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QUALITY & SAFETY

Clinical Research 
Nurse Education
Using scope and standards of practice to improve care

Pamela S. Herena, MSN, RN, OCN®, Glenna Paguio, MSN, CCRP, and Bernadette Pulone, RN, BSN, OCN®

C
linical research has 

become a global enter-

prise, and advances in 

the basic sciences have 

exceeded the capacity 

of the clinical research infrastructure 

(Hastings et al., 2012). Therapeutic trials 

using novel agents in specialties, such 

as oncology, create challenges because 

they require nurses with advanced spe-

cialty skills. An additional focus on 

clinical translational research to include 

community and practice-based settings 

increasingly constrains nursing resources 

(Hastings et al., 2012). The Tufts Center 

for the Study of Drug Development 

(Morgan, 2016) conducted research from 

about 2001–2016 and found that proto-

cols have more case report form pages, 

endpoints, procedures, eligibility criteria, 

and amendments. 

Background

The City of Hope National Medical Center 

had about 20 nurses in the clinical research 

nurse role in 2015. That total rose to 50 

clinical research nurses in 2017. The con-

tinued growth of early therapeutic clinical 

trials has increased the need for oncolo-

gy clinical research nurses. According to 

Hastings et al. (2012), “In order to achieve 

the best possible outcomes for research 

participants and the research process, 

clinical research nurses must not only 

have expert clinical skills and well devel-

oped critical thinking skills, but must also 

be well versed in the complex regulatory, 

ethical, and scientific aspects of clinical 

research” (p. 150). 

The ability to hire qualified and expe-

rienced oncology clinical research nurses 

was a challenge for recruiters, as well as 

contracted agencies, and this was evi-

dent by the lack of resumes from qualified 

candidates. In 2016, the research nursing 

leadership team discussed options and 

agreed to hire nurses through a tempo-

rary agency in hopes of finding nurses 

who could learn the job and grow into the 

clinical research nurse role. Nurses with 

limited or no oncology experience were 

hired. 

Early Difficulties

An increase in the turnover rate of clinical 

research nurses was noted in 2017; much 

of this turnover was from the new hires. 

Turnover rates rose from about 10% in 

2015 to 28% in 2017. The nursing leadership 

team also heard patient complaints relat-

ed to scheduling errors, nurse oversight, 

or the odd mishap. They realized that the 

number and type of complaints that came 

through the patient advocacy office were 

related to patients feeling as though they 

were not receiving quality care coordina-

tion. At the same time, members of the 

research nurse leadership team were hear-

ing from the clinical research nurses that 

they were feeling overwhelmed and did not 

have time to train new staff. The leadership 

team realized that implementing the new 

recruitment plan had overburdened the 

existing clinical research nurses by adding 

training and onboarding of new staff to the 

workload. The overwhelmed nurses did not 

have time to build the necessary founda-

tion of research training for new staff, and 

A staff shortage of clinical research 

nurses leaves a few to cover the 

jobs of many, and heavy workloads 

lead to decreased quality care and 

practices. A new plan of hiring inex-

perienced nurses was implemented 

at a comprehensive cancer center 

to help quickly fill roles; however, 

challenges arose with training. In 

response, the research nurse lead-

ership team created a course using 

the clinical research nursing scope 

and standards of practice. The results 

validated the need for this course 

and supported plans to continue to 

provide the course to new hires.

AT A GLANCE

 ɔ The clinical research nurse spe-

cialty scope and standards can be  

used to educate experienced and 

inexperienced research nurses 

about their professional roles.

 ɔ The lack of experienced clinical 

research nurses can create a chal-

lenge for institutions with robust 

clinical trial pipelines.

 ɔ Using a questionnaire before and 

after education implementation 

can be an efficient way to mea-

sure effectiveness of a nursing 

education course.
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