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Scope of Clinical Research Nursing 123 

Nurses are practicing as clinical research nurses (CRN) worldwide. The global landscape for 124 

clinical research has changed dramatically in the past 10 years. Ninety-five percent of all 125 

countries have participated in clinical trials and are represented in the Clinicaltrials.gov 126 

database (Richter, 2014). It is estimated that more than 2.3 million volunteers completed 127 

participation in a US clinical research study in 2013 (CISCRP.org). Currently, 17,210 clinical trials 128 

registered with Clinicaltrials.gov are open to recruitment in the US (Clinicaltrials.gov, n.d.). In 129 

addition, participants are actively engaged in many more US trials that are not open to 130 

recruitment. Both healthy people and those with health conditions have volunteered their time 131 

and their subjective and objective data to help advance health sciences. Often these volunteers 132 

step outside the mainstream of clinical care, known as the “standard of care,” and are willing to 133 

give of themselves by participating in clinical research. The best interest of the volunteer, along 134 

with the integrity of the protocol, is the primary focus of the CRN. Persons who volunteer to 135 

participate in clinical research deserve expert nursing care that ensures high-quality, ethical, 136 

safe care yielding high-quality data. The care of the research volunteer must be consistent with 137 

the research plan, care protocol, and clinical need.  138 

Through specialty practice, the CRN makes important contributions to the clinical 139 

research process, contributing to positive outcomes affecting the quality of the research and 140 

the participant’s safety.The participant’s care and the research process are closely related, 141 

requiring the CRN nto continually balance the clinical needs of the participant and the 142 

requirements of the research. The ability to achieve and maintain this balance is imperative for 143 

high-quality outcomes in the clinical research enterprise. . CRNs must demonstrate expert 144 

clinical skills; show well-developed critical thinking skills; and practice knowledge of regulatory, 145 

ethical, and scientific aspects of clinical research. CRNs are members of interdisciplinary teams 146 

that involve participants, their families, physicians, researchers, and other specialists. The CRN 147 

provides a consistent participant focus in the midst of managing research protocols  148 

Studies in which CRNs work range from behavioral studies to first-in-human trials. CRNs 149 

are often the first to care for participants involved in a clinical trial assessing new therapeutics 150 

or devices. Observations made by CRNs potentially affect the future of the therapeutic/device 151 

development or time to market, as well as the appropriate nursing actions and safety profiles 152 

for novel therapeutics or devices. CRNs working in this area of research must observe 153 

participants closely and advocate for safety in an absence of established guidelines. 154 

CRNs care for a wide range of participants, from healthy volunteers to critically ill 155 

patients, in a variety of settings, from the community to critical care units. CRNs care for 156 

participants young to old from every practice specialty, for example cardiology, oncology, 157 
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nephrology, and gastroenterology. Practice as a CRN requires a unique body of knowledge 158 

consisting of specialized training in nursing care, research regulations, scientific process, data 159 

collection, analysis, and interpretation.  160 

CRN specialty practice incorporates the five domains of practice displayed in Figure 1. 161 

The domains of 1) human subject protection; 2) care coordination and continuity; 3) 162 

contributing to the science; 4) clinical practice; and 5) study management provide a framework 163 

for CRN practice regardless of the role or setting. Consensus on these dimensions and related 164 

role activities was reached through a national expert panel that participated in a Delphi survey 165 

(Castro et al., 2011). 166 

Figure 1. Domains of Clinical Research Nursing Practice 167 

 168 

Adapted from U.S. Department of Health and Human Services, 2009 169 

170 
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Definition of Clinical Research Nursing 171 

Clinical research nursing is the specialized practice of professional nursing focused on 172 

maintaining equilibrium between care of the research participant and fidelity to the research 173 

protocol. This specialty practice incorporates human subjects protection; care coordination and 174 

continuity; contribution to clinical science; clinical practice; and study management throughout 175 

a variety of professional roles, practice settings, and clinical specialties (IACRN, 2012). 176 

Differentiation of Clinical Research Nurse from Nurse Researcher 177 

It is important to make clear the distinction between a clinical research nurse (CRN) and a nurse 178 

researcher. Although there might be role overlap in certain situations, the term “nurse 179 

researcher” refers to a doctorally-prepared nurse who is focused on the contribution of new 180 

knowledge to nursing science through leadership in independent research. CRNs, however, 181 

contribute to science with a focus on the care and coordination of research participants in a 182 

research practice setting (Hastings et al., 2012). 183 

Collateral Definitions  184 

Several additional definitions are important for a complete understanding of the clinical nursing 185 

research role. The following definitions provide clarity for concepts discussed in this document 186 

and are based on background information from the NIH CenterWatch and standard research 187 

knowledge. 188 

Clinical Research is defined as research with human subjects that is: 189 

 Participant-oriented research. Research conducted with human subjects (or on material 190 

of human origin such as tissues, specimens, and cognitive phenomena) for which an 191 

investigator (or colleague) directly interacts with human subjects. Excluded from this 192 

definition are in vitro studies that use human tissues that cannot be linked to a living 193 

individual. It includes: 194 

 mechanisms of human disease 195 

 therapeutic interventions 196 

 clinical trials 197 

 development of new technologies 198 

 Epidemiological and behavioral studies. 199 

 Outcomes research and health services research. 200 

Clinical Trial: Research involving human subjects that is a controlled investigation of a drug, 201 

device, or intervention. These studies are prospective and may be diagnostic or therapeutic in 202 

nature. 203 

Participant: A person who volunteers to participate in a research study. A participant may be a 204 
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patient, an individual with a chronic or acute medical or mental health condition, or a healthy 205 

volunteer. 206 

There are some instances in this document where the terms “subject” and “patient” are used in 207 

place of “participant,” when quoting directly from a source or when following document 208 

guidelines. It is the intent of the authors that these terms may be used interchangeably. In this 209 

document, all three terms refer to a person who volunteers to participate in a research study. 210 

History and Evolution of Clinical Research Nursing  211 

Clinical research is the backbone of international scientific discovery. The use of high-tech 212 

procedures, techniques, and laboratories moves discovery quickly from bench to bedside. In 213 

the past, physicians were responsible for the day-to-day conduct and management of clinical 214 

trials (Fox, 1997). The movement of translational research pushes the speed of discovery and 215 

places participants in a position of great benefit but also potential increased risk. The unique 216 

skills of the CRN are perfectly suited to foster this rapid discovery while ensuring the 217 

protections of the participants. Today, nurses play a key role in the clinical research enterprise 218 

(Hastings, 2012).  219 

The CRN’s role and specialized practice have been explored and described in the 220 

literature as far back as the 1960s. Early chemotherapy trials, for example, were implemented 221 

by a clinical trials nurse (CTN) and it was recognized then that this role was distinct and 222 

required a unique set of knowledge and skills in addition to those outlined for all nurses 223 

(Deininger, 2008).  224 

Throughout the 1980s and 1990s, the literature continued to expand on the concept of 225 

the CRN as a professional and specialty nursing practice (Johnson, 1986; McEvoy, 1991), and 226 

the number of clinical trials in subspecialties grew. The CRN role became more complex with an 227 

increasing need for definition. Despite the lack of clear role definition, CRNs were considered 228 

crucial to the successful conduct of clinical trials (McKinney, 2000). The role of the CRN was 229 

largely accepted as a career path for nurses by the 1990s (McEvoy, 1991; Eaton & Pratt, 1990). 230 

DiGiulio et al. (1996) described the need to expand the role of nurses in clinical trials. 231 

In 1989, the nurse managers of the General Clinical Research Center (GCRC) programs 232 

were, for the first time, invited by the National Institutes of Health (NIH) to participate in the 233 

annual GCRC Program Directors two-day conference in Gaithersburg, MD. At this historic 234 

meeting, a group of nurse managers volunteered—and were unanimously supported by the 235 

program directors—to establish a formal structure for the National Association of GCRC Nurse 236 

Managers (GCRCNM). The mission of the association was to exchange knowledge and ideas; to 237 

establish nursing standards in the Clinical Research Center settings; and to consult, support, and 238 
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advance competencies for the GCRC nurse managers. The outcome of many hours of dedicated 239 

individual and regional work included an orientation program for new GCRC nurse managers, 240 

preparation guidelines for NIH site visits and Joint Commission reviews, and worksheets and 241 

tools for planning nursing services for new protocols. In addition to providing support to the 242 

nurse managers, the group worked to set standards for CRN education, training, and research 243 

procedures that different settings have in common and address issues of ethical and safe 244 

conduct of clinical research. In response to funding changes occurring by the year 2000 and the 245 

apparent need to increase support to the growing base of CRNs, the GCRCNM group expanded 246 

their assistance to CRNs working inside and outside of clinical research centers.  247 

In 2003, the NIH accelerated the need for specially skilled CRNs with the 248 

implementation of the NIH Roadmap (Zerhouni, 2003). With the push of research moving 249 

rapidly from bench to bedside, studies were becoming more complex and multi-institutional. 250 

Focus shifted from research conducted at centralized research centers to research 251 

implemented throughout the health care industry and community. Exploring new ways to 252 

speed implementation of clinical trials led to an intense period of growth of the specialty 253 

practice in all clinical research areas.  254 

During this same period of time, several major international groups began serious 255 

efforts to define CRN roles and competencies. The next five years saw many major advances in 256 

defining the specialty.  257 

A work group of the Oncology Nursing Society (ONS) began work on the role definition 258 

of the CTN in oncology clinical trials. The ONS Clinical Trials Nursing Special Interest Group 259 

developed the Clinical Trials Nursing Questionnaire (CTNQ) as a reliable tool for assessment of 260 

the research nurse role (Ehrenberger & Lillington, 2004) and the Manual for Clinical Trials 261 

Nurses (Klimaszewski, Bacon, Deininger, 2008). The CTNQ has been found a valid and reliable 262 

tool in countries throughout the world (Catanina, 2008; Nagel, 2010; Catanina et al., 2011). 263 

Although a valuable resource for role definition, the CTNQ did not include the broader role of 264 

clinical research nursing that encompassed work outside of oncology clinical trials.  265 

The National General Clinical Research Nurse Manager Association put forth a position 266 

statement on clinical research nursing (NGCRNMA, 2006). The position statement was aimed to 267 

describe the unique role of the CRN based on the opinions of nursing leaders in the field.  268 

A workgroup of the Royal College of Nursing, the National Institute of Health Research 269 

UK Clinical Research Facility Network (NIHR UKCRF Network), and the National Cancer Research 270 

Network developed a CRN competency framework to support the specialty for Clinical Research 271 

Nurses. This would be the first time a national organizations supported efforts to 272 

standardizaton the framework for this speciality (Royal College of Nursing, 2008). In 2009, a 273 
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group of seven nurse managers of clinical research units throughout the United States 274 

organized the International Association of Clinical Research Nurses (IACRN) and held the first 275 

international meeting. In 2010, the NIH Clinical Center nursing department joined with IACRN 276 

for the first joint conference, “CRN2010.” This conference became the largest organized effort 277 

to share results of work done surrounding CRN domains of practice and role delineation 278 

(Bevans et al., 2011; Castro et al., 2011).  279 

In 2012, the landmark document Clinical Research Nursing: A Critical Resource in the 280 

National Research Enterprise was published (Hastings et al., 2012). This work, developed over 281 

several years by a taskforce of CRN experts from around the country, summarized growth of 282 

this specialty practice and outlined future trends and next steps for further work within the 283 

specialty. Key research was simultaneously being done to define the domains of clinical 284 

research nursing practice. Agreement from experts was obtained via a Delphi questionnaire 285 

approach, resulting in the articulation of the five domains of practice (Figure 1) that continue to 286 

guide the specialty practice (Castro et al., 2011).  287 

The expansion of clinical research has resulted in a clear need for nurses specializing in 288 

clinical research practice to best meet the needs of the research participant, adhere to research 289 

protocol requirements, and maintain research standards to achieve meaningful results. Over 290 

the last 50 years, nurses working in clinical research have moved from a supportive role to an 291 

essential player in the clinical research enterprise.  292 

Prevalence of Clinical Research Nurses 293 

CRNs practice in all venues of the current clinical research enterprise including federal, 294 

academic, industry, and private research, as well as non-research-focused settings (Hastings et 295 

al., 2012). Publications as early as 1991 report nurses as the largest workforce supporting the 296 

day-to-day operations of clinical research, as designated by clinical research investigators 297 

(Mueller, 2001). Given this, it is reasonable to suggest that nurses have been a driving force in 298 

the conduct and completion of the 197,314 trials in 190 countries around the world registered 299 

on Clinicaltrials.gov since its inception in 2000.  300 

Quantifying the number of nurses in this workforce is challenging for several reasons. 301 

One is the number of different titles that are associated with clinical research nursing roles in 302 

various settings and in the literature. Another is the number and variety of non-traditional 303 

settings that employ nurses in clinical research. Finally, clinical research nursing practice is 304 

evolving in countries such as China and South Africa. The following data has been collected 305 

through conversation with CRN leaders throughout the world. 306 
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According to data from the Clinical Center Nurse Credentialing Office, there are 307 

currently 1040 nurses employed by the Clinical Center and Institutes and credentialed to 308 

provide clinical research care (C. Hastings, personal communication, October 9, 2015). 309 

Managers of 34 research units that are currently or have in the past received federal subsidy for 310 

their units report employing 403 CRNs. One center reported 100 other known research nurses 311 

outside of their clinical research unit. Similarly, others report additional nurses working in their 312 

institutions but are unclear of numbers. These numbers represent a subset of nurses who care 313 

for clinical trial participants in the academic setting. Over the past 5 years the Association of 314 

Clinical Research Professionals (ACRP; 2009, 2010, 2011, 2012) reports certifying 500 nurses 315 

employed in industry and private institutions as Clinical Research Coordinators and Clinical 316 

Research Associates. The ONS Clinical Trials Nurses (CTN) Special Interest Group has more than 317 

1,600 members who require a unique framework of knowledge for working with participants 318 

involved in clinical research trials. This group is only a subsection of the 35,000 national and 319 

international ONS members who identify eligible research participants and support those on 320 

clinical trials (Association of Clinical Research Professionals, 2009, 2010, 2011, 2012). Likewise, 321 

other nursing specialties such as cardiology, cardiovascular surgery, and rheumatology are 322 

anticipated to have a similar number of nurses practicing in clinical research. Outside of 323 

academia and federally funded centers, there are clinical research nurses working for industry, 324 

private research practices, and regulatory bodies. The number within those settings is yet to be 325 

identified; however, it is estimated in the thousands. 326 

Prevalence of clinical research nurses in other countries is also difficult to determine. 327 

The National Institute for Health Research Clinical Research Network in the UK reports 328 

supporting over 4,207 CRNs throughout its research enterprise, although the numbers are 329 

estimated to be almost 10,000 CRNs in the UK. Scotland has identified 600 CRNs, which 330 

constitutes approximately 0.5% of the total nursing workforce.  331 

As IACRN becomes known internationally, CRNs from Canada, Japan, China, South 332 

Africa, Spain, Switzerland, Holland, and others are coming forward to identify with the specialty 333 

practice. IACRN recently provided education in China to more than 300 CRNs, a group that was 334 

identified by the organizers as a small fraction of Chinese nurses working in clinical research.  335 

The IACRN continues to collect data on the number of CRNs internationally. It is clear 336 

that clinical research nurses are represented in large numbers in academic, industry, and 337 

private settings nationally and internationally. 338 

Populations Served 339 

Persons of all ages are recruited to participate in research. Clinical research nurses have 340 

expertise in caring for specific groups of participants on the developmental spectrum from 341 
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neonates to the elderly. An essential component of the CRN specialty practice is the ability to 342 

care for the breadth and depth of the unique needs of those participating in research in any 343 

health condition or developmental stage. Participants may be at home, in the community, in a 344 

clinic, a group developmental setting, or a health care facility. Participants enter research 345 

through a variety of venues that include academic medical centers, community or government 346 

facilities, private or community health care organizations, or through an industrial setting.  347 

Two overarching concepts of particular importance to CRNs are participant risk and 348 

vulnerability. Participant exposure to risk related to study participation ranges from minimal to 349 

high, depending on the condition of the participant and the research intervention. Assessment 350 

of risk related to research participation is an essential aspect of the nursing process for all 351 

populations. 352 

Vulnerability of patient groups is also an important consideration in clinical research. 353 

Members of any population may be considered vulnerable due to cognitive, institutional, 354 

medical, economic, or social variables. These vulnerabilities need attention throughout the 355 

implementation of the research protocol. Thus, ongoing assessment for risk and vulnerability is 356 

central to all clinical research nursing practice.  357 

Pediatric  358 

Children of all ages participate in all types and phases of research. Pediatric participants 359 

typically have an acute or chronic condition that requires interface with the health care system. 360 

