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Abstract

Advanced practitioners are key members of the oncology care team,
and their numbers and significance continue to expand. While the role
of the AP has become well defined in everyday clinical practice, there
is still space to define the AP role in clinical research. In accordance
with its mission, the Advanced Practitioner Society for Hematology for
Oncology (APSHO) recognizes the significance of addressing the role
of the AP in clinical research. This article discusses three key projects
related to APs and clinical research (a 2020 benchmarking survey, a
2021 summit, and a 2023 collaboration) and addresses how APSHO is
working to continually support the AP role in clinical research through
advocacy, committees, formal education, publications, and mentoring.

dvanced  practitioners

(APs) are key members

of the cancer care team.

They include nurse
practitioners (NPs), physician assis-
tants (PAs), clinical nurse special-
ists (CNS), and pharmacists. The
number of APs who practice in can-
cer care and research in the United
States continues to increase from ap-
proximately 5,000 in 2018 to an es-
timated 10,000 in 2021 (Bruinooge
et al., 2018; Vogel, 2016). Advanced
practitioners provide patient care in
a variety of settings, including aca-
demic centers, community settings,
and private practices. Advanced
practitioners in clinical roles or who
support clinical programs work in

a variety of cancer care specialties,
including oncology, hematology, ra-
diation, surgical oncology, high-risk
cancer and genetics, clinical research
institutes, palliative care, and other
specialty programs. Responsibilities
of the AP are broad, largely driven
by the individual role and practice
type, but encompass the full scope
of clinical management of patients,
prescribing treatment, managing
adverse events, patient education,
survivorship, and end-of-life care
(Hylton & Smith, 2017; Kurtin et al.,
2015). While the role of the AP in the
standard care of cancer patients has
been well defined, the description of
the AP role in cancer clinical trials
and research is lacking.
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Since the establishment of the National Cancer
Institute (NCI) Act of 1937, cancer clinical trials
have led to significant drug discovery (Parascan-
dola et al., 2022). This act subsequently led to the
development of the NCI whose mission is “to lead,
conduct, and support cancer research across the
nation to advance scientific knowledge and help
all people live longer, healthier lives” (NCI, 2018).
Additionally, the National Comprehensive Cancer
Network (NCCN), which provides guidance on
cancer care, recommends clinical trial participa-
tion for all patients with cancer when possible.
The Advanced Practitioner Society for Hematol-
ogy and Oncology (APSHO) has incorporated AP
involvement in research and quality improvement
(RQD) in the society’s strategic plan, which will be
further discussed in this article.

As research is the backbone of cancer care, it
is important that AP involvement in this be well
defined and inclusive. Most recently, the NCI
changed their policy on the AP role in managing
patients participating in clinical trials, including a
change in prescriptive authority for antineoplas-
tic agents and increased autonomy for supportive
care trials. This has been a major step forward in
the inclusion of APs in cancer clinical trials. Begin-
ning September 2021, the NCI allows APs to sign
for cytotoxic agents for cancer patients enrolled
on NCI-sponsored clinical trials, significantly in-
creasing AP independence and improving conti-
nuity of care for patients on clinical trials. In ad-
dition, the policy expands AP roles in supportive
care trials, allowing them to enroll their own pa-
tients and serve as primary investigators on these
trials (NCI, 2021; Good, 2020).

There is still work to be done to fully integrate
APs into the clinical research process. APSHO in
collaboration with other organizations is moving
the ball forward to increase AP involvement in re-
search. This article highlights three key projects/
initiatives that address the role of APs in clini-
cal research and discusses APSHO’s response to
these findings and continued commitment to AP
involvement in RQI.

APSHO COMMITMENT TO

CLINICAL RESEARCH

APSHO has a strong commitment to clinical RQI,
reflected in the APSHO vision and mission state-

ments that emphasize a commitment to quality of
care through optimizing the role of the AP (Table
1). Timely and clinically relevant integration of
clinical research findings is essential to effective
implementation of new drug approvals, improve-
ment in symptom management strategies, and op-
timization of the AP role in maintaining a practice
that reflects best practice. Strategies to support
this initiative reflect this commitment and include
numerous resources for APs as a benefit of mem-
bership. The APSHO RQI Committee maintains
and continually updates a portal on the APSHO
website (https://www.apsho.org/page/research-
and-quality-improvement). Resources on the site
include Educator Modules (slides and speaker
notes on a variety of topics), podcasts, and peer-
reviewed articles on topics such as clinical trial de-
sign, applied statistics, and the AP role in clinical
trials. There is also a forum in the APSHO online
community that facilitates collaboration among
APs interested in research. The APSHO Mentor-
ship Program provides support for APs involved in
research, publication of RQI projects, and presen-
tation through abstracts, posters, publications, or
live programs.

