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There is great emphasis on safety-related communication best practices in healthcare. However, little is
known about safety-related communication within clinical trial management. Clinical trial participants are
at greater risk for adverse events, injury, and trial withdrawal when seeking care outside of the trial when
external providers are not aware of protocol constraints with care management. Nurses are traditionally the
first providers to gather or denote importance on pertinent information when a participant seeks care. The
World Health Organization (WHO) 2014 Minimum Information Model for Patient Safety and the SACCIA
Safe Communication framework support identification of communication errors that place participants at
risk. Implementation of these frameworks by providers can promote accuracy, clarity, context, and
actionable decision-making that is in alignment to protocol mandated requirements for care. This paper
reviews participant-nurse communication and provides recommendations for effective communication with
clinical trial participants who seek care external to the trial.

Introduction

The 2015-2016 U.S. Food and Drug Administration (FDA)
Global Participation in Clinical Trials Report noted that
clinical trial participation from the United States accounts for
over 30% of global trial participation (FDA, 2017). Recent
emphasis on patient access to clinical trials has enabled rapid
progress in several arenas of medicinal advancement.
However, clinical trial participation begets a degree of risk
due to the inherent nature of investigative procedure and
product development. Much of this risk is described as
adverse events, which are any undesirable experiences
associated with investigative products or procedures of a
clinical trial (FDA, 2016). Adverse events can be categorized
to describe the severity and ability to prevent occurrence, with
oversight entities and regulatory boards reviewing this
information to ascertain the safety of the overall trial. In
general, 80% of preventable adverse events are due to
ineffective communication rather than due to the patient’s
medical condition (Lippke et al., 2019). While the rate of
adverse events may vary per trial, these events carry a high
financial cost when associated with clinical trials, in some
instances up to $20,000USD per event (Sultana, Cutroneo, &
Trifiro, 2013). Additionally, the human cost can include
injury, decrease in quality of life, or even death.

The feverish pace of clinical trial enrollment has come with
challenges regarding best practices for communication of
clinical trial involvement, which is still typically the primitive
paper wallet identification card. Traditionally, the wallet card
outlines the name of the Principal Investigator, a contact
number, study sponsor, and title of the trial. A study of 67
trials showed only 48% provided cards and of participants
interviewed at their primary care physician’s office for
ancillary care, only 15% even knew the title of the study in
which they were participating (Schoenenberger et al., 2017).
Antoni et al. (2017) noted that in their cross-sectional study of
67 research protocols, less than half of studies even provided

an identification card to participants. The participant then
carries the burden of communicating pertinent trial
information to external providers, such as emergency or urgent
care, which leaves room for inaccuracy and increased risk for
mismanagement.

While participants place significant emphasis on use of the
Electronic Health Record (EHR) to communicate clinical trial
information, interoperability among non-affiliated practices or
research organizations is not guaranteed (Antoni et al., 2017).
Providers who rely heavily on the EHR for pertinent patient
information are less likely to not enact as many safety-related
actions or prevent safety issues over use of interpersonal
communication (Patel et al., 2019). Many studies have
identified sub-optimal doctor-patient communication
attributed to preventable adverse events, but little is described
regarding the nursing role in safety communication with
clinical trial management (Gittell, 2002). As clinical trials
have evolved, nursing has adapted to include certifications and
specialty role designations within clinical research
management given training in direct patient care, care
coordination, and establishing rapport (Castro et al., 2011).
Nursing has the opportunity to identify potential safety issues
precipitated by poor or missed communication as a liaison in
relational coproduction, or the communication between nurse
and patient (Gittell, 2016).

Practice Innovation

Lack of communication has been cited by the Federal Aviation
Administration (FAA) as one of the twelve common causes of
human factors errors (FAA, 2012). Nurses are trained to
deliver effective communication; however, nurses? only
recently began to be formally introduced to management of
clinical trial participants (Castro et al., 2011). Nurse
education, awareness of clinical trial participation, and
effective communication skills have the potential to decrease
safety events (Fogel, 2018). Norouzinia et al. (2016)
demonstrated in a study reviewing nurse, patient, and
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environmental factors leading to communication barriers that
nurse-related factors were the most critical barriers, including
not understanding the patient’s needs and unwillingness to
communicate.