They are often at physical, psychological, or developmental risk due to the physical 361 

environment. It is not common for healthy pediatric volunteers to participate in research 362 

beyond observational studies. As a highly vulnerable population, children participating in 363 

clinical research are afforded additional human subjects protection. 364 

Adult  365 

Adults participating in research encompass a broad spectrum of the population, ranging from 366 

healthy volunteers with no preexisting medical conditions to those with specific health 367 

conditions or clinical diagnoses. Included in this spectrum is a segment of the population 368 

defined, by the Code of Federal Regulations, as “vulnerable populations.” Adults who are 369 

considered vulnerable include those who are mentally disabled, economically or educationally 370 

disadvantaged, pregnant, women, or prisoners (Public Welfare of Human Subjects, 2015). As in 371 

the pediatric population, those designated as vulnerable are afforded additional human 372 

subjects protection. Healthy volunteers are most common in the adult study population. They 373 

would not otherwise be in the health care system if not for their participation in a clinical 374 

research study. They often serve as a control but may also be exposed to risk as a result of their 375 

participation. These healthy volunteers, sometimes referred to as “normal volunteers,” may 376 
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receive medications or have interventions performed. Despite the designation of “healthy 377 

volunteer,” this group may incur risk as a result of research participation and are entitled to the 378 

same protections as all other research participants. Monitoring this population requires a keen 379 

awareness of changes in order to defend against a decline in their health as a result of 380 

participation in research.  381 

Elderly  382 

Individual in advanced older age are a unique component of the adult population 383 

participating in research. Older persons are frequently underrepresented in research 384 

investigations (Elskamp, Hartholt, Patka, Beeck, & van der Cammen, 2012; Hutchins, Unger, 385 

Crowley, Coltman, & Albain, 1999). The CRN understands and considers the additional 386 

vulnerabilities that may limit elder participation, interfere with compliance, or complicate their 387 

participation. This group is often restricted by conditions of frailty, cognition, polypharmacy, 388 

and co-morbid conditions (Cox, Kloseck, Crilly, McWilliam, & Diachun, 2011). Financial and 389 

transportation limitations unrelated to the research itself may also hinder full participation. The 390 

CRN applies knowledge of these limitations to advocate for safety of participants while 391 

protecting research efficacy. The CRN is aware that efforts to mitigate these limitations, if 392 

appropriate for the specific research study, may allow this segment of the population an 393 

opportunity to make important contributions to science and add to the body of knowledge for 394 

this age group. “Targeting specific strategies to the condition, site, and population of interest 395 

and anticipating potential problems and promptly employing predeveloped contingency plans 396 

are key to effective recruitment and retention strategies” (Mody, et al., 2008 p. 2340). 397 

Clinical Research Nurse Practice Environments 398 

CRNs engage participants in the research process throughout the health care continuum and in 399 

a variety of settings. Some of the common settings where CRNs practice include private, public, 400 

and academic hospitals; physician practices within the community; privately-owned research 401 

centers; and Special Care Facilities. They may also practice in less traditional settings such as 402 

pharmaceutical offices, academic institutions, government agencies, and clinical research 403 

management organizations. The opportunities for CRN practice settings are endless. In fact, a 404 

CRN might work in one of these settings or in multiple settings, depending on the components 405 

of the CRN role fulfilled in the position.  406 

Acute Care 407 

One of the most common CRN practice settings is the hospital-based or academic-based clinical 408 

research center. Within the acute care setting, the CRN may work on a discrete unit dedicated 409 

to the care of the research participant (both inpatient and outpatient), or they may be part of a 410 
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research program that provides research support to participants throughout the institutional 411 

departments. The department could be one area of focused specialty or multiple specialty 412 

areas. The CRN can also work on intensive care units to collaborate with the bedside nurse in 413 

performing research-specific activities. In addition, the CRN may work in a research support 414 

office setting directing human subjects protections or managing research operations.  415 

Community  416 

Within the community, CRNs practice with private physicians’ offices coordinating and 417 

implementing research protocols. In these setting, a CRN might be the only research specialist 418 

in the practice or may be part of small group of CRNs working within the practice. CRNs are also 419 

asked to work with research participants within a variety of community settings. The CRN leads 420 

recruitment of participants by directly engaging within the communities. The research 421 

assessment might be completed within the community or at the participant’s home for the 422 

convenience of the participant or for the accurate assessment of the social context of the 423 

problem. The CRN can lead these types of visits, balancing the needs of the protocol with the 424 

safety of the participant. 425 

Office Practice 426 

CRNs practice in various roles in the office setting. The office setting might be part of a 427 

pharmaceutical company where the CRN provides expertise in protocol implementation, 428 

regulations, and participant safety, or an office in a government agency where the CRN reviews 429 

protocol data as part of an auditing process or developing and providing education to CRNs.  430 

Ultimately, the CRN can engage participants in the research process throughout the 431 

health care industry and the community. The CRN understands the importance of the 432 

appropriate setting based on the activity being conducted and ensures the safety of the 433 

participant at all times. 434 

Special Care Facilities 435 

Lastly, CRNs encounter research participants in special care facilities. Special Care Facilities 436 

can include rehabilitation, Alzheimer’s (or other cognitive impairment) care, assisted living, 437 

palliative care, and nursing home facilities. Special care is needed when working in these 438 

environments to ensure the safety of these vulnerable populations and coordinate care 439 

with the facility staff.  440 

Roles and Practice of the Clinical Research Nurse 441 

In 2007, a role delineation study of 109 clinical research nurses identified the following distinct 442 

roles: nurses at the bedside providing direct care to participants in clinical research trials, nurse 443 
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managers and supervisors, nurse researchers, clinical research coordinators, educators, and 444 

advanced practice nurses (Mori, Mullen, & Hill, 2007). Clinical research is conducted in a wide 445 

variety of settings, making it of utmost importance that those caring for research participants 446 

are familiar with the ethical, regulatory, fiscal, and clinical issues surrounding the conduct of 447 

clinical research. Because of the emphasis on accurate data collection and adherence to the 448 

research protocol in the conduct of clinical research, it is not ideal to assume that staff nurses 449 

can carry out clinical research activities in addition to providing clinical care. The knowledge and 450 

expertise of the CRN related to the conduct of clinical research, protocol activities, and human 451 

subjects protection is imperative to the successful outcome of the clinical research process and 452 

is best managed by the nurse educated and working in the specialty of clinical research 453 

(Offnehartz, McClary, & Hastings, 2008).  454 

DiGiulio (1996) described the need to expand the role of the CRN, suggesting a broader 455 

scope than had previously been described. The roles included educator, ally, direct care giver, 456 

coordinator of care and research, administrator of research resources, and participant in the 457 

conduct of the study. It is clear that CRNs have fully adopted these roles. As discussed above, 458 

more recent work provided a taxonomy for clinical research nursing to include the domains of 459 

human subjects protection, care coordination and continuity, contribution to clinical science, 460 

clinical practice, and study management (Castro et al., 2011). (See Figure 1). These taxonomies 461 

have been adopted as the domains of practice for the specialty of clinical research nursing and 462 

are used here to describe the practice elements of the CRN role. Although each domain 463 

requires a unique set of skills and knowledge, the domains are not necessarily discrete and, 464 

depending on the role of the CRN, may overlap in practice.  465 

Domains of Practice for the Clinical Research Nurse 466 

Human Subjects Protection 467 

Nurses in any setting are patient advocates. This is especially true in the specialty practice of 468 

clinical research nursing. The domain of human subjects protection emphasizes this 469 

responsibility and the importance of keeping research participants safe in the conduct of clinical 470 

research, research interventions, and protocol activities. While there are many entities charged 471 

with human subjects protection, in clinical research the CRN is the person directly involved with 472 

the research participant, making their role as advocate even more significant.  473 

Informed consent is a key element in clinical research, and the CRN facilitates the initial 474 

and ongoing informed consent/assent process. The CRN must be knowledgeable about the 475 

research protocol in order to facilitate the consent process, answer questions throughout study 476 

participation, support the research participant’s goal for participating or terminating 477 

participation in a study, ensure ongoing consent, and guard against therapeutic misconception. 478 
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To that end, the CRN is knowledgeable in human subjects protection principles, federal and 479 

global protections, and guidelines. The CRN facilitates informed participation of diverse 480 

populations. The CRN continually assesses risk and coordinates research activities to minimize 481 

participant risk. The CRN collaborates with the interdisciplinary team to address ethical 482 

concerns and conflicts and manages potential personal ethical and financial conflicts of interest. 483 

Care Coordination and Continuity  484 

This domain focuses on integrating research and clinical activities in order to meet the clinical 485 

needs of the research participant across the health care continuum, complete protocol 486 

activities, and communicate with referring primary providers when necessary. In creating a plan 487 

for the research team and research participant, the CRN provides nursing leadership within the 488 

interdisciplinary team. Because CRNs will have in-depth knowledge of protocol requirements 489 

and expertise in the care of research participants, they often facilitate the education of the 490 

research team related to study requirements. The CRN and the research team ensure that the 491 

plan of care for the research participant is safe and allows for effective collection of clinical 492 

research data (Castro et al., 2011). They also play a pivotal role in educating the research 493 

participant, family, and significant others about the protocol requirements and the impact of 494 

activities. In addition, they coordinate study visits and facilitate the research participant’s 495 

questions and concerns. 496 

Contribution to Science in General and Nursing Science/Practice 497 

As important members of the research team, CRNs in a variety of roles in the research 498 

enterprise make important contributions to science in general and specifically to nursing 499 

science and practice. Established educational and career paths in nursing allow CRNs to work in 500 

a variety of roles that are grounded in the holistic care of persons. Nurses prepared at the 501 

baccalaureate level through the research doctorate level function in roles including staff nurse, 502 

advanced practice nurse, manager, and nurse researcher/scientist. These CRNs engage in 503 

specific actions that are essential to the integrity of the scientific process and must be 504 

appropriate to their educational background and professional role. 505 

CRNs at all levels may serve as mentors to new study staff and scientists. Staff nurses 506 

may offer expertise in operationalizing research protocols in the environment, or they also 507 

mentor new study staff in the safe conduct of clinical research. Nurse scientists may advise 508 

scientists in methods commonly used in nursing research or serve as clinical experts in specialty 509 

areas that uphold the integrity and quality of the research. CRNs are well positioned to 510 

generate practice questions based on the new interventions and innovations they work with in 511 

the clinical environment, as they are often the first to use an innovation in the patient care 512 

context. CRNs are involved in data management, query, and analysis of research data. As a 513 
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result of their specialized focus, CRNs generate critical questions regarding both clinical practice 514 

and nursing research.  515 

Clinical Practice 516 

The domains of practice developed for CRNs define clinical practice as using the nursing process 517 

to provide direct nursing care and support to participants in clinical research, their families, and 518 

significant others. Care requirements and protocol activities are determined by the scope of 519 

study participation, the clinical condition of the participant, and the requirements and clinical 520 

effects of research procedures and protocol requirements (Castro et al., 2011).  521 

The staff nurse, by contrast, has a different focus on standards of care. The goals and expected 522 

outcomes for the two nursing practices are very different. The generalist staff nurse cares for 523 

the patient based on treatment goals, while the CRN cares for the research participant with 524 

research-specific aims in mind. Because of their expertise and knowledge of the clinical 525 

research process, CRNs are capable of balancing the care needs of the research participant with 526 

the research protocol. This domain of Clinical Practice may include specimen collection; data 527 

collection; administration of research interventions; operationalization of the research protocol 528 

on the clinical unit; and education of research participants, families, and significant others 529 

related to the research protocol requirements and the participant’s current clinical condition 530 

and/or disease process (Castro et al., 2011). CRNs providing clinical care monitor research 531 

participants and are often the first to report adverse events. Their precise assessments skills 532 

and documentation are essential for accurate data analysis, thus ensuring definitive findings of 533 

the clinical trial.  534 

Study Management 535 

Study Management is defined as management of clinical and research support activities to 536 

ensure participant safety, addresses clinical needs, and ensures protocol integrity and accurate 537 

data collection (Castro et al., 2011). Some of the activities associated with this domain include 538 

study development, participant recruitment, identification of clinical care implications during 539 

study development, and recording and managing data to ensure date integrity. Figure 2 below 540 

graphically represents this domain of clinical research nursing.  541 

The study management domain comprises the largest set of activities within the CRN 542 

domains of practice. The activities associated with this domain are those that most closely 543 

represent the specialized knowledge of clinical research. The CRN brings together the specialty 544 

knowledge of the research enterprise with that of clinical nursing skills to expertly carry out 545 

those tasks associated with study management. The CRN is well situated to support the 546 

intersection of the management of the protocol while safeguarding the participant.  547 
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The generalist staff nurse and the clinical research nurse have different objectives when 548 

approaching a participant in a clinical trial. While the generalist staff nurse without specialized 549 

research knowledge provides care with a goal of treatment, the CRN must manage the care of 550 

the participant with a focus on the objectives of the research protocol that are not necessarily 551 

treatment focused. It is this balance between participant safety and fidelity to the protocol that 552 

demonstrates the value of the specially practice.  553 

Implementation of a study protocol alone is a complex process. A clinical protocol that 554 

engages health controls or participants with the target disease requires the critical thinking 555 

skills of the CRN in order to implement the protocol within the health care framework. CRNs’ 556 

specialty knowledge allows them to assess the protocol for areas that might affect participant 557 

safety and develop processes to protect the participant while still collecting the necessary data 558 

in an accurate and timely manner. For example, serious adverse events (SAEs) may occur during 559 

the conduct of a clinical trial. The CRN can manage the safety of the participant by adequately 560 

addressing the acute medical needs of the participant while collecting and reporting the 561 

necessary data mandated research regulations. The CRN’s “unique contributions and skills 562 

allow him or her to be an integral component to the safety-reporting process” (Catania, 2012, 563 

p.18). In addition, CRNs often need to develop methods for data collection that have not been 564 

used before. Understanding the nuances of protocol implementation and potential pitfalls is 565 

essential to the successful implementation of clinical research.  566 

Adequate recruitment of participants in clinical trials is essential to trial results. 567 

Appropriate informed consent process during the recruitment phase is important to protect the 568 

participant, ensure the participant’s autonomy in decision-making, and increase the chance of 569 

retention in the clinical trial. It has been repeatedly demonstrated that the CRN is central to the 570 

recruitment and informed consent processes (Isaacman & Reynolds, 1996). CRNs are able to 571 

utilize foundational knowledge of their nursing practice integrated with the thorough 572 

understanding of the research process, research regulations, and the protocol to safeguard the 573 

participant.  574 

575 
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Figure 2. Graphic Representation of the Study Management Domain 576 

  577 

 578 

 579 

 580 

While the domains of practice outline the work of the CRN, the titles and roles specific 581 

to the practice vary. All CRNs, regardless of title, ensure human subjects protection and 582 

contribute to the science. The study management, coordination of care, and clinical practice 583 

domains are more dependent on the specific title and job description of the CRN in each 584 

practice setting. While there is overlap in the roles and responsibilities among position titles, 585 

the focus of each title is unique. CRNs are essential to the conduct of clinical research with 586 

humans because of their skills, education, and expertise related both to nursing and to clinical 587 

research. 588 

Roles of the Clinical Research Nurse 589 

Over the past 30 years, clinical research has expanded in complexity, regulatory oversight, and 590 

workload. As a result, the role of the CRN has developed into a specialty practice in 591 

contemporary nursing practice (Getz, 2013; Getz, 2009; Mueller, 2001). As the clinical research 592 

enterprise has matured, clinical research nursing practice has become more clearly delineated. 593 

Nurses comprise a significant component of the clinical research workforce, holding a variety of 594 

roles commensurate with baccalaureate through doctorate education. Clinical research is 595 
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conducted in a wide variety of settings; therefore, it is of the utmost importance that nurses 596 

caring for participants involved in clinical research are familiar with current ethical, regulatory, 597 

fiscal, and clinical issues affecting the conduct of clinical research. Due to the nature of the 598 

work and the high-stakes outcomes, it is imperative that nurses practicing in clinical research 599 

have training specific to research. The knowledge and expertise of the CRN as it relates to 600 

participant care, the conduct of clinical research, protocol activities, and human subjects 601 

protection are paramount to the success of the clinical research enterprise. 602 

Presently, roles integral to clinical research nursing practice include clinician (direct care 603 

provider, study coordinator, and APRN), manager, educator, advocate, and regulatory 604 

specialist. Nurses come to each of these roles with educational background varying from 605 

baccalaureate to doctoral level preparation; therefore, the level of practice in each of these 606 

roles varies from entry-level generalist to advanced practice and senior leadership. Specific 607 

titles and nursing activities in these roles vary across organizations and according to the 608 

individual’s educational preparation. Positions that CRNs hold may involve elements of some or 609 

all of the roles identified. Most of the current CRN practice is concentrated in these roles; 610 

however, nurses will continue to take on new roles within the CRN practice as the specialty 611 

matures.  612 

Clinician  613 

Direct Care Provider: The nurse new to clinical research practice comes to the specialty with a 614 

solid skill set based on understanding the nursing process and basic developmental, 615 

psychosocial, cultural, and physiological aspects that contribute to human health and wellness. 616 