The Journal of the Advanced Practitioner in
Oncology (JADPRO), the official journal of AP-
SHO, is a peer-reviewed journal that includes a
dedicated column for research and scholarship
that highlights AP-led RQI initiatives. JADPRO
Live, the annual meeting for APSHO, the JADPRO
Workshop, a mid-year educational and network-
ing event that provides expanded sessions for
selected topics, and other special projects con-
ducted in collaboration with other organizations
feature sessions dedicated to RQI. Three specific
collaborations will be described here.

2020 BENCHMARKING SURVEY

In 2022, Braun-Inglis and colleagues published
the first national survey examining the attitudes,
beliefs and roles of oncology APs related to clini-
cal trials. This was a collaboration between the
University of Hawaii Cancer Center (UHCC),
the Association of Community Cancer Centers
(ACCC) and Harborside (now BroadcastMed, as
the management company for APSHO). The sur-
vey, disseminated nationally through Harborside
and ACCC, was built on a local and national pilot
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Fl'able 1. APSHO Strategic Goal for Research and Quality Improvement

To promote the integration of research, including AP-led research and quality improvement initiatives, into practice

goals through:
1. Support of AP-led research and quality improvement

2. Integration of AP-led research and quality initiatives into APSHO and JADPRO activities
3. Aligning the JADPRO Research and Scholarship column, JADPRO Live sessions, JADPRO Workshop sessions, the
APSHO Industry Council, and other APSHO initiatives to promote effective integration of research into practice.

validating the survey (Braun-Inglis et al., 2021,
2022). Among the 408 APs completing the survey,
most were nurse practitioners (71%), followed by
physician assistants (12%), pharmacists (9%), and
clinical nurse specialists (7%). The majority re-
ported practicing in the community setting (62%),
with 35% reported practicing in an academic set-
ting. All regions of the United States were repre-
sented. Over 90% reported clinical trials being
available in their practice setting and felt that APs
should play arole in clinical research. Almost 50%
reported serving as a sub-investigator. Over 70%
reported wanting to be more involved in research.

However, this study also found that only a
minority (37%) of APs explored clinical trials for
their patients routinely and even fewer (20%) ap-
proached their patients about clinical trials. In ad-
dition, only 24% of APs reported being involved
in research-related committees both locally and
nationally, and very few reported serving as a pri-
mary investigator (4%) or involved with protocol
development (30%).

This study also identified barriers to clinical
trial participation, including lack of education,
policies limiting AP scope of practice, lack of time,
and not incorporating clinical trial involvement in
the AP role. Surveyed APs made recommendations
to increase their role in clinical trials through mul-
tidisciplinary team integration, clinical trials-re-
lated education, and policy change.

2021 SUMMIT ON THE ROLE OF

THE ONCOLOGY AP IN

EQUITABLE CANCER CARE

In 2021, ACCC and Harborside, in collaboration
with Pfizer Oncology, hosted A Virtual Summit
to Define the Role of Oncology Advanced Practi-
tioners in Equitable Cancer Care Delivery, which
included the role of the AP in clinical trials. The
collaborators for this initiative collectively recog-
nized that APs have a significant role in promoting
equitable cancer care delivery through positions

as educators, trainers, clinicians, program man-
agers, researchers, authors, administrators, and
quality improvement leaders.

The impetus for this program came from
the COVID-19 public health emergency, which
sparked national attention on the devastating re-
al-world consequences of health inequities in the
United States and provided a sense of urgency to
identify effective strategies for unbiased health-
care delivery. The virtual summit took place in 2.5-
hour sessions over 3 days. Day 1 focused on equity
in the context of care coordination and commu-
nication, Day 2 explored equity in cancer clinical
trials, and Day 3 centered on acknowledgment and
mitigation of implicit bias. Participants included
APs, as well as other key stakeholders such as pa-
tients, advocates, physicians, and researchers.

During the clinical trials conversation on Day
2, participants identified current barriers in the
research setting, including a lack of standardiza-
tion of AP involvement in individual organization
clinical trials programs, institutional policies or
procedures that disincentivize AP participation
in research, lack of available information on clin-
ical trials within institutions and across health
systems, insufficient training for APs regarding
clinical trials, studies that do not reflect the pa-
tient population of the community in which the
facility is located, and overly restrictive trial eli-
gibility requirements that present barriers to di-
versity and inclusion.