When communication is structured and emphasizes patient-
centered, interpersonal communication between the care team
and patient, preventable and non-preventable adverse events
decrease (Khan et al., 2018). Patient-centered communication
includes joint strategy development and shared task-finding,
which includes discovery of patient needs when participating
in a clinical trial (Maatouk-Burmann et al., 2016). Quality of
communication is essential to informed strategy development,
which can derive from intuitive, structured communication
while reinforcing the nurse-patient relationship as a
foundational ground by which information can be shared.
Critical information for the nurse to identify includes research
personnel contact information, investigational product
utilization, and contraindicated therapies or procedures.

Practice Application- Recommendations for Practice

While safety is addressed for every clinical trial, how safety is
addressed is not standardized, resulting in 17% of phase 3
trials failing due to safety concerns (Hwang et al., 2016).
Literature shows providers may also lack crucial information,
with 96% of 175 evaluated phase 3 metastatic solid tumor
cancer trials only reporting adverse events above a study-
specific severity and 37% did not elaborate on the criteria used
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to classify the adverse event (Sivendran et al., 2013).
Differences in coding of adverse events, utilization of
monitoring boards, and mismatch in patient-provider
communication have all been cited as culprits for failures in
safety management (Fogel, 2018). Standardization of
communication practices for clinical trial participant care
management is a means of addressing information mis-match
and lack of information. The SACCIA Safe Communication
framework is an expansion of traditional patient reporting
handoff communication which can be easily integrated
regardless of organizational care model. The World Health
Organization (WHQO) Minimum Information Model for Patient
Safety continues the full swing of the continuum of
communication, adding actionable decision-making and
delegation of reporting safety-related information. Applied
together, safer care for clinical trial participants can be
realized.

SACCIA Safe Communication Framework

The SACCIA Safe Communication framework as shown in
Figure 1.0 (Sufficiency, Accuracy, Clarity, Contextualization,
Interpersonal Adaptation) expands upon traditional SBAR
(Situation, Background, Assessment, Recommendation)
structured communication to evaluate the quality of
communication (Hannawa, 2018). Accuracy and
contextualization play a key role with clinical trial participant
interaction, shaping the interaction such that shared
understanding is facilitated in a manner that conveys precise,

The SACCIA Safe Communication Framework with Applied Communication Checks for the Clinical Nurse

care management?

* A shared understanding among participants in patient care via an exchange of sufficient information
* Clinieal Trial Safe Communication Check for the Clinical Nurse: Did | obtain sufficient information regarding clinical trial details to inform

* Validation of the communication’s accuracy

* Clinical Trial Safe Communication Check for the Clinical Nurse: How have | verified the information is correct?

of care through clear communication?
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* The expression and interpretation of verbal and nonverbal message in a clear manner
* Clinical Trial Safe Communication Check for the Clinical Nurse: Have | reduced patient and caregiver uncertainty regarding the management

~

"y

inhibit or facilitate shared understanding

L o8 e Clinical Trial Safe Communication Check for the Clinical Nurse: What other influences must | consider that may impact care management?

* Incorporating a full scope of influences that impact interactions, such as mis-matched goals, time pressure, or other circumstances that may

™,

"y

Interpersonal
Adaptation

understanding of care management?

* Ability to respond to implicit and explicit expression of needs and expectations
* Clinical Trial Safe Communication Check for the Clinical Nurse: Did my communication with the patient and caregivers promote shared

~

Figure 1.0. The SACCIA Safe Communication Framework with Applied Communication Checks for the Clinical Nurse.
Adapted from Hannawa, A. F. (2018). “SACCIA Safe Communication”: Five core competencies for safe and high-quality

care. Journal of Patient Safety and Risk Management, 23(3), 99-107.
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accurate information (Hannawa, 2018). Direct communication
is found to increase the likelihood of shared understanding
rather than indirect communication (Hannawa, 2018). The
goal of SACCIA framework utilization is to eliminate
incomplete, fragmented communication (Hannawa & Roter,
2013).

Nursing’s direct engagement with the patient at time of
assessment, triage, or intake allows for interaction that, with
the SACCIA framework, can be elevated in quality.
Incorporation of seeking clarity if a participant states they are
active in research, repeating back information for accuracy,
and placing the communication and care in context of the
clinical trial requirements will support safe care. An example
of a properly executed SACCIA framework implementation
with nursing involvement is shown below (Hannawa & Roter,
2013):

Sufficiency- Identifying last dose or administration of
investigational product, route, and medications considered
required for care.

Accuracy- Validating participant responses via product
containers and public information, such as clinicaltrials.gov
Clarity- Repeats back information from participant and seeks
further understanding through lines of questioning that require
basic comprehension (“Do you have the name of your study
doctor available?”)