Having achieved mastery of the essential basic nursing interventions, their focus is clinical 617 

practice and care coordination related to protocol activities and care of the research 618 

participant. They are not directly involved in study management but play a crucial role in 619 

ensuring correct implementation of study-related activities requiring specific skills, research 620 

education, and expertise.  621 

The experienced research clinician is generally a baccalaureate-prepared CRN who 622 

supports study implementation within the context of a care delivery setting. The CRN practices 623 

with a clinical research focus, supporting study implementation, balancing the care of the 624 

research participant with the requirements of the study protocol, adhering to human subjects 625 

protection standards, ensuring participant safety, contributing to quality data collection, and 626 

educating participants and families (Hastings et al., 2012). Examples of positions that a direct 627 

care provider CRN may hold include bedside nursing in either a dedicated clinical research 628 

hospital or clinical unit, or ambulatory nursing on a study team providing care to study 629 

volunteers in a variety of settings including the community. Specific role activities within these 630 

positions will vary; however, a primary focus of the nurse at this level is to provide direct 631 
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nursing care, support, and education to participants in clinical research, their families, and 632 

significant others.  633 

Examples of job titles that could be used for this level of practice are Staff Nurse One in 634 

a hospital setting, Clinical Research Staff Nurse, Trials Nurse, Outpatient CRN, or Community 635 

Research Nurse. The staff nurse practicing as a CRN must be knowledgeable of the regulatory 636 

accountability consistent with providing nursing care to a research participant. At this level of 637 

practice, this regulatory knowledge and resulting advocacy sets CRN practice apart from 638 

generalist nursing practice.  639 

Clinical Research Nurse Study Coordinator: The clinical research nurse coordinator manages 640 

the conduct of multiple clinical trials, including the direct care of participants and data 641 

collection for clinical trials. This role requires advanced coordination and management skills. 642 

Required training can be achieved through research-specific education or may include Master’s-643 

level clinical research-focused academic preparation. Job titles that could be used for this level 644 

of practice are Clinical Research Coordinator, Study Coordinator, or Project Manager. Nurses in 645 

this position are primarily responsible for study coordination and data management, with a 646 

central focus on recruitment and enrollment, consistency of study implementation, data 647 

management and integrity, and compliance with regulatory requirements and reporting. The 648 

CRN with a clinical research coordinator role may or may not participate in direct clinical care of 649 

the participant but is directly involved with study management and coordination of care, 650 

educating participants, families, and members of the research team and acting as a liaison for 651 

sponsors and Institutional Review Board (IRB).  652 

Advanced Practice Registered Nurse (APRN): In clinical research, the role of advanced clinician 653 

is often held by an APRN. Advanced practice nurses are well-suited to clinical research specialty 654 

practice. Their advanced clinical knowledge along with research acumen are valuable assets, 655 

especially as APRN entry-to-practice is now established at the doctoral level. Advanced practice 656 

CRNs may participate on a research unit or service providing advanced nursing care for 657 

participants of multiple research protocols. They may hold a leadership position on a research 658 

team coordinating and directing care of the participants enrolled in a protocol, or they may 659 

hold an IRB management position overseeing the regulatory compliance of active clinical 660 

research protocols within an organization. APRNs practicing in clinical research nursing specialty 661 

practice roles incorporate all aspects of the CRN role: educator, manager, clinician, advocate, 662 

and regulator at an advanced level of practice. 663 

Manager 664 

CRN managers leads discrete clinical research units, centers, ambulatory research practices, or 665 

research hospitals. They may also manage research programs at the institutional level, as well 666 
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as administrative infrastructure management. Typically, these nurses are Master’s-prepared, 667 

with the knowledge of both health care environments and regulations of the research 668 

environment.  669 

Examples of titles associated with this role include Nurse Manager, Program Director, 670 

Research Services Nurse Manager, or Participant Interactions Manager. The CRN manager’s 671 

goal is ensuring availability of appropriate resources throughout the clinical research enterprise 672 

with a focus on study implementation and management. In addition, nurses in this role manage 673 

physical and human resources with an emphasis on compliance with research regulations. 674 

Educator 675 

CRN educators are often based in institutions that support clinical research. They may hold 676 

Master’s degrees in education in addition to being nurses. The CRN educator uses expertise in 677 

both the education of nurses with that of the research process to develop CRN-specific 678 

education, in-services, and orientation materials. Examples of titles for this role include 679 

Research Nurse Educator or Nurse Consultant. 680 

Advocate 681 

All CRNs, regardless of the job title, function in an advocate role. There is, however, a group of 682 

CRNs who focus their efforts solely on participant advocacy safety. The CRN advocate might 683 

come to the role as an ethics nurse, with a doctorally or Master’s-prepared in-depth knowledge 684 

of the ethical principles in the protections of human subjects. The CRN advocate may serve as a 685 

consultant to a study team on matters of informed consent, assess voluntariness of research 686 

participants when questions of coercion might arise, or work with scientific and oversight 687 

committees such as the IRB in review of protocol safety. Some CRN advocates have a standing 688 

role on IRB committees. Examples of titles associated with the CRN Advocate include Research 689 

Participant Advocate, IRB Safety Coordinator, or Research Ethics Director.  690 

Regulatory Specialist 691 

The CRN regulatory specialist is a research nurse who monitors and oversees the progress of a 692 

clinical trial to ensure that it is conducted, recorded, and reported in accordance with the 693 

protocol, standard operating procedures, Good Clinical Practice (GCP), and applicable 694 

regulatory requirements. They may do this in the setting of the research practice, center, 695 

hospital, within industry, or governmental agencies. The CRN regulatory specialist must have 696 

advanced knowledge of regulatory science. This training is achieved through various research 697 

specific continuing education or Master’s education with a focus on regulatory science. 698 

Examples of titles for this specialist include Clinical Research Associate, Monitor, IRB Director, 699 

and Quality Assurance Manager.  700 
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Doctorally-prepared Clinical Research Nurse 701 

Specialist nurses prepared at the doctoral level and practicing as CRNs work in interdisciplinary 702 

teams with physicians, laboratory scientists and technologists, pharmacists, institutional review 703 

boards, social workers, hospital administrators, and contract officers within institutions to 704 

balance the risks and benefits of clinical research studies in order to achieve the optimal 705 

outcomes for the participant and the science. 706 

CRNs with doctoral preparation include nurses prepared at the DNP and PhD level. Both 707 

types of doctorally-prepared CRNs incorporate most or all the roles integral to clinical research 708 

nursing practice in their position: educator, manager, clinician, advocate, and regulatory 709 

specialist. Although both hold senior leadership positions in the clinical research enterprise, 710 

their primary focuses and contributions differ.  711 

CRNs prepared at the DNP level hold positions focused on using existing knowledge and 712 

research to advance nursing practice. They may provide advanced nursing care to research 713 

participants or hold senior level administrative positions.  714 

Nurses prepared at the PhD level have a primary focus of contributing new knowledge to the 715 

discipline of nursing. Activities the PhD CRN undertakes to achieve this include conducting 716 

original research and contributing to theory development at all levels.  717 

Tenets of Clinical Research Nursing 718 

1. Caring and health are central to the practice of the clinical research nurse.  719 

The specialty of clinical research nursing integrates caring, health, and clinical research with the 720 

aims of human subjects protection and improving healthcare globally. Promoting a healing 721 

environment and building positive relationships between the nurse and individual participants 722 

and their families are central to the CRN’s practice of caring and the guiding principles of 723 

research. The CRN extends the values of caring to self, society, and the environment and 724 

considers the impact of research on each. More specifically, the nurse scientist promotes health 725 

through investigations of ways of caring (Institute of Medicine, 2010). The ultimate reward for 726 

CRNs is the awareness that the research they are conducting is likely to have “a positive benefit 727 

for patients both now and in the future” (Gibbs & Lowton, 2012, p. 39) .  728 

 729 

2. Clinical research nursing practice is individualized. 730 

The CRN supports advancement of health equity in research through respect for diversity and a 731 

focus on identifying the unique needs of the individual research participant or situation. CRNs 732 

individualize practice using knowledge of the core, ethical principles of research involving 733 

human subjects respect for person, beneficence, and justice (National Commission for the 734 

Protection of Human Subjects of Biomedical and Behavioral Research, 1978). The research 735 

participant is defined as the individual, family, group, community, or population who is the 736 
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focus of investigation and to whom the clinical research nurse is providing services, as 737 

sanctioned by regulatory bodies.  738 

 739 

3. Clinical research nurses use the nursing process to plan and provide individualized care for 740 

research participants.  741 

In collaboration with the research participant and inter-professional research team, the CRN 742 

applies the nursing process to individualize the health care plan with thoughtful consideration 743 

to preserving fidelity to the research protocol. The CRN advocates for the best interest of the 744 

research participant and continuously assesses their condition, needs, and outcome responses 745 

to appropriately evaluate effectiveness of care, research interventions, and the situation in 746 

relation to identified goals and outcomes. CRNs employ critical thinking to synthesize the 747 

current body of evidence, knowledge of research regulations, and research experience to 748 

inform decisions and individualized care throughout the nursing process. 749 

 750 

4. Clinical research nurses coordinate care of research participants by establishing 751 

partnerships.  752 

“The CRN coordinates research and clinical activities to meet clinical needs, complete study 753 

requirements, and manage linkage with referring and primary care providers” (Castro et al., 754 

2011, p. 78). As a strategic member of the research team, the CRN establishes partnerships with 755 

research participants, families, groups, and populations, as well as research colleagues and 756 

interprofessional healthcare providers, to meet the needs of those being served. “Successes in 757 

clinical research greatly depends on effective communication with members of the research 758 

team” (Jones, Croudass, & Lewis, 2010, p. 23). The CRN demonstrates qualities of emotional 759 

intelligence in all interactions and selects the most effective communication approach and/or 760 

system by which to conduct discussions and convey shared goals. Further, the CRN uses 761 

appropriate, effective communication strategies to assess the potential volunteer/research 762 

participant’s comprehension of the risks and benefits associated with specific research 763 

activities, from which to make informed decisions to take part in research or continue 764 

participation. The CRN observes for therapeutic misconception and takes appropriate action 765 

when it is identified.  766 

5. A strong link exists between the professional work environment and the clinical research 767 

nurse’s ability to provide quality health care and achieve optimal outcomes.  768 

CRNs endorse the American Nurses Association’s position on the nurse’s “ethical obligation to 769 

maintain and improve health care practice environments conducive to the provision of quality 770 

health care” (ANA, 2015, p. 9). CRNs recognize their role in creating, advancing, and sustaining 771 

healthy work environments in which to conduct clinical research and the mounting evidence 772 

that links healthy work environments to the quality aims of safe, effective, efficient, timely, 773 

patient-centered, and equitable care (Institute of Medicine & Committee on Quality of Health 774 

Care in America, 2001). The work environment not only affects outcomes in the current work 775 

environment, it also influences health care decisions of the future, through the accuracy and 776 
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quality of data collected. Additionally, healthy work environments encourage retention of 777 

nurses with advanced clinical research nursing experience and expertise (Cohen, Stuenkel, & 778 

Nguyen, 2009).  779 

Principles that Guide Clinical Research Practice 780 

Clinical research nursing practice is guided by human subjects protection in the following 781 

fundamental principles.  782 

Safety and Self-Determination 783 

Each research participant encounter is carried out with utmost care, compassion, and 784 

professionalism to embrace the core values of respect, beneficence, and justice (National 785 

Commission for the Protection of HumanSubjects of Biomedical and Behavioral Research 786 

(1978).  787 

 Each research participant is recognized as an autonomous being, free to make decisions 788 

for themselves and to enter into research voluntarily. CRNs follow ethical guidelines and 789 

regulatory requirements that protect those unable to make decision in their own best 790 

interest and guard against coercion imposed by others and activities that may harm 791 

them.  792 

 Research protocol plans maximize benefits and minimize risk to the individual 793 

participant to ensure harm does not come to one person in the pursuit of possible 794 

benefits to others.  795 

 Research participants are selected for reasons directly related to the research problem 796 

being studied, not because they are easily manipulated, available, or vulnerable. 797 

Benefits and burdens in a research study are justly distributed through fair procedures.  798 

Research Informed Consent 799 

The process of informed consent is jointly comprised of three essential elements - provision of 800 

complete and accurate information, assessment of comprehension, and safeguards to protect 801 

voluntary participation. Employing these elements ensures that participants are given adequate 802 

opportunity to choose what will or will not happen to them.  803 

 The participant understands the information and volunteers to participate in clinical 804 

research free from coercion.  805 

 The potential participant has sufficient time to consider information provided on all 806 

available options in order to make an informed decision to participate or not.  807 

 The informed consent process is ongoing throughout the participant’s enrollment in a 808 

research study; information is provided as the participant requests it or as the situation 809 
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requires it. An opportunity to ask questions and receive a response begins during initial 810 

consenting and continues throughout the remainder of participation in the study.  811 

 Information is provided in such a way as to avoid therapeutic misconception. When 812 

instances of therapeutic misconception are suspected or identified, information is 813 

provided to clarify the participant’s understanding of the purpose of the research, and 814 

their wish to continue is confirmed.  815 

Fidelity to the Research Protocol  816 

Research studies are conducted as planned, with strict adherence to the design to reduce or 817 

eliminate protocol deviations.  818 

 All essential elements of interventions are delivered in a comparable manner, thereby 819 

advancing the study’s aim(s) (Bellg et al., 2004; Calsyn, 2000; Dumas et al., 2001; Kerns 820 

& Prinz, 2002; Nigg, Allegrante, & Ory, 2002).  821 

 Confidence in the study’s findings is dependent on strict adherence to the protocol plan 822 

and internal validity, thus facilitating the accurate association between the intervention 823 

and study outcomes (Calsyn, 2000; Horner, Rew, & Torres, 2006; Kerns & Prinz, 2002).  824 

Regulatory Compliance 825 

All human subjects research is conducted in compliance with federal regulations, state laws, 826 

and institutional policies. It is the duty of the CRN to understand and uphold appropriate 827 

regulations. Federal regulations governing the protection of human subjects participating in 828 

biomedical and behavioral research are codified in the Federal Register in 45 CFR 46, including 829 

subparts A, B, C, and D, and 21 CFR 50 and 56 (International Compilation of Human Research 830 

Standards, 2015). 831 

Summary 832 

The primary duties of the CRN in the research setting are (1) protection of human subjects; (2) 833 

fidelity to the IRB approved research protocols; and (3) strict adherence to research guidelines, 834 

regulations, and policies. When these duties are rigorously applied together, they result in safe 835 

environments for conducting research and producing reliable, valid data on which to base 836 

future health care decisions, treatments, and interventions.  837 

CRNs collaborate with interprofessional research teams to establish processes and employ 838 

methods that safeguard against biased selection, involuntary participation, and inappropriate 839 

balance of risk and benefits.  840 

841 
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Professional Nursing Ethics in Clinical Research Nursing 842 

Practice 843 

The Code of Ethics for Nurses with Interpretive Statements (ANA 2015) provides a framework 844 

for ethical nursing practice in the clinical research setting. While all provisions of the code are 845 

applicable to the practice of the CRN, several have increased significance due to the sensitive 846 

nature of clinical research, the populations participating, human subjects protection, and the 847 

wide ranging practice environments. The following are specific examples of the application of 848 

Provisions 1 through 9 that are significant for the CRN. 849 

Provision 1  850 

The nurse practices with compassion and respect for the inherent dignity, worth, and unique 851 

attributes of every person. 852 

CRNs encounter potential volunteers and care for research participants with a broad spectrum 853 

of conditions, from healthy volunteers to those with severe disease. CRNs establish trusting 854 

relationships with participants through respect for human dignity, setting aside any bias or 855 

prejudice that may have caused the condition under investigation. A decision to participate in 856 

clinical research is made for many reasons. The CRN assesses the participant’s understanding of 857 

information necessary to make an informed decision to volunteer or continue to participate in 858 

clinical research, demonstrating respect for volunteers and supporting their right of self-859 

determination. 860 

Provision 2 861 

The nurse’s primary commitment is to the patient, whether an individual, family, group, 862 

community, or population. 863 

The CRN continually assesses the care of the research participant and the conditions set forth in 864 

the research protocol to meet the needs and requirements of both. Primacy of the participant 865 

may be subject to protocol requirements. Using principles of Good Clinical Practice (GCP), the 866 

