Additionally, the interviews took place over
the phone instead of in-person, which may have impacted
the ability to establish rapport with the participants. There
was also an overrepresentation of female (61%) and white
(78.1%) participants which may influence the diversity of the
perspectives captured in the interviews. Lastly, it is possible
that some participants were reluctant to provide negative
feedback about their clinicians. Considering these situa-
tions, interviewers relied on posing hypothetical scenarios
to obtain the participants’ perspectives on certain issues,
which may not capture the full depth of real experiences.

Conclusion

The findings of the study help clarify the challenges that
oncology patients face when managing their medica-
tions at home and their need for support in medication
safety event self-monitoring and reporting. As indicated,
the patient-clinician relationship emerged as a main fac-
tor influencing patients’ reporting behaviors, which can
potentially interact with other factors for patients’ willing-
ness to report. From a clinical perspective, these findings
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underscore the importance of fostering strong patient-
clinician relationships and creating environments that
encourage open communication about medication safety
concerns. Furthermore, this study highlights the need
for continued research to explore the complex nature of
patient-reporting behaviors and the effectiveness of inter-
ventions aimed at promoting patient engagement in medi-
cation safety event reporting.
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