Contextualization- Itemizing key touchpoints in care that may
increase likelihood of safety events, such as medication
administration or imaging.

Interpersonal Adaptation- Specificity for the care team as to
deviation from standard of care practices and organizational
procedures (“I’1l place a sign on the door and on the
whiteboard that this patient cannot receive contrast dye with
his scans due to the investigational product interaction”).

To support safe, effective communication, nurses may
leverage communication self-checks as noted in Figure 1.0,
which allows the nurse to evaluate for quality information-
gathering. Communication self-checks further reinforce the
individual pillars of the SACCIA framework as the self-
checks are included for each aspect of effective
communication, including individualized or non-standardized
components such as contextualization or interpersonal
adaptation.

WHO Minimum Information Model for Patient Safety

The WHO (2014) describes the minimum information for
patient safety as incident identification (including patient,
time, location, agents involved), type and outcome of incident,
resulting actions, and the role of the reporter. This model for
information collection, reporting, and interpretation aims to
structure communication to identify patterns that may lead to
initial or further risk for safety events (Figure 2.0).

For clinical trial patients, this may include receiving a
medication or therapy that directly, negatively interacts with
the investigative product or misdiagnosis related to unfamiliar
presentation of signs or symptoms attributable to an
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investigative product. The nurse is frequently evaluating
patient status in clinical management and is charged with
escalating or de-escalating status reports to other members of
the care team. Nurse incorporation of identifying resulting or
necessary actions and the delegation of reporting those actions
will optimize the communication such that efficient, safe care
may be administered.

Minimum Information Model
for Patient Safety (MIM PS)
» Incident identification

- Patient

- Time

- Location

- Agent(s) invalved
+ Incident type
» Incident outcomes
= Resulting actions

+» Reponter's role

Figure 2.0. WHO 2014 Minimum Information Model for

Patient Safety (MIM PS). World Health Organization [WHO].

(2014). Minimum Information Model for Patient Safety (MIM

PS).

https://www.who.int/patientsafety/implementation/information
model/en/

Discussion

Wallet identification cards, EHR notifications, and expanded
informed consent letters for providers have all been proposed
for clinical trial participant safety management, but these
proposals are not able to address the challenges faced with
notifying external providers of critical trial information. As
described for clinical care, expansion of the initial patient
intake or assessment interview to include an additional line of
questioning regarding any research participation will dissuade
potential research-related safety events from occurring.
Leveraging the existing SACCIA Safe Communication
framework allows for standardization of the interviewing
process (as noted in Figure 1.0) while integrating “whole
person” care inclusive of clinical trial participation. The WHO
Minimum Information Model for Patient Safety further
provides guidance on the inclusion of a response or action
required should the patient respond in the affirmative about
trial participation, which can include reach-out to the trial
team or trial sponsor.

As clinical trials become more complex, diverse, and
integrated within communities, so too must clinical care
become integrated within clinical trial management needs.
Nurses are at a critical communication crossroads with
medicine and other disciplines within the healthcare system,
making them ideal advocates for critical information
collection and dissemination. Adapting communication to
support clinical trial participants is to support an entire
program of research, given the criticality of participant
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retention for new drug and device approvals. By including
nurses and their role, we offer an additional line of protection
for those who have volunteered in an effort to progress
humanity.

Practitioner Take-aways

e  Clinical trial participation has increased, meaning
higher prevalence of participants in external care
environments such as primary care. With 14% of
rural cancer trial participants living more than 180
minutes away from their research center, participants
rely on community care teams for non-research
related support (Onega et al., 2017).

e  Clinical trial participants are at increased risk for
adverse events, injury, hospitalization, and trial
withdrawal when receiving care contraindicated to
the investigational product.

e The cost of participant withdrawal from a study can
be as much as $42,000USD per participant (Fogel,
2018). Underpowered trials due to high participant
withdrawal may result in scuttled research and
development of otherwise promising products,
costing billions of dollars annually (Fogel).

e  Poor communication is attributable to up to 80% of
all preventable adverse events.

e SACCIA Safe Communication framework-
sufficiency, accuracy, clarity, contextualization, and
interpersonal adaptation- supports the external care
provider team in identification of communication
errors and potential safety risks when reviewing a
patient’s history for clinical trial participation.

e World Health Organization Minimum Information
Model for Patient Safety highlights the need for
resulting actions once an incident or risk is identified
by the health team.

e Organizational support to standardize patient
interviewing and documentation to create situational
awareness among providers while establishing
communication with research team.
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