CRN balances advocacy for both the safety of research participants and the efficacy of the 867 

research protocol. When conflict between the protocol and best interest of the participant 868 

arises, the safety of the participants remains the primary consideration. The CRN is in a unique 869 

position to evaluate the participant’s understanding of the research in which they are 870 

participating and access resources to resolve outstanding questions associated with 871 

participation. As new information affecting health, welfare, or willingness to continue 872 

participation becomes available, the CRN “may serve as the first line of communication to 873 

participants and family members about study progress, evolving concerns, and next steps” 874 
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(Hastings et al., 2012, p. 151). The CRN’s knowledge of the research protocol’s requirements, 875 

understanding of the participant needs and wishes, and awareness of available resources 876 

enables the CRN to identify a plan of care that is both acceptable to the participant and without 877 

protocol conflict. CRNs are often the first to identify and report adverse effects of a new drugs 878 

or devices or identify unsafe processes and recommend alternates that support safety and 879 

integrity of the data. The CRN advocates for participants by following regulations protecting 880 

human subjects that include monitoring for therapeutic misconception and coercion.  881 

CRNs often have duel responsibility to safely care for the participant and maintain 882 

fidelity to the research protocol. CRNs may experience conflict arising from requirements of the 883 

research protocol, enrollment enticement, expectations of the workplace or sponsoring entity, 884 

and their own personal values and professional integrity. It is essential that the CRN continually 885 

examine conflicts arising between their own personal and professional values and interest, the 886 

research participant’s appropriateness for the study, and financial incentives for enrollment 887 

and potential for future studies.  888 

The CRN collaborates with other members of the interdisciplinary research team to 889 

ensure collection of quality data from which to base future health care decisions, treatments, 890 

and standards. The complexity of research requires interprofessional collaboration to maximize 891 

safety, minimize risk of those participating, and limit threats to the integrity of the data. Prior to 892 

study initiation, the CRN collaborates with members of interprofessional research teams to plan 893 

and prepare how the protocol activities will be carried out safely while maintaining integrity of 894 

the data. During the active phase of a study, the CRN collaborates with the interprofessional 895 

research team when conducting interventions, monitoring and documenting participant 896 

conditions, collecting research specimens and data, and providing care to the participant, as 897 

appropriate. 898 

Provision 3 899 

The nurse promotes, advocates for, and protects the rights, health, and safety of the patient. 900 

The CRN advocates for an environment that protects human subject’s privacy. The patient must 901 

provide permission to access personal health information (PHI), which limits access only to the 902 

information necessary to maintain the integrity of the clinical trial and conduct the study safely. 903 

For example, a waiver of consent from the IRB is required to screen PHI for potential 904 

volunteers. The commencement of electronic medical records has presented the research 905 

environment with unique privacy challenges. The CRN appropriately manages risk associated 906 

with “stigmatizing” studies that include populations at high risk for discrimination if 907 

participation is disclosed beyond the research team. Examples include studies examining 908 

mental health or social life choices, as well as those enrolling participants who may have a 909 
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genetic risk for a specific disease but who have not been diagnosed with the disease. In 910 

addition, some clinical research includes tests for specific stigmatizing components not required 911 

for treatment that may impact access to health care resources, such as radiographic imaging 912 

and laboratory results. The CRN participates in the development and maintenance of policies 913 

and practices that protect sensitive information. Collaboration with other members of the 914 

research team is essential to ensure that clinical research participants are appropriately 915 

protected and that findings are properly documented using methods that both limit exposure 916 

and ensure safety. It may be necessary for the CRN to participate in the process to identify 917 

stigmatizing information in such a way that it is appropriately available to health care providers 918 

without disclosure of identifiable and stigmatizing information. To accomplish this, guided by 919 

informed consent, the CRN collaborates with information system professionals and ancillary 920 

services to establish and operationalize this process.  921 

It is essential that the CRN is knowledgeable in the area of regulatory oversight. The CRN 922 

must be familiar with institutional policies and government regulations that oversee clinical 923 

research and govern protection of clinical research participants. Additionally, the CRN values 924 

guidelines such as the International Conference on Harmonisation (1997) that provides global 925 

standards for the conduct of clinical research and defines Good Clinical Practice (GCP), thus 926 

aligning and standardizing conduct of research involving human subjects internationally. The 927 

CRN recognizes that these policies, regulations, and standards are in place to protect the rights 928 

of human subjects participating in research and “ensure the results obtained from clinical 929 

research are reliable and valid” (Hastings et al., 2012, p. 154).  930 

Human subjects protection is one of the main roles of the CRN. This protection includes 931 

advocating and educating potential volunteers, participants, and legal representatives in the 932 

informed consent process. CRNs are often delegated the responsibility for obtaining informed 933 

consent by the principal investigator of the research study. They follow standards and 934 

implement mechanisms to conduct reviews that strive to ensure appropriateness of the 935 

informed consent. The CRN recognizes that consent is not simply a signature on a document; 936 

rather, it is an ongoing process of communication involving the participant, caregivers, and key 937 

members of the research team and medical care team. The CRN supports elements of the initial 938 

and ongoing informed consent process that includes disclosing relevant information, ensuring 939 

comprehension of the information, and supporting voluntary agreement free from coercion.  940 

The CRN acts as a moral agent and advocates for those participating in clinical trials, 941 

playing a vital role in keeping paticipants and colleagues safe from risks associated with 942 

experimental agents. The CRN participates in the development and implementation of policies 943 

and guidelines that provide instruction on handling of experimental agents and instruction on 944 

protective measures for CRNs, participants, and family members. 945 
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Provision 4 946 

The nurse has authority, accountability, and responsibility for nursing practice; makes 947 

decisions; and takes action consistent with the obligation to promote health and to provide 948 

optimal care. 949 

CRNs are often employed in settings that dictate considerable autonomy and often work with 950 

study teams lead by medical staff and non-clinicians. As a result, interprofessional research 951 

teams rely on CRNs for their clinical expertise, knowledge, and skills. The research setting 952 

provides CRNs with an opportunity to educate the research team on the nurse’s scope of 953 

practice and appropriate delegation of duties. Additionally, CRNs interacting with registered 954 

nurses in clinical settings frequently find that their role is not well-understood and that other 955 

clinicians lack an understanding of the differences between clinical care (aimed at benefiting 956 

the current patient) and clinical research (aimed at benefiting future patients and generating 957 

generalizable knowledge). CRNs can take this opportunity to educate nurse colleagues on their 958 

role in clinical research.  959 

Responsibility and accountability for individual practice is a valid concern for CRNs who 960 

may carry out protocol-related activities in a less structured setting lacking the support 961 

afforded nurses working in other more traditional care locations. This lack of structure requires 962 

the CRN to be self-motivated, accountable, and responsible for both the care and oversight of 963 

those participating in clinical research, as well as the responsibility to maintain strict adherence 964 

to the clinical research protocol requirements. Clinical research often lacks established standard 965 

operating procedures and job descriptions, requiring the CRN to develop competencies in this 966 

specialty primarily from peers with clinical research experience and expertise.  967 

Provision 5 968 

The nurse owes the same duties to self as to others, including the responsibility to promote 969 

health and safety, preserve wholeness of character and integrity, maintain competence, and 970 

continue personal and professional growth. 971 

In some instances, moral distress may occur due to the duality of the CRN role; competing 972 

priorities are often at play (Fisher & Kalbaugh, 2012). Demands of the research environment 973 

that require the balance of healthcare decisions within the limitations of the research protocol 974 

can be challenging. The CRN must seek educational opportunities and identify supportive 975 

resources that will inform decisions and preserve moral competence when faced with ethical 976 

dilemmas of competing priorities. Expectations of others may exceed the CRN’s scope of 977 

practice and jeopardize the health and welfare of the CRN, participants, and colleagues. Work 978 

settings that isolate CRNs from more formal nurse leadership systems and other nurse 979 

colleagues may compromise their ability to advocate for themselves. The structure provided by 980 
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a professional association for CRNs provides support from colleagues, offers education, and 981 

presents networking opportunities to meet such challenges.  982 

Research protocols often require activities that differ from institutional policies and 983 

procedures or what is expected of nurses providing standard-of-care. It is important for the 984 

CRN to have specialized training, education, and adequate experience to complete these 985 

research requirements competently and safely (Hastings et al., 2012; McCabe & Lawrence, 986 

2007).  987 

Provision 6 988 

The nurse though individual and collective effort, establishes, maintains, and improves the 989 

ethical environment of the work setting and conditions of employment that are conducive to 990 

safe quality health care. 991 

When engaged in the clinical research process, CRNs have an opportunity to influence the 992 

environment in which they practice. In the unique environment of clinical research, fair and 993 

respectful treatment of those participating in a clinical trial is a core value. In addition, CRNs 994 

recognize the value of the participant’s contributions and therefore have an obligation to 995 

collect accurate data from which study outcomes will be measured. The CRN fosters an 996 

environment that supports elements of respect, beneficence, and justice. CRNs recognizes that 997 

those who participate in research must be given the choice of what shall and shall not happen 998 

to them, and nurses facilitate this by creating a culture of sharing information, ensuring 999 

comprehension, and safeguarding voluntary participation. The CRN fosters the principles of 1000 

maximizing benefits, minimizing risk, and cultivating an environment that supports fair 1001 

distribution of benefits and burdens. Solutions for unsafe or inappropriate activities and 1002 

practices are directed though appropriate institutional channels, such as the IRB. 1003 

Provision 7 1004 

The nurse, in all roles and setting, advances the profession through research and scholarly 1005 

inquiry, professional standards development, and the generation of both nursing and health 1006 

policy. 1007 

The practice environment of the CRN exists in a setting of intellectual inquiry and seeks to 1008 

establish evidence to inform practice. In addition to contributing to science by translating 1009 

research through active management of research protocols and participating in human testing, 1010 

CRNs are obligated to advance their own specialized practice by developing new knowledge, 1011 

establishing evidenced-based practice standards, and disseminating knowledge generated 1012 

through scholarly investigation (Hastings et al., 2012). CRNs are committed to sharing best 1013 

practices and educating the next generation of colleagues to impart the knowledge, skills, and 1014 
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ethical principles essential in human subjects research and to establish safe environment in 1015 

which to investigate new technologies and treatments. Additionally, CRNs review and 1016 

contribute to current trends in clinical research policy.  1017 

Provision 8 1018 

The nurse collaborates with other health professionals and the public to protect human 1019 

rights, promote diplomacy, and reduce health disparities. 1020 

Through collaboration with interprofessional research teams, the CRN is in a unique position to 1021 

move scientific findings from the laboratory to the bedside. Using protection of the public and 1022 

ethical standards of research as guiding principles, CRNs advocate for quality of research. 1023 

Through management of clinical research participants and research protocols, the CRN is 1024 

positioned to contribute to the development of future treatments, thereby advancing the 1025 

health, welfare, and safety of individuals and communities locally, regionally, nationally, and 1026 

globally. In addition to fostering fundamental principles for conducting research, CRNs are 1027 

committed to educating the public on their rights and responsibilities when participating in 1028 

clinical research.  1029 

Provision 9 1030 

The profession of nursing, collectively through its professional organizations, must 1031 

articulate nursing values, maintain the integrity of the profession, and integrate principles 1032 

of social justice into nursing health policy. 1033 

The values of clinical research nursing are advanced broadly and communicated widely through 1034 

the professional association, IACRN, and its membership. This professional association serves as 1035 

a conduit to maintain and further the integrity of the specialty practice. It works to align the 1036 

guiding principles of research with those of social justice and integrate them into nursing policy. 1037 

The association promotes health, safety, and research integrity by active engagement in 1038 

educational offerings nationally and globally, including developing research regions.  1039 

CRNs serve as experts to guide decisions involving clinical research both in the US and 1040 

internationally. Guided by the Code of Ethics for Nurses with Interpretive Statements and other 1041 

published standards for research, CRNs influence leaders on research topics through 1042 

affiliations, committee memberships, publications, expert consultation, and national and 1043 

international training/education sessions. CRNs influence health policy, model professional 1044 

commitment to leadership, and share nursing research expertise to advance clinical and 1045 

translational research through professional collaborations, educational offerings, publications, 1046 

and committee memberships.  1047 
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Educational Preparation for Clinical Research Nurses 1048 

Baccalaureate education is preferred for entry to clinical research nursing practice. Masters- 1049 

and doctoral-level nurses can also enter clinical research roles. The current demands of 1050 

undergraduate nursing curriculum affect the amount of research education included in pre-1051 

licensure curriculum. While exposure to evidence-based practice concepts does orient entry-1052 

level nurses to the research process, specific nursing roles and elements of clinical research 1053 

nursing practice are not typically present.  1054 

The role of clinical research nursing is not well-articulated in undergraduate nursing 1055 

curriculum. Learning and practicing the principles central to the care of the research participant 1056 

are appropriate objectives for baccalaureate-level education. Newly licensed baccalaureate 1057 

nurses are often unaware of this career pathway or that hundreds of nurses are practicing in 1058 

CRN roles in a wide variety of settings. The CRN develops competency in this specialty primarily 1059 

from peers with clinical research experience and expertise (Carter, Jones, & Jester, 2007; 1060 

Hastings et al., 2012). It is most often during work experience that a newly graduated nurse is 1061 

first exposed to aspects of clinical research practice. Complete and accurate documentation 1062 

and assisting with data collection for an investigator or nurse colleague are likely opportunities 1063 

for first exposure to CRN practice. After gaining clinical experiences, usually in an acute care 1064 

setting, nurses are often recruited to clinical research specialty positions where they can use 1065 

their clinical and critical thinking skills in the role of the CRN. 1066 

Master’s-level students are not exposed to coursework that highlights this role, either. 1067 

For example, many CRNs prepared at the graduate level are nurse practitioners (NPs), yet few 1068 

are introduced to the role of the APN in clinical research. Developing a specialty practice with a 1069 

clinical research focus at this level is a very rewarding choice for many APNs. Few aster’s of 1070 

nursing (MSN) programs offer clinical nurse specialist or clinical nurse leader options in lieu of 1071 

nurse practitioner options; therefore, many CRNs seeking graduate education in the specialty 1072 

field of clinical research nursing may seek education in clinical research from the available 1073 

distance-based academic programs or the limited number of MSN program offerings in clinical 1074 

research management.  1075 

CRNs prepared at the doctoral level (DNP/PhD) hold various roles in clinical research 1076 

nursing leadership, including administrative positions and research team leadership positions. 1077 

Although specialty tracks with a clinical research nursing specific focus do not exist for this level 1078 

of preparation, the foundational knowledge of doctoral education is likely consistent with that 1079 

necessary for clinical research nursing. As with the baccalaureate and master’s levels, the nurse 1080 

prepared at this level will need to seek out additional education and training to be proficient in 1081 

the CRN role appropriate to the doctoral level. 1082 
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The American Nurses Association (ANA) Guide to the Code of Ethics for Nurses: 1083 

Interpretation and Application (2015) highlights the protection of patients participating in 1084 

research in interpretive statement 3.3. Ethical competence for all nurses is commonly seen as a 1085 

responsibility of the basic educational preparation of the nurse as well as a personal 1086 

developmental moral compass (Poikkeus, Numminen, Suhonen, & Leino-Kilpi, 2014). Theory, 1087 

epistemology, and the best evidence available from basic nursing education foundationally 1088 

support clinical research nursing practice. In addition, it is critical that CRNs are educated in the 1089 

research process, good clinical practice guidelines, and associated scientific knowledge. Such 1090 

education in good clinical research practice protects the rights, safety, and wellbeing of study 1091 

participants and helps to ensure that data gathered in the pursuit of research are credible and 1092 

accurate. Through this process, nurses have been integral interdisciplinary partners in the 1093 

creation of evidence-based practice, especially in the development of drugs, devices, biologics, 1094 

and combination products that are ultimately marketed to global populations.  1095 

Continuing Professional Development for Clinical Research 1096 

Nurses 1097 

Clinical research nursing curriculum content and associated clinical practicum experiences are 1098 

rarely incorporated in formal academic programs at the undergraduate nursing level, and only a 1099 

limited number of institutions offer a Master’s research program in nursing. Continuing 1100 

education focused on clinical research nursing is limited, and choices for continuing education 1101 

and professional development in clinical research nursing are often based on the role that an 1102 

individual CRN holds or the population in which they work. The goal of professional 1103 

development is to pursue additional knowledge that will lead to greater ability to perform in 1104 

the workplace and grow as a professional. Ongoing professional development is necessary to 1105 

maintain competency and advance knowledge in the growing field of clinical research. The CRN 1106 

has unique educational requirements that may include knowledge and training specific to 1107 

research activities or outside the scope of practice for RNs in more traditional settings. 1108 