Participants’ responses to a question asking
them to define the desired future state, where can-
cer clinical trials are inclusive, diverse, and equi-
table, included study designs based on the popula-
tion of those who are most affected by the disease,
a consistent message about clinical trials, strong
navigation programs to reach underserved minor-
ity patients and diverse communities in ways that
are culturally relevant, accountable reporting of
aggregate trial results, broader access to clinical
trials, including the setting where the patient is
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getting their care, inclusion of AP perspectives in
all aspects of clinical trials, and proactive incorpo-
ration of community partners in research so that
they then become advocates in the community on
behalf of clinical research.

To achieve this desired future state, summit
participants committed to several attainable ac-
tions that APs could integrate into their roles to
support equitable cancer clinical research (Table
2; ACCC, 2021). An executive summary was de-
veloped and made available on ACCC, APSHO,
and Pfizer platforms. Additionally, Pfizer created
a l-page summary of the initiative to share as a
printed resource. Advanced practitioners have
continued to keep these conversations and initia-
tives top of mind through further dissemination in
sessions at JADPRO Live and continued partner-
ships in 2023.

SOCIETY FOR IMMUNOTHERAPY

OF CANCER COLLABORATION

AND WORKSHOP

In August 2022, the Society for Immunotherapy
of Cancer (SITC) convened over 600 attendees
and 30 panelists for the Crisis in Clinical Research
virtual summit. The impetus for this meeting was
an identified slowing of clinical research due to
staffing shortages, administrative burden, outdat-
ed clinical trial business models, and the impact
of COVID-19. Stakeholders acknowledged the
impending risk to novel drug development and
refinement of cancer care with widespread con-
sequences to the clinical landscape. The 5.5-hour
session focused on four key efforts to address the
identified risk: (1) standardization and central-
ization of clinical research resources, (2) cross-

institutional data availability, (3) maximizing effi-
ciency across clinical research operations, and (4)
diversification of clinical research sites.

As an attending organization and key research
stakeholder, APSHO recognized the need to syn-
thesize the findings from this initial summit with
expert AP investigators to understand the key role
that APs will play in addressing this research cri-
sis. The follow-up conversation took place at the
JADPRO Workshop meeting on May 6, 2023, in
Houston, Texas, at a session called “Crisis in Clini-
cal Research: Solutions From the AP Perspective”
jointly hosted by SITC and JADPRO. Faculty pre-
senters included Michael S. Gordon, MD, and Gay-
le Jameson, MSN, ACNP-BC, AOCN®, from Hon-
orHealth Research Institute, F. Diane Barber, PhD,
APRN, ANP-BC, AOCNP®, from The University of
Texas MD Anderson Cancer Center, and Christa
Braun-Inglis, DNP, APRN, FNP-BC, AOCNP®,
from University of Hawaii Cancer Center. Panel-
ists discussed unique perspectives from their re-
search roles in private clinics, academic centers,
and community facilities, respectively. Attendees
learned about APs as principal investigators, sub-
investigators, research team managers, coopera-
tive research group participants, educators, and
advocates. Discussants noted the key role APs
play in clinical trial recruitment, conduct of tri-
als, adverse event monitoring, patient education,
leadership, and result dissemination. An executive
summary summarizing key learnings from this
live meeting was published August 2023 (APSHO,
2023). APSHO and SITC have continued to part-
ner in attaining follow-up goals and next steps.

All three key projects identified similar themes
in terms of AP involvementin clinical research: APs

Equitable Cancer Care Delivery

p
Table 2. Ten Opportunities for Oncology Advanced Practitioners to Play a Role in

N

. Deliver a consistent message about clinical trials.
. Step into research.

. Advocate for inclusive cancer clinical research.

. Support and engage in research publication.

. Call for equity in medical professional curricula.

QOO UBRAWKWN_

—_

education and equity in cancer care delivery.

. Encourage and engage in active shared decision-making.
. Identify existing data collection metrics and equity screening tools.

. Ask for training resources for APs related to diversity, equity, and inclusion in clinical trials.
. Create a checklist to support a top-of-mind focus on equity.

. Request that your professional societies reserve space at events and in publications for discussion of implicit bias

Q/ote. Information from ACCC (2021).

J
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add value to clinical research, but barriers such as
time, education, integration, and policies that limit
APs’ scope and involvement in clinical research re-
main. In an ongoing response to address these bar-
riers, APSHO has embarked on initiatives to sup-
port AP involvement in clinical research through
the development of committees, courses, online
resources, lectures, workshops, and publications
in effort to educate on, advocate for, and integrate
the role of the AP in clinical research.

