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Cummings, Steven R. ""Clinical Trials Without Clinical Sites." JAMA Internal Medicine 181.5

(2021): 680-684.
Clinical trials conducted at clinical sites are limited to enrolling people who live nearby and are able to

attend visits at clinics. Some types of clinical trials can be performed without clinical sites, which enables
people to participate regardless of proximity to a clinical site or limitations that make visits difficult.
Trials at clinical sites involve face-to-face relationships with in-person collection of informed consent,
examinations, data, and specimens. In contrast, without clinical sites, informed consent and data are
obtained online, limited examinations can be performed by telemedicine or visiting research nurses,
biospecimens can be collected by visiting nurses or local léboratories, and treatments can be sent to
homes or administered by nurses in participants’ homes. Trials without clinical sites require internet
access and must adapt to the lack of face-to-face interactions with study staff, with communication
conducted by email, telephone, or video. Many trials cannot be performed entirely without clinical sites
because they require.examinations, tests, or treatments-that must be given-at a clinical site. However,
some of the methods required for trials without sites, such as online data collection, follow-up visits by
telemedicine or research nurses, and delivery of treatments to home, could reduce the need for visits to

clinjcal sites and reduce the burden of participating in a clinical trial.
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Topic Significance & Study Purpose/Background/Rationale

Clinical research has always been a part of transplantation; however, with breakthroughs in cellular
immunotherapy (CI), such as CAR T-cell and T-cell receptor therapy, the number of clinical research
trials in this area has rapidly increased. At our center, there are currently 38 open CI trials with 15 more
opening in the next few months. These trials are multifaceted and complex requiring intensive
coordination, development of workflows, diligent nursing care, and additional education across
departments and treatment settings. To safely and efficiently run a trial, a study start up process must be in

place.

Methods, Intervention, & Analysis

Nursing leadership including managers, and an education specialist, played an integral role in the
interdisciplinary team collaboration required for conducting successful clinical trials. Nursing leadership
began attending site initiation visits and implementation meetings to gain insight into each new clinical
trial and develop patient and nursing workflows. Nursing leadership also assists the clinical trial
coordinators (CTC) with the creation of a “quick reference” protocol summary education sheet that is
used to assist with caring for the patient. A bi-weekly clinical trials operational meeting, attended by
nursing leadership and CTCs, was initiated to discuss problems or issues with current trials. To address
knowledge deficits related to CI and specific clinical trials, existing education materials were updated and
additional education was created as needed. The unit-based orientation was also modified to include

content on CI and clinical trials.

Findings & Interpretation _
Prior to opening, each new clinical trial now undergoes a standardized process to determine appropriate
workflows, outline the patient journey, and identify education needs. Nursing is involved in every step of

the process, which has pbsitively impacted the safety and efficacy of the trials.
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Since COVID-19 emerged in January 2020, it has caused unprecedented disruption of clinical trials and
ongoing patient care. Around 1,000 organizations have reported trial disruption, consistent with a reported
~80% decrease in new patients entering trials per site in April 2020 compared with April 2019. Of all
active trials in ClinicalTrials.gov, 13% reported increases in trial duration in March—May 2020, compared
with 9% over the same period in 2019. To protect patient safety and trial integrity, the pharmaceutical
industry made strides to accelerate trial innovations such as digital tools and virtualization, with support
from regulatory guidelines. To help understand the recovery from COVID-19 disruption and the
implications for the future conduct of clinical trials, we analysed data from ClinicalTrials.gov between
January and July 2020 and surveyed 245 clinical trial investigators and study coordinators from around
the world in May. Here, we present the results of this analysis and discuss the ongoing challenges for
clinical trials, innovations to address them and actions to maximize imbaét. (Xue, et. el., 2020, Clinicai

trial recovery from COVID-19 disruption. Nature Reviews Drug Discovery, 19(10), 662-4)
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Fig. 1 | Resumption of global clinical trial activity. a | New trial starts recorded in ClinicalTrials.gov, including

industry, government and investigator-sponsored trials. b | New trial starts in four therapeutic areas with the

highest trial volume. ¢ | Trials suspended in ClinicalTrials.gov explicitly citing COVID-19

. d | 245 clinical trial

investigators were surveyed on expectation of timing to trial restart between 8—18 May 2020. The countries
most represented were the US (104), UK (33}, Italy (19), Germany {17), Spain (16}, France (12).
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Fig. 2 | Remote engagement and trial digitization expected to.persist post-crisis. a | A total of 245 clinical trial
investigators were surveyéd on the percentage of patient and sponsor—contract research organization (CRO}
interactions taking place remotely before the crisis and their expectations for crisis peak and the future. b |
Responses from investigators when asked whether each of 16 trial interventions presented in randomized order
would increase in adoption post-crisis, and to select up to three interventions that they were most interested in
and believed would bring most value. COA, clinical outcome assessment; IM, investigator meeting; PRO, patient-

reported outcome; SiV, site initiation visit.
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AR 5 % 3 & :Raja-Jones, H. (2002). Role boundaries-research nurse or clinical nurse specialist? A

literature review. Journal of Clinical Nursing, 11(4), 415-420.]

This paper focuses on issues relating to the role components of clinical nurse specialists and clinical
research nurses working in breast cancer care. The paper identified issues relate to the lack of agreement
as to the role and definition of clinical nurse specialists. At the same time there has been an increase and
emergence of clinical research nurses, both within the national health systems and university departments.
The review fails to reveal the relationship between these two specialist groups in terms of role overlap

and role boundaries. No evidence was found to suggest how clinical research nurse fits into the concept of
specialist nursing. The lack of knowledge in this area substantiates the need for further research to be
carried out.
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