Nurses seeking professional development with an emphasis in clinical research may find 1109 

educational opportunities through professional organizations, mentoring, on-the-job training, 1110 

workshops, conferences, training sessions, online learning, regulatory compliance training, and 1111 

continuing education programs offered by organizations such as the International Association 1112 

of Research Nurses (IACRN). 1113 

Depending on the clinical research practice, CRNs may elect to expand their skills and 1114 

knowledge in a clinical specialty program based on population of interest or other 1115 

nontraditional dimensions of the CRN practice such as regulatory compliance, finance, site 1116 

coordination and study management, and ethics. CRNs and leaders in clinical research are 1117 
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encouraged to pursue further education and advance their degree at the baccalaureate through 1118 

graduate levels. 1119 

The Institute of Medicine (2010) states, “Nurses should practice to the full extent of 1120 

their education and training”(p.1). In order to do this safely and effectively, the CRN must take 1121 

advantage of, and be given opportunities to, further her professional development. The 1122 

experience, skill, and decision-making abilities of the CRN play a role in participant safety, 1123 

quality of research data, regulatory compliance, and human subjects protection. Creating a 1124 

competency framework for the specialty of clinical research nursing based on the domains of 1125 

practice for the CRN, research specific scope and standards, and core curriculum will provide 1126 

guidance for professional development. 1127 

Specialty Practice Certification for Clinical Research Nurses 1128 

As the clinical research enterprise continues to grow, more reliance on the skills of the CRN has 1129 

emerged. Recognizing their importance in the clinical research process, CRNs began to organize 1130 

internationally in 2009. The International Association of Clinical Research Nurses (IACRN) was 1131 

created to support their global contributions. Because the role goes beyond providing direct 1132 

patient care, elements of the role were identified to define the specialty practice. 1133 

“Development of a specialty identity that can lead to certification begins with clarification of 1134 

the domain of practice for the specialty” (Hastings et al., 2012, p. 653).  1135 

Importance of Certification 1136 

The Pew Health Professions Commission, the Institute of Medicine , the American Board of 1137 

Nursing Specialties, the American Nurses Credentialing Center, and other professional nursing 1138 

groups have called for specialty certification as a “means of enriching nursing care, assessing 1139 

continued competency, after licensure, and improving the quality of patient care” (Boyle, 1140 

Cramer, Potter, Gatua, & Stobinski, 2014, p. 511). 1141 

Nursing requires a license, based on demonstrating knowledge of minimum 1142 

requirements for an individual to practice. Specialty certification signifies achievement of the 1143 

specialized knowledge and skills needed for a particular practice area. The nurse seeking to 1144 

advance knowledge, education, and abilities obtains specialty certification that influences 1145 

accountability and responsibility, demonstrates mastery of skills, and distinguishes themselves 1146 

through commitment to lifelong learning and professional growth (Altman, 2011). Specialty 1147 

certification for the registered nurse working in clinical research will improve participant safety, 1148 

fidelity to the research protocol, and data collection by validating that practice is consistent 1149 

with standards identified by a nursing specialty (Boyle et al., 2014). 1150 
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Certification programs often require proof of ongoing continuing education, which is 1151 

available through a variety of platforms. There are online learning opportunities, conferences, 1152 

webinars, and self-study through journals, professional articles, and other educational 1153 

materials. Certification demonstrates commitment to the profession and professional 1154 

development. 1155 

Need for Certification 1156 

Certification for clinical research professionals is available through the Association of Clinical 1157 

Research Professionals (ACRP) and the Society of Clinical Research Associates (SOCRA). While 1158 

these organizations may provide a framework for clinical research, they are not specific to 1159 

nursing and do not address the unique contributions of the CRN in clinical research. Some 1160 

common certifications CRNs may obtain include oncology, medical/surgical, gerontological, or 1161 

administrative certifications, but these are not specific to clinical research.  1162 

While the presence or absence of certification does not define a practice specialty, it 1163 

does set expectations based on core competencies. By developing scope and standards, core 1164 

competencies based on practice domains, and specialty certification, the CRN will have a 1165 

process in place to demonstrate and validate expertise. In addition, this structure will outline 1166 

standards for the profession and result in CRNs who foster safe participant care and fidelity to 1167 

the research protocol. 1168 

Trends and Issues in Clinical Research Nursing 1169 

Workplace, Participant, and Public Safety 1170 

In addition to the common physical work environment risks, CRNs are often exposed to 1171 

investigational products for which there is limited experience and unknown risk of exposure. 1172 

Investigational products must be evaluated for risk to the nurse, participant, family members, 1173 

caregivers, and the public, as well as for compliance with standard workplace safety regulations 1174 

and institutional policies. CRNs collaborate with healthcare colleagues to evaluate and limit 1175 

known, potential, or unknown risk and develop safe handling procedures. The CRN’s unique 1176 

assessment skill; knowledge of the research setting, investigational product, and availability of 1177 

resources; and understanding of the population being enrolled in the research study prepares 1178 

them to identify possible threats and develop safe handling procedures and educational 1179 

material to protect individuals who may come in contact with the investigational product or 1180 

device. CRNs often provide education to protect colleagues, participants, and families by 1181 

evaluating the participant’s comprehension of risk, ability to comply with safe handling 1182 

procedures and, when the opportunity exists, providing education and training on precautions 1183 

and protective procedures.  1184 
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Electronic Health Record 1185 

Widespread adoption of electronic health records (EHRs) has transformed the process by which 1186 

health information is managed and shared. EHRs are currently standard in most healthcare 1187 

settings with the exception of clinical research. In most cases, clinical research documentation 1188 

has remained separate from the standard-of-care EHR, although integration of the two may 1189 

have tremendous potential to support both. Incorporation of clinical research documentation in 1190 

the EHR will lead to a more complete participant medical history that supports both research 1191 

and medical records regulations (Broach, 2015). This also results in a safer environment in 1192 

which to care for research participants. Electronic health data promises to not only contribute 1193 

to provision of healthcare, but also transform biomedical research; however, without an EHR 1194 

platform that can accommodates research documentation, CRNs are challenged to integrate 1195 

the two in one electronic location (Coorevits et al., 2013). Additionally, HIPAA regulations may 1196 

present information sharing challenges when study teams experience limited access to the 1197 

comprehensive EHR. In many instances, a second document – outside the EHR – is required to 1198 

provide a comprehensive picture of the participant that includes both research and standard-1199 

of-care activities. EHR platforms that allow for both activities not only ease access to research 1200 

data but also make information useful for quality improvement analysis and further support 1201 

safety in the research environment. Immediate access to the EHR improves interdisciplinary 1202 

communication across the healthcare spectrum. Thus, documentation by the CRN contributes 1203 

to the participant's health and well-being.  1204 

Accuracy of data collection and documentation is of paramount importance when 1205 

conducting clinical trials. The CRN plays a fundamental role in the management and 1206 

documentation of data collection related to clinical trials. Documentation for clinical research 1207 

may differ from documentation required for standard of care. Research data collection and 1208 

documentation may include clinical observations, clinical measurements, and specimen 1209 

collection and preparation, not required for standard of care (Hastings et al., 2012). 1210 

Documentation that is acceptable in the clinical setting often requires additional details when 1211 

the patient, now a study participant, is enrolled in a clinical trial. The accuracy and quality of the 1212 

data collected during a clinical trial impacts the reliability of the findings and may impact 1213 

human subjects safety, the speed at which study results are disseminated, and how health care 1214 

treatment decision are made in the future. Thus, documentation by the CRN contributes not 1215 

only to the individual participant’s health and well-being but also to the degree data can be 1216 

generalized to the larger population.  1217 

The CRN differentiates between information reported in the EHR (that is collected 1218 

strictly for research purposes and provides no diagnostic purpose) from information related to 1219 

standard-of-care activities. The CRN has knowledge regarding how to comprehensively 1220 
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document the care provided for research purposes, while being sensitive to the confidential 1221 

nature of the research information. The CRN recognizes stigmatizing information related to a 1222 

clinical trial that may be excluded or de-identified without jeopardizing safety or care. 1223 

Privacy Issues  1224 

Biomedical research is a rapidly growing area of interest in clinical research. Due to the 1225 

sensitive nature of these research specimens, confidentiality is critical. Many different types of 1226 

research rely on the use of human specimens. The growth of biomedical research into the 1227 

origin of disease at the cellular level and the development of bio banks raise ethical challenges, 1228 

more so than other health information because these specimens may actually predict disease 1229 

for the participant and for family members (Dye, Youngs, McNamara, Goldblatt, & O’Leary, 1230 

2010). When a scientist wishes to collect research specimens from participants in a clinical trial, 1231 

a detailed plan that describes how the samples will be de identified and how the privacy of the 1232 

participant will be maintained must be outlined and followed. This plan must be approved by 1233 

the IRB, and the information must be presented to the participant during the informed consent 1234 

process. The CRN is likely to encounter complex ethical questions and must be able to identify 1235 

these ethical situations related to biomedical specimen collection in order to properly inform 1236 

participants and families of the possible risks related to this type of specimen collection. 1237 

Additionally, the CRN may be involved in the collection and identification process of these 1238 

specimens. Often times these biomedical research specimens are collected not for diagnostic 1239 

purposes, but with the intention to use at a later date for purposes not yet determined. The 1240 

specimens collected as part of a clinical trial will not likely benefit the person donating them, 1241 

but hopefully the knowledge gained from studying these specimens may benefit populations in 1242 

the future.  1243 

Increasing Minority Involvement in Clinical Research 1244 

Increasing, minority involvement in clinical trials has been a topic of great interest for over 30 1245 

year (Fisher & Kalbaugh, 2011). There has been much speculation and literature exploring the 1246 

reasons for lack of participation in clinical trials by minorities and ways to impact this. African 1247 

Americans are historically underrepresented in clinical trials (Fisher & Kalbaugh, 2011). The 1248 

Tuskegee experiments enrolled uninformed African American males in high risk research and 1249 

were said to have created mistrust in the intention of researchers, especially within the African 1250 

American community. Other minority groups such as Hispanics and Asian Americans, although 1251 

not directly impacted by The Tuskegee experiments, have similar mistrust of the research 1252 

community. This mistrust continues to be cited in the literature today as a barrier to clinical trial 1253 

participation in minority populations.  1254 
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Some literature contradicts this notion of mistrust as a barrier to participation. Wendler 1255 

and colleagues (2006) suggest that, although the mistrust exists, minority populations are 1256 

willing to participate in clinical trials – they are simply not asked.  1257 

Minority involvement in clinical trials is essential to be able to generalize research 1258 

questions, especially in pharmaceutical trials. It is now widely understood the pharmaceuticals 1259 

do not work equally in all races, genders, and age groups. Ensuring a broader safety profile in 1260 

approved drugs lies heavily in inclusion of minority populations, including women and children.  1261 

Two major legislative mandates were issued in the 1900s in an attempt to address 1262 

issues associated with vulnerable and minority populations involvement in clinical trials. The 1263 

Belmont Report addresses the human subjects protection problems that experiments such as 1264 

the Tuskegee experiments brought to the forefront. In 1994, the NIH released a new policy 1265 

mandating the inclusion of minorities and women in clinical research. This policy was revised in 1266 

2001. The inclusion policy states: “The objective should be to actively recruit and retain the 1267 

most diverse study population consistent with the purposes of the research project” (NIH, 1268 

2001). These policies have left research study teams with the challenge of gaining trust from 1269 

minority groups while ensuring their inclusion.  1270 

Recent investigations of minority representation have shown that minorities such as 1271 

African Americans are overrepresented in in Phase 1 studies, which recruit health volunteers, 1272 

yet remain underrepresented in Phase 2 and 3 studies (Fisher & Kalbaugh, 2011). Interestingly, 1273 

Phase 1 studies often pose the greatest risk. Until recently, the discussion of minority 1274 

population involvement by level of risk has had little discussion. This notion brings forth many 1275 

ethical questions about minority groups taking on greater risk in drugs developed for the 1276 

general population, in which this group remains a minority.  1277 

The recent trend in addressing increased involvement of minorities in clinical research 1278 

has been a shared approach with the public. Research teams do not just to go into communities 1279 

and recruit participants in a culturally sensitive way, but rather include the communities of 1280 

interest in the research questions. The UK has called this initiation Patient and Public 1281 

Involvement (PPI). PPI is a national effort by the National Institute for Health Research (NIHR; 1282 

2015). This effort involves the public in all aspects of clinical research: research questions of 1283 

interest in the targeted communities, protocol development, review of funding decisions, and 1284 

education of researchers. In the US, there is a similar movement called community engagement 1285 

or involvement. The assumption in this model is that, in order for there to be sufficient research 1286 

volunteers with adequate representation of minorities, the research community must engage 1287 

communities in all aspects of the research process, including the dissemination of research 1288 

results (Sung et al., 2003). 1289 
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For several reasons, CRNs are at the forefront of the effort to increase minority 1290 

involvement in clinical research. CRNs are able to best address the need to increase minority 1291 

involvement in clinical research because they utilize their nursing skills such as knowledge of 1292 

cultural sensitivity care, nursing assessment, and care implementation paired with their 1293 

specialized knowledge of the research process to advance community engagement in clinical 1294 

trials. Nurses have been rated by the public as one of the most trusted professional for 12 years 1295 

in a row, according the Gallup’s annual survey (Robert Wood Johnson Foundation, 2014). CRNs 1296 

can use this confidence to break down barriers of mistrust in clinical research that still exist 1297 

today. Lastly, because nurses have a long history of community health nursing, CRNs can 1298 

expertly bring the research to the communities. Adding this experience to their expertise in the 1299 

research process allows the CRN to successfully implement research projects in community 1300 

settings. CRNs are the perfect liaisons between the community and the investigators and can 1301 

help ensure safe, ethical, and just enrollment of clinical trials participants.  1302 

Establishing the Evidence for Practice 1303 

The CRN’s domain of professional practice is positioned at the leading edge of clinical research 1304 

investigation. CRN activities help to identify the efficacy, maximum tolerated dose, side effect 1305 

profile, contraindications, pharmacokinetics, and pharmacodynamics of investigational agents, 1306 

which would otherwise be largely unknown. The astute monitoring, reporting, documentation, 1307 

and planning by CRNs are essential to the quality and validity of evidence used when 1308 

determining best practice. The CRN’s seminal contributions provide the foundation for 1309 

evidence-based practice, thereby supporting maximum safety and efficacious outcomes.  1310 

Summary of the Scope of Clinical Research Nursing 1311 

There is an extensive history surrounding research conducted on human subjects. The role of 1312 

the registered nurse in clinical research is dynamic. These changes require that CRNs 1313 

continually update their knowledge and competencies to adapt to this new information. CRNs 1314 

hold leadership roles in the implementation and management of clinical trials. As education 1315 

specialists implementing research-specific education and training, CRNs are working together to 1316 

identify and develop standards for research related activities.  1317 

Clinical Research Nursing: Scope and Standards of Practice delineates the professional 1318 

responsibilities of all professional CRNs engaged in clinical research practice, regardless of the 1319 

setting. It can serve as a basis for: 1320 

 Quality improvement systems; 1321 

 Development and evaluation of clinical research nursing delivery systems and organization 1322 

structures; 1323 
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 Certification activities; 1324 

 Position descriptions and performance appraisals; 1325 

 Agency policies, procedures, and protocols (standards); and 1326 

 Educational offerings 1327 

Healthcare consumers participating in clinical trials require a nurse who understands not only 1328 

standard of care activities related to their care but also the requirements of the research 1329 

protocol in which they are enrolled. The CRN must recognize the standard of care activities and 1330 

protocol activities. They must recognize when differences occur and how to balance care of the 1331 

participant and fidelity to the research protocol. Accurate data collection is of paramount 1332 

importance. Monitoring, assessing, and identifying adverse events are critical to the CRN’s role. 1333 

Caring for participants enrolled in clinical trials allows the CRN to use knowledge and skills in a 1334 

variety of settings: inpatient and outpatient; standalone clinics; and in community settings with 1335 

pediatric, adult, and geriatric participants. 1336 

The knowledge base required to provide quality care is not achieved through basic or advanced 1337 

nursing education. The CRN must be a self-motivated learner with the ability to glean 1338 

information from multiple sources and integrate that information into clinical practice while 1339 

maintaining fidelity to the research protocol. 1340 

The growth of clinical research contributes to the rapidly expanding knowledge base in clinical 1341 

research nursing. This growth offers an exciting and challenging practice venue for nurses who 1342 

are self-starters, who want to make a significant impact to nursing practice, and who are 1343 

dedicated to providing information and education to other healthcare consumers. The CRN 1344 

must be able to manage the complex research protocol requirements and treatments, in 1345 

addition to managing the participants’ comorbidities. CRNs have the ability and desire to 1346 

pioneer a relatively new and continually evolving specialty in nursing.  1347 

1348 
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Standards of Clinical Research Nursing 1349 

Practice 1350 

 1351 

Significance of the Standards 1352 

The standards of clinical research nursing practice are authoritative statements of the duties 1353 

that all clinical research registered nurses, regardless of role, population, or specialty are 1354 

expected to perform competently. The standards published herein may be utilized as evidence 1355 

of the standard of care, with the understanding that application of the standards is context-1356 

dependent. The standards are subject to change with the dynamics of the clinical research 1357 

nursing specialty, as new patterns of professional practice are developed and accepted by the 1358 

nursing profession and the public. In addition, specific conditions and clinical circumstances 1359 

may also affect the application of the standards at a given time (e.g., during a natural disaster). 1360 