DEVELOPMENT OF THE

RQlI COMMITTEE
In2020,APSHOrecognized the need to address the
AP role in RQI and created the APSHO RQI Task
Force. The task force included six APs working in
oncology and knowledgeable about RQI. Based on
the group’s findings and the strategic plan, the AP-
SHO Board of Directors recommended the group
become the RQI Committee in early 2022 and es-
tablished five key charges: (1) develop programs to
support AP involvement in RQI, (2) provide men-
torship and opportunities to present and publish
professional projects, (3) provide mentorship to
support the AP’s involvement in research, (4) en-
gage other APSHO committees and task forces to
integrate RQI into broader initiatives, and (5) in-
clude a column on RQI in each issue of the quar-
terly member newsletter, the APSHO Advance.

Recent initiatives to meet the first charge in-
clude the committee co-sponsoring the previ-
ously discussed session with SITC at the JADPRO
Workshop called “Crisis in Clinical Research” in
May 2023. In addition, RQI committee members
have developed RQI toolkits that are accessible
to APSHO members on the society website. The
committee also keeps up the resource center to
provide quick links to resources and articles from
APSHO and JADPRO.

Almost in tandem with the initiation of
APSHO’s task force, like-minded APSHO mem-
bers were coming together to form a research
cooperative group. This cooperative group grew
out of a clinical investigator course hosted by
HonorHealth in 2020 and discussion sessions at
JADPRO Live in 2020 and 2021. This cooperative
provides value to practicing oncology APs inter-
ested in research and now serves as an ad hoc sub-
committee of the RQI committee. This coopera-

tive provides a space for APs to share and discuss
research projects, best practices, and barriers to
research. To sustain the continued engagement of
this group, the APSHO RQI committee has com-
mitted to provide speakers for two meetings per
year. This group meets via Zoom quarterly and
hosts a guest speaker on a research topic followed
by an open discussion on best practices and bar-
riers. This is an invaluable resource in partner-
ship with APSHO to further support professional
growth of the AP in clinical research.

APSHO is also supporting professional growth
in RQI through mentorship to support APs inter-
ested in exploring research and learning more
about how to be involved but not sure how to take
the first steps. With APSHO’s Mentorship Pro-
gram, interested APs can be matched with a com-
mittee mentor and develop a mentoring relation-
ship based on their own personal goals.

The committee continues to host a column in
each edition of the APSHO Advance highlighting
pertinent RQI topics or projects. The committee
works with other committees to assure RQI is ad-
dressed across APSHO initiatives. One such ex-
ample is the Cancer Therapy Prescribing Course
(CTPC) launched in 2022 sponsored by the Edu-
cation Committee. The CTPC includes 19 modules
and one specifically dedicated to clinical trials.
Recognizing that the role of the oncology AP is
constantly expanding, especially in the field of clin-
ical research, APSHO felt it imperative to include a
module on clinical trials in this course. The clinical
trials module, developed by members of the RQI
committee, addresses the key elements of clinical
trials, trial sponsors, clinical trial endpoints, the
FDA approval process, investigator training, the
role of the AP in clinical trials, and the importance
of diversity equity and inclusion in clinical trials.
This module goes beyond cancer therapy prescrib-
ing in clinical trials to give the AP an excellent ba-
sic education about clinical research. This course
is described in a separate publication in this sup-
plemental issue (Archana et al., 2023).

FUTURE DIRECTIONS

The importance of APs in the field of oncology
cannot be emphasized enough. With the increas-
ing population of cancer survivors and the short-
age of oncologists, APs are vital to the oncology
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workforce. Institutions such as the US Food and
Drug Administration, the NCI, and pharmaceu-
tical partners have begun to recognize the im-
portance of AP involvement in clinical research.
However, many barriers to AP scope of practice,
education, and integration in the conduct of clin-
ical trials remain. There are few AP educational
programs that prepare the AP for participation in
clinical research, yet there are increasing expec-
tations for AP involvement in managing patients
participating in clinical trials, including review-
ing and signing orders, adverse event attestation
and reporting, and documentation to support
clinical trial requirements for reporting (Kurtin
& Taher, 2021).

Advanced practitioner participation in clini-
cal research has been recognized as rewarding
and part of professional development (Nandwani
et al,, 2022). APSHO, as the leading professional
organization for APs in hematology and oncology,
is committed to a diverse strategy to support these
identified needs, including publications, presenta-
tions, courses, and workshops that address APs’
involvement in clinical research and ultimately
work to improve the quality of care and access to
clinical trials for patients with cancer. ®
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