The standards are subject to formal, periodic review and revision. 1361 

The competencies that accompany each standard may be evidence of compliance with 1362 

the corresponding standard. The list of competencies is not exhaustive. Whether a particular 1363 

standard or competency applies depends upon the circumstances. The competencies are 1364 

presented for the clinical research registered nurse level and are applicable for all nurses. 1365 

Standards may include additional competencies delineated for the graduate-level prepared 1366 

registered nurse, a category that also includes advanced practice registered nurses. In some 1367 

instances, additional discrete competencies applicable only to advanced practice registered 1368 

nurses may be included. 1369 

Adapted from ANA, 2015, p. 51 1370 

 1371 

1372 
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Standards of Practice for Clinical Research Nursing 1373 

Standard 1. Assessment 1374 

The clinical research registered nurse collects comprehensive data pertinent to the 1375 

research protocol requirements and the research participant’s health and/or situation. 1376 

Competencies 1377 

The clinical research registered nurse: 1378 

 Collects pertinent data, including but not limited to demographics, social determinants of 1379 

health,  1380 

 1381 

 Collects comprehensive data including but not limited to physical, functional, psychosocial, 1382 

emotional, cognitive, sexual, cultural, age-related, environmental, spiritual/transpersonal, 1383 

and economic assessments, in a systematic and ongoing process while honoring the 1384 

uniqueness of the research participant and the research protocol requirements. 1385 

 1386 

 Recognizes the importance of the assessment parameters identified by WHO, Healthy 1387 

People 2020, or other organizations that influence nursing practice. 1388 

 1389 

 Integrates knowledge from global and environmental factors into the assessment process. 1390 

 1391 

 Elicits the research participant’s values, preferences, expressed needs and knowledge of the 1392 

healthcare situation, research protocol requirements, and risks versus benefits. 1393 

 1394 

 Recognizes the impact of one’s own personal attitudes, values, and beliefs on the 1395 

assessment process. 1396 

 1397 

 Involves the research participant, family, and other healthcare providers as appropriate in 1398 

holistic data collection, including research data. 1399 

 1400 

 Identifies barriers (e.g., psychosocial, literacy, financial, cultural) to effective communication 1401 

and makes appropriate adaptations. 1402 

 1403 

 Assesses family dynamics and impact on the research participant’s health and wellness. 1404 

 1405 

 Engages the research participant and other interprofessional team members in holistic, 1406 

culturally-sensitive data collection. 1407 

 1408 

 Prioritizes data collection based on the research participant’s immediate condition or 1409 

situation while maintaining protocol integrity.  1410 

 1411 



 

- 45 - 

 Uses appropriate evidence-based assessment techniques, instruments, and tools not 1412 

restricted by the research protocol. 1413 

 1414 

 Applies ethical, legal, and privacy guidelines and policies to the collection, maintenance, 1415 

use, and dissemination of data and information. 1416 

 1417 

 Recognizes the research participant as the authority on her or his own health by honoring 1418 

their care preferences, including their right to participate or withdraw from the research 1419 

protocol. 1420 

 1421 

 Documents relevant data in a retrievable format, ensuring IRB requirements for research 1422 

data. 1423 

 1424 

Additional competencies for the graduate-level prepared clinical research nurse, including the 1425 

APRN 1426 

The graduate-level prepared clinical research nurse or the APRN: 1427 

 1428 

 Initiates and interprets diagnostic tests and procedures relevant to the research 1429 

participant’s current status and study participation. 1430 

 Uses advanced assessment skills, knowledge, and tools to complement the assessment 1431 

process. 1432 

 Assesses the effect of interactions among individuals, family, community, and social systems 1433 

on health and illness. 1434 

1435 
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Standard 2. Diagnosis 1436 

The clinical research registered nurse analyzes assessment data to determine actual or 1437 

potential diagnoses, problems, and issues. 1438 

Competencies 1439 

The clinical research registered nurse: 1440 

 Identifies actual or potential risks to the research participant’s health and safety or barriers 1441 

to health, including those outlined in the research informed consent, which may include but 1442 

are not limited to interpersonal, systematic, or environmental circumstances. 1443 

 1444 

 Uses assessment data, standardized classification systems, technology, and clinical decision 1445 

support tools to articulate actual and potential diagnoses, problems, and issues. 1446 

 Validates diagnoses, issues, and understanding of research participation with the 1447 

participant, family, and other healthcare providers when possible and appropriate. 1448 

 Prioritizes diagnoses, problems, and issues based on mutually established goals to meet the 1449 

needs of the research participant and the research protocol. 1450 

 1451 

 Documents diagnoses or issues in a manner that facilitates the determination of the 1452 

expected outcome and research plan.  1453 

 1454 

Additional competencies for the graduate-level prepared clinical research nurse, including the 1455 

APRN 1456 

The graduate-level prepared clinical research nurse or the APRN: 1457 

 1458 

 Uses information and communication technologies to analyze diagnostic practice patterns 1459 

of nurses and other members of the interprofessional healthcare team, considering the 1460 

relevance to clinical research. 1461 

 1462 

 Utilizes complex data and information obtained during interview, examination, and 1463 

diagnostic processes in identifying diagnoses and determining appropriateness for study 1464 

participation. 1465 

 1466 

 Employs aggregate-level data to articulate diagnoses, problems, and issues of research 1467 

participants, research protocols, and/or organizational systems. 1468 

 Formulates a differential diagnosis based on the assessment, history, physical examination, 1469 

and diagnostic test results. 1470 

 1471 

1472 
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Standard 3. Outcomes Identification 1473 

The clinical research regiatered nurse identifies expected outcomes for a plan 1474 

individualized to the research participant or situation within the parameters of the 1475 

research protocol. 1476 

Competencies 1477 

The clinical research registered nurse: 1478 

 Engages the research participant, interprofessional team, and others in partnership to 1479 

identify expected outcomes, when appropriate. 1480 

 1481 

 Formulates culturally sensitive expected outcomes derived from assessments and 1482 

diagnoses. 1483 

 1484 

 Uses clinical expertise, current evidence-bases practice, and knowledge of the research 1485 

protocol objectives to identify health risks, benefits, costs, and/or expected trajectory of the 1486 

condition. 1487 

 Collaborates with the research participant to define expected outcomes that integrate their 1488 

culture, values, and ethical considerations. 1489 

 Generates a time frame for the attainment of expected outcomes. 1490 

 Develops expected outcomes that facilitate coordination of care. 1491 

 1492 

 Modifies expected outcomes according to changes in the status of the research participant, 1493 

evaluation of the situation, and management of the research protocol. 1494 

 1495 

 Documents expected outcomes as measurable goals. 1496 

 1497 

 Evaluates the actual outcomes in relation to expected outcomes, research aims, safety, and 1498 

quality standards. 1499 

 1500 

Additional competencies for the graduate-level prepared clinical research nurse, 1501 

including the APRN 1502 

The graduate-level prepared clinical research nurse or the APRN: 1503 

 1504 

 Defines expected outcomes and research aims that incorporate cost and clinical 1505 

effectiveness; and are aligned with the outcomes identified by members of the 1506 

interprofessional team and the research protocol. 1507 
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 Differentiates outcomes that require care process interventions from those that require 1508 

system-level interventions. 1509 

 Integrates scientific evidence and best practices to achieve expected outcomes within the 1510 

guidelines of the research protocol. 1511 

 1512 

 Advocates for outcomes that reflect the research participant’s culture, values, and ethical 1513 

concerns. 1514 

1515 
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 1516 

Standard 4. Planning 1517 

The clinical research registered nurse develops a plan that prescribes strategies and 1518 

alternatives within parameters of the research protocol to attain expected measureable 1519 

outcomes. 1520 

Competencies 1521 

The clinical research registered nurse: 1522 

 Develops an individualized, holistic, evidence-based plan in partnership with the research 1523 

participant and interdisciplinary team. 1524 

 Establishes both the healthcare and the research plan priorities with the research 1525 

participant, interprofessional team, and others as appropriate. 1526 

 Advocates for responsible and appropriate use of interventions to minimize unwarranted or 1527 

unwanted treatment and/or research participant suffering. 1528 

 1529 

 Prioritizes elements of the health care approach and research plan based on the assessment 1530 

of the research participant’s level of risk and safety needs. 1531 

 Includes evidence-based strategies in the plan to address each of the identified diagnoses, 1532 

problems, and research protocol objectives or issues. Within the parameters of the research 1533 

protocol, these strategies may include but are not limited to: 1534 

 Promotion and restoration of health; 1535 

 Prevention of illness, injury, and disease; 1536 

 Facilitation of healing; 1537 

 Alleviation of suffering; and 1538 

 Supportive care 1539 

 Incorporates an implementation pathway that describes steps and milestones. 1540 

 Identifies cost and economic implications of the health care  and research plans. 1541 

 Develops a plan that reflects compliance with current statutes, rules and regulations, and 1542 

standards. 1543 

 Modifies the health care plan according to the ongoing assessment of the research 1544 

participant’s response and other outcome indicators, including participant safety, protocol 1545 

integrity, and research participation termination if necessary. 1546 

 Documents the plan in a manner that uses standardized language or recognized 1547 

terminology. 1548 
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Additional competencies for the graduate-level prepared clinical research nurse, including the 1549 

APRN 1550 

The graduate-level prepared clinical research nurse or the APRN: 1551 

 Designs strategies and tactics to meet the multifaceted and complex needs of research 1552 

participants. 1553 

 1554 

 Leads the design and development of inter-professional processes to address the identified 1555 

diagnosis, issue, and research protocol objectives. 1556 

 Actively participates in the development and continuous improvement of systems that 1557 

support the planning process. 1558 

 Designs innovative nursing practices. 1559 

 1560 

 Integrates assessment strategies, diagnostic strategies, and therapeutic interventions that 1561 

reflect current evidence consistent with the research protocol objectives, including data, 1562 

research, literature, and expert clinical knowledge. 1563 
 1564 

 1565 
1566 
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Standard 5. Implementation 1567 

The clinical research registered nurse implements the identified healthcare and research 1568 

plans. 1569 

Competencies 1570 

The clinical research registered nurse: 1571 

 Partners with the research participant, family, significant others, and caregivers as 1572 

appropriate to implement the health care and research plans in a safe, effective, efficient, 1573 

timely, patient-centered, and equitable manner (IOM, 2010). 1574 

 Integrates interprofessional team partners in implementation of the health care and 1575 

research plans through collaboration and communication across the continuum of care. 1576 

 Demonstrates caring behaviors to develop therapeutic relationships. 1577 

 Provides culturally congruent, holistic care that focuses on the research participant and 1578 

advocates for the needs of diverse populations across the lifespan within the parameters of 1579 

the research protocol. 1580 

 Uses evidence-based interventions and strategies to achieve the mutually identified goals 1581 

and outcomes specific to the problem, needs, and research protocol objectives. 1582 

 Integrates critical thinking and technology solutions to implement the nursing process and 1583 

research protocol to collect, measure, record, retrieve, trend, and analyze data and 1584 

information to enhance nursing practice and research participant outcomes. 1585 

 Delegates according to the health, safety, and welfare of the research participant and 1586 

considering the right circumstance, person, task, direction/communication, supervision, 1587 

evaluation, as well as the state nurse practice act regulations, institution, regulatory 1588 

entities, and research protocols while maintaining accountability for the care.  1589 

 Documents implementation and any modifications, including changes or omissions, of the 1590 

identified plan. 1591 

Additional competencies for the graduate-level prepared clinical research nurse, 1592 

including the APRN 1593 

The graduate-level prepared clinical research nurse or the APRN: 1594 

 1595 
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 Uses systems, organizations, and community resources to lead effective change and 1596 

implement the health care and research plans. 1597 

 1598 

 Applies quality principles while articulating methods, tools, performance measure, and 1599 

standards as they relate to implementation of the health care  and research plans. 1600 

 Translates evidence into practice. 1601 

 1602 

 Leads interprofessional teams to communicate, collaborate, and consult effectively. 1603 

 Demonstrates leadership skills that emphasize ethical and critical decision-making, effective 1604 

working relationships, and a systems perspective. 1605 

 Serves as a consultant to provide additional insight and potential solutions. 1606 

 Uses theory-driven approaches to affect organizational or system change. 1607 
 1608 

Additional competencies for the advanced practice clinical research registered nurse, within 1609 

the research protocol parameters, 1610 

 Uses prescriptive authority, procedures, referrals, treatments, and therapies in accordance 1611 

with state and federal laws and regulations. 1612 

 1613 

 Prescribes traditional and integrative evidence-based treatments, therapies, and 1614 

procedures that are compatible with the research participant’s cultural preferences and 1615 

norms. 1616 

 1617 

 Prescribes evidence-based pharmacological agents and treatments according to clinical 1618 

indicators and results of diagnostic and laboratory tests. 1619 

 1620 

 Provides clinical consultation for research participant and professionals related to complex 1621 

clinical cases to improve care and research participant outcomes. 1622 
 1623 
 1624 

1625 
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Standard 5A. Coordination of Care 1626 

 1627 

The clinical research registered nurse coordinates care delivery. 1628 

 1629 

Competencies 1630 

The clinical research registered nurse: 1631 

 Organizes the components of the clinical research protocol and, when applicable, a 1632 

healthcare plan. 1633 

 1634 

 Collaborates with the research participant to help manage health care and protocol 1635 

activities based on mutually agreed upon outcomes. 1636 

 1637 

 Manages a research participant’s care and protocol activities in order to reach mutually 1638 

agreed-upon outcomes. 1639 

 Engages research participants in self-care to achieve preferred goals for quality of life. 1640 

 1641 

 Assists the research participant in identifying options for care. 1642 

 1643 

 Communicates with the research participant, interprofessional team, and community-based 1644 

resources to affect safe transitions in continuity of care. 1645 

 1646 

 Advocates for the delivery of dignified and holistic care by the interprofessional team. 1647 

 1648 

 Documents the coordination of care, including research activities. 1649 

 1650 

Additional competencies for the graduate-level prepared clinical research nurse, 1651 

including the APRN 1652 

The graduate-level prepared clinical research nurse or the APRN: 1653 

 Provides leadership in the coordination of interprofessional health care for integrated 1654 

delivery of services to achieve safe, effective, efficient, timely, patient-centered, and 1655 

equitable care (IOM, 2010). 1656 

 Manages identified consumer panels or populations. 1657 

 1658 

 Serves as a research liaison to the research participant, family, and community-based 1659 

physician regarding healthcare issues identified during participation in clinical research 1660 

when not restricted by the research protocol. 1661 

 1662 
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 Synthesizes data and information to prescribe necessary system and community support 1663 

measures, including modifications of surroundings using knowledge of the research 1664 

protocol parameters.  1665 

1666 
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Standard 5B. Health Teaching and Health Promotion 1667 

The clinical research registered nurse employs strategies to promote health and a safe 1668 

environment. 1669 

Competencies 1670 

The clinical research registered nurse: 1671 

 Provides opportunities for the research participant to identify needed healthcare 1672 

promotion, disease prevention, and self-management topics. 1673 

 1674 

 Uses health promotion and health teaching methods appropriate to the situation and the 1675 

research participant’s values, beliefs, health practices, developmental level, learning needs, 1676 

readiness and ability to learn, language preferences, spirituality, culture, and socioeconomic 1677 

status. 1678 

 1679 

 Uses feedback and evaluations from the research participant to determine the effectiveness 1680 

of the employed strategies. 1681 

 1682 

 Uses technologies to communicate health promotion and disease prevention information to 1683 

the research participant. 1684 

 1685 

 Provides research participants with information about intended effects and potential 1686 

adverse effects of the health care and research plans of care. 1687 

 Engages consumer alliance and advocacy groups in health teaching and health promotion 1688 

activities for research participants. 1689 

 Provides anticipatory guidance to research participants to promote health and prevent or 1690 

reduce the risk of negative health outcomes. 1691 

Additional competencies for the graduate-level prepared clinical research nurse, including the 1692 

APRN 1693 

The graduate-level prepared clinical research nurse or the APRN: 1694 

 1695 

 Synthesizes empirical evidence on risk behaviors, gender roles, learning theories, behavioral 1696 

change theories, motivation theories, translational theories for evidence-based practice, 1697 

epidemiology, and other related theories and frameworks when designing health education 1698 

information and programs. 1699 

 Evaluates health information resources for applicability, accuracy, readability, and 1700 

comprehensibility to help the research participant access quality health information. 1701 

1702 
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Standard 6. Evaluation 1703 

The clinical research registered nurse evaluates progress toward attainment of goals and 1704 

outcomes. 1705 

Competencies 1706 

The clinical research registered nurse: 1707 

 Conducts a holistic, systematic, ongoing, and criterion-based evaluation of the goals and 1708 

outcomes in relation to the structure, processes, and timeline prescribed by the health care 1709 

and research plans. 1710 

 Collaborates with the research participant and others involved in the care or research 1711 

situation in the evaluation process. 1712 

 Determines, in partnership with the research participant and other stakeholders, the 1713 

patient-centeredness, effectiveness, efficiency, safety, timeliness, and equitability (IOM, 1714 

2010) of the strategies in relation to the response of the health care research plans, and 1715 

attainment of outcomes. Other defined criteria (e.g. Quality and Safety Education of Nurses) 1716 

may be used as well. 1717 

 1718 

 Uses ongoing assessment data to revise the diagnosis, outcomes, healthcare plan, and 1719 

implementation strategies within research protocol parameters. 1720 

 Shares evaluation data and conclusions with the research participant and other 1721 

stakeholders in accordance with the research plan and federal and state regulations. 1722 

 1723 

 Evaluates adherence to IRB-approved protocol. 1724 

 1725 

 Documents the results of the evaluation. 1726 

Additional competencies for the graduate-level prepared clinical research nurse, 1727 

including the APRN 1728 

The graduate-level prepared clinical research nurse or the APRN: 1729 

 1730 

 Synthesizes evaluation data from the research participant, community, population, and /or 1731 

institution to determine the effectiveness of the health care and research plans. 1732 

 Engages in a systematic evaluation process to revise the healthcare plan to enhance its 1733 

effectiveness within parameters of the research protocol. 1734 

 Uses results of the evaluation to make or recommend process, policy, procedure, or 1735 

protocol revisions when warranted.1736 
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Standards of Professional Performance for Clinical Research 1737 

Nursing 1738 

Standard 7. Ethics 1739 

The clinical research registered nurse practices ethically. 1740 

Competencies 1741 

The clinical research registered nurse: 1742 

 Integrates the Code of Ethics for Nurses with Interpretive Statements (ANA, 2015) to 1743 

guide nursing practice and articulate the moral foundation of nursing. 1744 

 1745 

 Practices with compassion and respect for the inherent dignity, worth, and unique 1746 

attributes of all people. 1747 

 1748 

 Advocates for research participants’ rights to informed decision-making and self-1749 

determination. 1750 

 1751 

 Seeks guidance in situations where the rights of the individual conflict with public health 1752 

guidelines or research protocol related activities.  1753 

 1754 

 Endorses the understanding that the primary commitment is to the research participant 1755 

regardless of setting or situation, with a focus on the core principles and guidelines for 1756 

research involving human subjects.  1757 

 1758 

 Maintains therapeutic relationships and professional boundaries. 1759 

 1760 

 Advocates for the rights, health, and safety of the research participant and others. 1761 

 1762 

 Safeguards the privacy and confidentiality of research participants, others, and their 1763 

data and information within ethical, legal, and regulatory parameters. 1764 

 1765 

 Demonstrates professional accountability and responsibility for nursing practice. 1766 

 1767 

 Maintains competence though continued personal and professional development. 1768 

 1769 

 Demonstrates commitment to self-reflection and self-care. 1770 

 1771 

 Contributes to the establishment and maintenance of an ethical environment that is 1772 

conducive to safe, quality health care that maintains fidelity to the research protocol. 1773 

 1774 

 Advances the profession through scholarly inquiry, professional standards development, 1775 
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and the generation of policy. 1776 

 1777 

 Collaborates with other health professionals and the public to protect human rights, 1778 

promote health diplomacy, enhance cultural sensitivity and congruence, and reduce 1779 

health disparities.  1780 

 1781 

 Articulates nursing values to maintain personal integrity and the integrity of the 1782 

profession. 1783 

 1784 

 Integrates principles of social justice into nursing policy. 1785 

1786 
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Standard 8. Culturally Congruent Practice 1787 

The clinical research registered nurse practices in a manner that is congruent with cultural 1788 

diversity and inclusion principles. 1789 

Competencies 1790 

The clinical research registered nurse: 1791 

 Demonstrates respect, equity, and empathy in actions and interactions with all research 1792 

participants. 1793 

 Participates in life-long learning to understand cultural preferences, worldview, choices, 1794 

and decision-making processes of diverse participants. 1795 

 Creates an inventory of one’s own values, beliefs, and cultural heritage. 1796 

 Applies knowledge of variations in health beliefs, practices, and communication patterns 1797 

in all nursing practice activities. 1798 

 Identifies the stage of the research participant’s acculturation and accompanying 1799 

patterns of needs and engagement. 1800 

 Considers the effects and impact of discrimination and oppression on practice within 1801 

and among vulnerable populations and cultural groups. 1802 

 Uses skills and tools that are appropriately vetted for the culture, literacy, and language 1803 

of the population served.  1804 

 Communicates with appropriate language and behaviors, including the use of medical 1805 

interpreters and translators in accordance with research participant’s preferences and 1806 

research regulations. 1807 

 Identifies the cultural-specific meaning of interactions, terms and content. 1808 

 Respects potential research volunteer or participant decisions based on age, tradition, 1809 

belief and family influence, and stage of acculturation. 1810 

 Advocates for research-specific policies that promote health and prevent harm among 1811 

culturally diverse, under-served/under-represented, or vulnerable populations.  1812 

 Promotes equal access to services, tests, interventions, health promotion programs, 1813 

enrollment in research, education, and other opportunities. 1814 
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 Educates nurse colleagues and other professional about cultural similarities and 1815 

differences of research participants, families, groups, communities, and populations. 1816 

 Develops recruitment and retention strategies to achieve a multicultural study 1817 

population. 1818 

 Ensures that the communities engaged in research receive equal transfer of knowledge 1819 

and benefit. 1820 

Additional competencies for the graduate-level prepared clinical research nurse, 1821 

including the APRN 1822 

The graduate-level prepared clinical research nurse or the APRN: 1823 

 1824 

 Evaluates tools, instruments, and service provided to culturally diverse and populations 1825 

considered vulnerable in research. 1826 

 Advances organizational policies, programs, services, and practices that reflect respect, 1827 

equity, and values for diversity and inclusion. 1828 

 Engages research participants, key stakeholders, and others in designing and 1829 

establishing internal and external cross-cultural partnerships. 1830 

 Conducts research to improve health care and healthcare outcomes for culturally 1831 

diverse populations. 1832 

 Develops recruitment and retention strategies to achieve a multicultural workforce. 1833 

 Promotes shared decision-making solutions in planning, prescribing, and evaluating 1834 

processes when the research participant’s cultural preferences and norms may create 1835 

incompatibility with evidence-based practice or the research protocol. 1836 

 Leads interprofessional teams to identify the cultural and language needs of the 1837 

research participant. 1838 

1839 
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Standard 9. Communication 1840 

The clinical research registered nurse communicates effectively in all areas of practice. 1841 

Competencies 1842 

The clinical research registered nurse: 1843 

 Assesses one’s own communication skills and effectiveness.  1844 

 Demonstrates cultural empathy when communicating. 1845 

 1846 

 Assesses communication ability, health literacy, resources, and preferences of research 1847 

participants to inform the interprofessional team and others. 1848 

 Uses language translation resources to ensure effective communication. 1849 

 Incorporates appropriate alternative strategies to communicate effectively with 1850 

research participants who have visual, speech, language, or communication difficulties. 1851 

 Uses communication styles and methods that demonstrate caring, respect, deep 1852 

listening, authenticity, and trust. 1853 

 1854 

 Conveys accurate information.  1855 

 Maintains communication with the interprofessional team and others to facilitate safe 1856 

transitions and continuity in care delivery and research protocol activities. 1857 

 Contributes the clinical research nursing perspective in interactions with others and 1858 

discussions with the interprofessional team. 1859 

 Exposes care processes and research protocol decisions that do not appear to be in the 1860 

best interest of the research participant. 1861 

 1862 

 Discloses concerns related to potential or actual hazards and errors in care, research 1863 

related activities, or the practice environment to the appropriate level. 1864 

 Demonstrates continuous improvement of communication skills. 1865 

 1866 

 Appropriately communicates research protocol information to the research participant, 1867 

family, interprofessional team, and others. 1868 

Additional competencies for the graduate-level prepared clinical research nurse, 1869 

including the APRN 1870 

The graduate-level prepared clinical research nurse or the APRN: 1871 

 1872 
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 Assumes a leadership role in shaping environments that promote healthy communication.  1873 

  1874 

1875 
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Standard 10. Collaboration 1876 

The clinical research registered nurse collaborates with the research participant and other 1877 

key stakeholders in the conduct of nursing practice. 1878 

Competencies 1879 

The clinical research registered nurse: 1880 

 Identifies the areas of expertise and contribution of other professionals and key 1881 

stakeholders.  1882 

 Clearly articulates the CRN’s role and responsibilities within the clinical and 1883 

research team.  1884 

 Uses the unique and complementary abilities of all members of the health care team 1885 

to optimize attainment of desired healthcare and research outcomes. 1886 

 Partners with the research participant and key stakeholders to affect change, 1887 

leading to positive healthcare and research outcomes and quality care. 1888 

 Uses appropriate tools and techniques, including information systems and 1889 

technologies, to facilitate discussion and research team functions, in a manner that 1890 

protects dignity, respect, privacy, and confidentiality. 1891 

 Promotes engagement through consensus-building and conflict management.  1892 

 Uses effective group dynamics and strategies to enhance health care team 1893 

performance.  1894 

 Exhibits dignity and respect when interacting with others and giving/receiving 1895 

feedback. 1896 

 Partners with all stakeholders to create, implement, and evaluate a comprehensive 1897 

health care and research plans. 1898 

Additional competencies for the graduate-level prepared clinical research nurse, 1899 

including the APRN 1900 

The graduate-level prepared clinical research nurse or the APRN: 1901 

 Participates in interprofessional activities, including but not limited to education, 1902 

consultation, management, technological development, or research to enhance 1903 

outcomes. 1904 
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 Provides leadership for establishing, improving, and sustaining collaborative 1905 

relationships to achieve safe, quality care for research participants, while ensuring 1906 

the integrity of the research protocol.  1907 

 Advances interprofessional healthcare and research plan-of-care documentation 1908 

and communications, rationales for plan-of-care changes, and collaborative 1909 

discussions to improve research participant outcomes and maintain fidelity to the 1910 

research protocol. 1911 
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 1912 

Standard 11. Leadership 1913 

The clinical research registered nurse leads within the professional practice setting and the 1914 

profession. 1915 

Competencies 1916 

The clinical research registered nurse: 1917 

 Contributes to the establishment of an environment that supports and maintains 1918 

respect, trust, and dignity. 1919 

 Encourages innovation in practice and role performance to attain personal and 1920 

professional plans, goals, and vision. 1921 

 Communicates to manage change and address conflict.  1922 

 Mentors colleagues for the advancement of nursing practice and the profession to 1923 

enhance safe, quality health care within the unique framework of the research 1924 

environment. 1925 

 Retains accountability for delegated nursing care given to the research participant. 1926 

 Contributes to the evolution of the profession through participation in professional 1927 

organizations. 1928 

 Influences policy to promote health.  1929 

 Articulates the professional role of the CRN to others. 1930 

 Supports a culture where systems are monitored and evaluated to improve the quality 1931 

of clinical research. 1932 

Additional competencies for the graduate-level prepared clinical research nurse, 1933 

including the APRN 1934 

The graduate-level prepared clinical research nurse or the APRN: 1935 

 Influences decision-making bodies to improve the professional practice 1936 

environment and the research participant outcomes. 1937 

 Enhances the effectiveness of the interprofessional team. 1938 
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 Promotes advanced practice nursing and role development by interpreting its roles 1939 

for research participants and policymakers. 1940 

 Models expert practice to interprofessional team members and research 1941 

participants. 1942 

 Mentors colleagues in the acquisition of clinical research nursing knowledge, skills, 1943 

abilities, and judgment. 1944 

 1945 

 1946 

1947 
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Standard 12. Education 1948 

The clinical research registered nurse seeks knowledge and competency that reflects 1949 

current clinical research nursing practice and promotes futuristic thinking. 1950 

Competencies 1951 

The clinical research registered nurse: 1952 

 Identifies learning needs based on nursing knowledge and the various roles that a CRN 1953 

may assume. 1954 

 Participates in ongoing educational activities related to appropriate knowledge bases 1955 

and professional issues. 1956 

 Mentors CRNs new to their roles for the purpose of ensuring successful enculturation, 1957 

orientation, and emotional support. 1958 

 Supports acculturation of nurses new to their clinical research roles by role modeling, 1959 

encouraging, and sharing pertinent information relative to optimal care delivery and the 1960 

conduct of clinical research. 1961 

 Demonstrates a commitment to lifelong learning through self-reflection and inquiry for 1962 

learning and personal growth. 1963 

 Seeks experiences that reflect current practice to maintain and advance knowledge, 1964 

skills, abilities, attitudes, and judgment in clinical practice or role performance as a CRN. 1965 

 Acquires knowledge and skills relative to the clinical research role, population, specialty, 1966 

setting, and global or local health situation.  1967 

 Participates in formal consultations or informal discussions to address issues in clinical 1968 

research nursing practice as an application of education and knowledge base. 1969 

 Identifies modifications or accommodations needed in the delivery of education based 1970 

on the research participants’ and family members’ needs. 1971 

 Shares educational findings, experiences, and ideas with peers. 1972 

 Facilitates a work environment supportive of ongoing education of healthcare 1973 

professionals. 1974 

 Maintains professional portfolio that provide evidence of individual competence and 1975 

lifelong learning.  1976 

1977 
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Standard 13. Evidence-based Practice and Research 1978 

The clinical research registered nurse integrates evidence and research finding into 1979 

practice. 1980 

Competencies 1981 

The clinical research registered nurse: 1982 

 Articulates the values of research and its application relative to the healthcare setting, 1983 

research protocol, and practice. 1984 

 Identifies questions in the healthcare setting, research protocol, and practice that can 1985 

be answered by nursing research. 1986 

 Uses current evidence-based nursing knowledge, including research findings, to guide 1987 

practice within parameters of the research protocol. 1988 

 Incorporates evidence when initiating changes in nursing practice. 1989 

 Participates in the formulation of evidence-based practice through research. 1990 

 Promotes ethical principles of research in practice and the healthcare setting. 1991 

 Appraises nursing research for optimal application in practice and the healthcare 1992 

setting. 1993 

 Shares peer-reviewed research findings with colleagues to integrate knowledge into 1994 

nursing practice. 1995 

 1996 

Additional competencies for the graduate-level prepared clinical research nurse, including the 1997 

APRN 1998 

The graduate-level prepared clinical research nurse or the APRN: 1999 

 2000 

 Integrates research-based practice in all settings within parameters of the research 2001 

protocol. 2002 

 Uses current healthcare research findings and other evidence to expand knowledge, 2003 

skills abilities, and judgment; to enhance role performance; and to increase knowledge 2004 

of professional issues. 2005 

 Uses critical thinking skills to connect theory and research to practice. 2006 

 Integrates nursing research to improve quality in nursing practice. 2007 
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 Contributes to nursing knowledge by conducting or synthesizing research and other 2008 

evidence that discovers, examines, and evaluates current practice, knowledge theories, 2009 

criteria, and creative approaches to improve outcomes for research participants. 2010 

 Encourages other nurses to develop research skills. 2011 

 Performs rigorous critique of evidence derived from databases to generate meaningful 2012 

evidence for nursing practice. 2013 

 Advocates for the ethical conduct of research and translational scholarship with 2014 

particular attention to the protection of the research participant.  2015 

 2016 

 Promotes a climate of collaborative research and clinical inquiry. 2017 

 2018 

 Disseminates research findings through activities such as presentations, publications, 2019 

consultation, and journal clubs. 2020 

 2021 

2022 
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Standard 14. Quality of Practice 2023 

The clinical research registered nurse contributes to quality nursing practice. 2024 

Competencies 2025 

The clinical research registered nurse: 2026 

 Ensures that nursing practice is safe, effective, efficient, equitable, timely, and patient-2027 

centered (IOM, 1999; IOM, 2001). 2028 

 Identifies barriers and opportunities to improve research protocol adherence, 2029 

healthcare safety, effectiveness, efficiency, equitability, timeliness, and patient-2030 

centeredness. 2031 

 Recommends strategies to improve nursing quality and operationalization of required 2032 

protocol activities. 2033 

 Uses creativity and innovation to enhance nursing care and the conduct of clinical 2034 

research.  2035 

 2036 

 Participates in quality improvement.  2037 

 2038 

 Collects data to monitor the quality of nursing practice and adherence to the research 2039 

protocol. 2040 

 2041 

 Contributes in efforts to improve health care efficiency, research participant safety, 2042 

adherence to the research protocol, and accurate data collection. 2043 

 Provides critical review and/or evaluation of policies, procedures, and guidelines to 2044 

improve the quality of health care, research participant safety, adherence to the 2045 

research protocol, accurate data collection, and the conduct of clinical research. 2046 

 Engages in formal and informal peer review processes. 2047 

 Collaborates with the interprofessional team to implement quality improvement plans 2048 

and interventions within parameters of the research protocol. 2049 

 Documents nursing practice and protocol activities in a manner that supports quality 2050 

and performance improvement initiatives. 2051 

 Achieves professional certification, when available. 2052 

Additional competencies for the graduate-level prepared clinical research nurse, 2053 

including the APRN 2054 
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The graduate-level prepared clinical research nurse or the APRN: 2055 

 2056 

 Analyzes trends in healthcare quality data, including examination of cultural influences and 2057 

factors. 2058 

 Incorporates evidence into nursing practice to improve outcomes within parameters of the 2059 

research protocol. 2060 

 2061 

 Designs innovations to improve outcomes for research participants. 2062 

 2063 

 Provides leadership in the design and implementation of quality improvement initiatives. 2064 

 2065 

 Promotes a practice environment that supports evidence-based health care. 2066 

 2067 

 Contributes to nursing and interprofessional knowledge through scientific inquiry. 2068 

 2069 

 Encourages professional or specialty certification. 2070 

 2071 

 Engages in development, implementation, evaluation, and/or revision of policies, 2072 

procedures, and guidelines to improve healthcare quality, human subjects protection, 2073 

adherence to the research protocol. 2074 

 2075 

 Uses data and information in system-level decision making. 2076 

 2077 

 Influences the organizational system to improve outcomes. 2078 

 2079 

Additional competencies for the advanced practice registered nurse: 2080 

 2081 

 Engages in comparison evaluations of the effectiveness and efficacy of diagnostic tests, 2082 

clinical procedures and therapies, and treatment plans, in partnership with research 2083 

participant, to optimize health and healthcare quality. 2084 

 Designs quality improvement studies, research initiatives, and programs to improve health 2085 

outcomes in diverse settings. 2086 

 Applies knowledge obtained from advanced preparation, as well as current research and 2087 

evidence-based information, to clinical decision-making at the point of care to achieve 2088 

optimal health within parameters of the research protocol. 2089 

 Uses available benchmarks as a means to evaluate practice at the individual, departmental, 2090 

or organizational level. 2091 

 2092 
2093 
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Standard 15. Professional Practice Evaluation 2094 

The clinical research registered nurse evaluates one’s own and others’ nursing practice. 2095 

Competencies 2096 

The clinical research registered nurse: 2097 

 Engages in self-reflection and self-evaluation of nursing and research practice on a 2098 

regular basis, identifying areas of strength as well as areas in which professional growth 2099 

would be beneficial. 2100 

 2101 

 Adheres to the guidance about professional practice as specified in the Nursing Scope 2102 

and Standards of Practice and the Code of Ethics for Nurses with Interpretive 2103 

Statements. 2104 

 2105 

 Ensures that nursing practice is consistent with regulatory requirements pertaining to 2106 

licensure, relevant statues, rules, regulations, and conduct of clinical research. 2107 

 2108 

 Uses organizational policies, procedures, and research protocol requirements to guide 2109 

professional practice. 2110 

 2111 

 Influences organizational policies and procedures and research protocol requirements 2112 

to promote interprofessional evidence-based processes. 2113 

 2114 

 Provides evidence for practice decisions and actions as part of the formal and informal 2115 

evaluation processes. 2116 

 2117 

 Seeks formal and informal feedback regarding one’s own practice from research 2118 

participants, peers, colleagues, supervisors, and others. 2119 

 2120 

 Provides peers and others with formal and informal constructive feedback regarding 2121 

their practice or research role performance.  2122 

 2123 

 Takes action to achieve goals identified during the evaluation process. 2124 

 2125 

2126 
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Standard 16. Resource Utilization 2127 

The clinical research registered nurse utilizes appropriate resources to plan, provide, and 2128 

sustain evidence-based nursing services that are safe, effective, and fiscally responsible. 2129 

Competencies 2130 

The clinical research registered nurse: 2131 

 Assesses individual research participant care needs, research protocol requirements, and 2132 

resources available to achieve desired participant and research outcomes. 2133 

 Assists the research participant and family in factoring costs, risks, and benefits in decisions 2134 

about standard treatment and care or participation in clinical research. 2135 

 2136 

 Assists the research participant in identifying and securing appropriate services to address 2137 

needs across the healthcare continuum. 2138 

 2139 

 Delegates elements of care and research activities to appropriate healthcare workers and 2140 

research providers in accordance with applicable legal and policy parameters.  2141 

 2142 

 Identifies the impact of resource allocation on the potential for harm, complexity of the 2143 

task, and desired outcomes in the conduct of clinical research. 2144 

 2145 

 Advocates for resources that enhance nursing and research practice.  2146 

 Integrates telehealth and mobile health technologies into practice to promote positive 2147 

interactions between research participants and care providers in the conduct of clinical 2148 

research. 2149 

 Uses organizational and community resources to implement interprofessional plans and 2150 

research plans. 2151 

 Addresses discriminatory healthcare practices and the impact on resource allocation. 2152 

 2153 

Additional competencies for the graduate-level prepared clinical research nurse, including the 2154 

APRN 2155 

The graduate-level prepared clinical research nurse or the APRN: 2156 

 2157 

 Designs innovative solutions for research participant care problems that use resources 2158 

effectively, maintain quality of care, and promote research protocol integrity. 2159 

 2160 

 Creates evaluation strategies that address cost-effectiveness, cost-benefit, and efficiency 2161 

factors associated with nursing practice and research protocol requirements.  2162 
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 2163 

 Assumes complex and advanced leadership roles to initiate and guide change. 2164 

 2165 

 Engages organizational and community resources to formulate and implement 2166 

interprofessional plans of care and research activities. 2167 

 2168 

 Determines feasibility of the research protocol and devises innovative approaches to 2169 

implementation that use resources effectively and maintain quality. 2170 

 2171 

2172 
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Standard 17. Environmental Health 2173 

The clinical research registered nurse practices in an environmentally safe and healthy manner. 2174 

Competencies 2175 

The clinical research registered nurse: 2176 

 Promotes a safe, healthy workplace and practice environment.  2177 

 2178 

 Uses environmental health concepts in practice. 2179 

 2180 

 Assesses the environment to identify risk factors.  2181 

 2182 

 Reduces environmental health risks to self, colleagues, and research participants. 2183 

 2184 

 Communicates information about environmental health risk and exposure reduction 2185 

strategies.  2186 

 2187 

 Advocates for the safe, judicious, and appropriate use of research agents/products.  2188 

 Collaborates with the interprofessional team to identify and decrease exposure to 2189 

research agents/products and the possibility of unknown side effects. 2190 

 2191 

 Incorporates technologies to promote safe practice environments. 2192 

 2193 

 Uses products or treatments consistent with evidence-based practice to reduce 2194 

environmental threats.  2195 

 2196 

 Participates in developing strategies to promote healthy communities and practice 2197 

environments.  2198 

 2199 

Additional competencies for the graduate-level prepared clinical research nurse, including the 2200 

APRN 2201 

The graduate-level prepared clinical research nurse or the APRN: 2202 

 2203 

 Analyzes the impact of social, political, and economic influences on the global 2204 

environment and human health experience. 2205 

 2206 

 Creates partnerships that promote sustainable global environmental health policies and 2207 

conditions that focus on prevention of hazards to people and the natural environment 2208 

(ANA 2007). 2209 

2210 
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Glossary 2211 

Common terms used in clinical research nursing practice. Definitions obtained and adapted 2212 

from CenterWatch (n.d.), NIH Clinical Trials (n.d.), and NIH Grants and Funding (n.d.). 2213 

Adverse Event (AE)  2214 

A negative experience encountered by an individual during the course of a clinical trial. An AE 2215 

can include previously undetected symptoms or the exacerbation of a pre-existing condition. 2216 

When an AE has been determined to be related to the investigational product, it is considered 2217 

an Adverse Drug Reaction. 2218 

Assent 2219 

A child’s affirmative agreement to participate in a clinical investigation. Mere failure to object 2220 

may not, absent affirmative agreement, be construed as assent. 2221 

Belmont Report 2222 

A report created by the former United States Department of Health, Education, and Welfare 2223 

(which was renamed to Health and Human Services) entitled "Ethical Principles and Guidelines 2224 

for the Protection of Human Subjects of Research," authored by Dan Harms. The report was 2225 

created on April 18, 1979, and gets its name from the Belmont Conference Center where the 2226 

document was drafted. This is an important historical document in the field of medical ethics 2227 

and continues as an essential reference for institutional review boards that review HHS-2228 

conducted or HHS-supported human subjects research proposals involving human subjects, in 2229 

order to ensure that the research meets the ethical foundations of the regulations. 2230 

Child 2231 

The NIH Policy on Inclusion of Children defines a child as an individual under the age of 21 2232 

years. The intent of the NIH policy is to provide the opportunity for children to participate in 2233 

research studies when there is a sound scientific rationale for including them, when their 2234 

participation benefits children, and when it is appropriate under existing Federal guidelines. 2235 

Thus, children must be included in NIH conducted or supported clinical research unless there 2236 

are scientific or ethical reasons not to include them. 2237 

DHHS Regulations (45 CFR part 46, Subpart D, Sec.401-409) provide additional protections for 2238 

children involved as subjects in research, based on this definition: "Children are persons who 2239 

have not attained the legal age for consent to treatments or procedures involved in research, 2240 

under the applicable law of the jurisdiction in which the research will be conducted." Generally, 2241 

state laws define what constitutes a “child.” Consequently, the age at which a child's own 2242 

consent is required and sufficient to participate in research will vary according to state law. For 2243 

example, some states consider a person age 18 to be an adult and therefore one who can 2244 

provide consent without parental permission. 2245 

http://grants.nih.gov/grants/glossary.htm#Child
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Clinical Trial 2246 

A research study in which one or more human subjects are prospectively assigned to one or 2247 

more interventions (which may include placebo or other control) to evaluate the effects of 2248 

those interventions on health-related biomedical or behavioral outcomes. 2249 

See Common Rule definition of research at 45 CFR 46.102(d). 2250 

See Common Rule definition of human subject at 45 CFR 46.102(f). 2251 

The term "prospectively assigned" refers to a pre-defined process (e.g., randomization) 2252 

specified in an approved protocol that stipulates the assignment of research subjects 2253 

(individually or in clusters) to one or more arms (e.g., intervention, placebo, or other control) of 2254 

the clinical trial. 2255 

An intervention is defined as a manipulation of the subject or subject's environment for the 2256 

purpose of modifying one or more health-related processes and/or endpoints. Examples 2257 

include, but are not limited, to drugs/small molecules/compounds, biologics, devices; 2258 

procedures (e.g., surgical techniques); delivery systems (e.g., telemedicine, face-to-face); 2259 

strategies to change health-related behavior (e.g., diet, cognitive therapy, exercise, 2260 

development of new habits); and treatment, prevention, and diagnostic strategies. 2261 

A health-related biomedical or behavioral outcome is defined as the pre-specified effect of an 2262 

intervention on the study subjects. Examples include positive or negative changes to 2263 

physiological or biological parameters (e.g., improvement of lung capacity, gene expression); 2264 

psychological or neurodevelopmental parameters (e.g., mood management intervention for 2265 

smokers; reading comprehension and/or information retention); disease processes; health-2266 

related behavior; and well-being or quality of life 2267 

Biomedical clinical trials of an experimental drug, treatment, device, or behavioral intervention 2268 

may proceed through four phases: 2269 

Phase I. Tests a new biomedical intervention in a small group of people (e.g. 20-80) for the first 2270 

time to determine efficacy and evaluate safety (e.g., determine a safe dosage range and 2271 

identify side effects). 2272 

Phase II. Study the biomedical or behavioral intervention in a larger group of people (several 2273 

hundred) to determine efficacy and further evaluate safety. 2274 

Phase III. Study to determine efficacy of the biomedical or behavioral intervention in large 2275 

groups of people (from several hundred to several thousand) by comparing the intervention to 2276 

other standard or experimental interventions, as well as to monitor adverse effects and to 2277 

collect information that will allow the interventions to be used safely. 2278 

Phase IV. Studies conducted after the intervention has been marketed. These studies are 2279 

designed to monitor the effectiveness of the approved intervention in the general population 2280 

and to collect information about any adverse effects associated with widespread use.  2281 

Clinical Research 2282 

http://grants.nih.gov/grants/glossary.htm#ClinicalTrial
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Defined as research with human subjects that is: 2283 

 Patient-oriented research. Research conducted with human subjects (or on material of 2284 

human origin such as tissues, specimens, and cognitive phenomena) for which an 2285 

investigator (or colleague) directly interacts with human subjects. Excluded from this 2286 

definition are in vitro studies that utilize human tissues that cannot be linked to a living 2287 

individual. It includes: 2288 

 mechanisms of human disease 2289 

 therapeutic interventions 2290 

 clinical trials 2291 

 development of new technologies 2292 

 Epidemiological and behavioral studies. 2293 

 Outcomes research and health services research. 2294 

Code of Federal Regulations (CFR) 2295 

The codified regulations of the Federal government based on the final agency regulations 2296 

published in the Federal Register. 2297 

 2298 

Common Rule 2299 

1991 agreement to cover all federal-sponsored research by a common set of regulations. 2300 

Consent Form 2301 

A document explaining all relevant study information to assist the study volunteer in 2302 

understanding the expectations and requirements of participation in a clinical trial. This 2303 

document is presented to and signed by the study subject. 2304 

Control Group 2305 

A comparison group of study subjects who are not treated with the investigational agent. The 2306 

subjects in this group may receive no therapy, a different therapy, or a placebo. These subjects 2307 

may be healthy volunteers or patients with a medical diagnosis.  2308 

 2309 

Data and Safety Monitoring Plan 2310 

For each NIH-supported clinical trial, NIH requires a data and safety monitoring plan that will 2311 

provide oversight and monitoring to ensure the safety of participants and the validity and 2312 

integrity of the data. The level of monitoring should be commensurate with the risks and the 2313 

size and complexity of the clinical trial. A detailed data and safety monitoring plan must be 2314 

submitted to the applicant's IRB and subsequently to the awarding IC for approval prior to the 2315 

accrual of human subjects. 2316 

Food and Drug Administration (FDA) 2317 

Within the Department of Health and Human Services. Enforces Food, Drug and Cosmetics Act 2318 

and related federal public health laws. Grants IND, IDE, PMA and NDA approvals. 2319 

Good Clinical Practice (GCP) 2320 

http://grants.nih.gov/grants/glossary.htm#CodeofFederalRegulations(CFR)
http://grants.nih.gov/grants/glossary.htm#DataandSafetyMonitoringPlan
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International ethical and scientific quality standard for designing, conducting, monitoring, 2321 

recording, auditing, analyzing, and reporting studies. Insures that the data reported is credible 2322 

and accurate, and that subjects’ rights and confidentiality are protected. 2323 

Healthy Patient Studies 2324 

Most healthy patient studies are Phase I studies, primarily concerned with assessing a drug's 2325 

safety. This initial phase of testing in humans is done in a small number of healthy volunteers 2326 

who are usually paid for participating in the study. Other healthy patient studies investigate the 2327 

effects of environmental conditions on healthy volunteers. For instance, the studies may 2328 

investigate the effects of exercise, vitamins, or diet on the human body. (Also refer to Control 2329 

Group.) 2330 

Human Subject 2331 

A living individual about whom an investigator (whether professional or student) conducting 2332 

research obtains data through intervention or interaction with the individual or obtains 2333 

identifiable private information. Regulations governing the use of human subjects in research 2334 

extend to use of human organs, tissues, and body fluids from identifiable individuals as human 2335 

subjects and to graphic, written, or recorded information derived from such individuals. 2336 

(See Public Policy Requirements and Objectives-Human Subjects Protection.) 2337 

Informed Consent 2338 

Person's voluntary agreement, based upon adequate knowledge and understanding, to 2339 

participate in human subjects research or undergo a medical procedure. In giving informed 2340 

consent, people may not waive legal rights or release or appear to release an investigator or 2341 

sponsor from liability for negligence. Go to 21 CFR 50.20 and 50.25.  2342 

  2343 

Institutional Review Board (IRB) 2344 

An administrative body established to protect the rights and welfare of human research 2345 

subjects recruited to participate in research activities conducted under the auspices of the 2346 

organization with which it is affiliated. The IRB has the authority to approve, require 2347 

modifications in, or disapprove all research activities that fall within its jurisdiction. 2348 

Participant: A person who volunteers to participate in a research study. A participant may be a patient, 2349 

an individual with a chronic or acute medical or mental health condition, or a healthy volunteer. 2350 

Placebo 2351 

An inactive substance designed to resemble the drug being tested. It is used as a control to rule 2352 

out any psychological effects of testing that may present. Most well-designed studies include a 2353 

control group that is unwittingly taking a placebo. 2354 

 2355 

Privacy Act 2356 

The Privacy Act of 1974, 5 U.S.C. 552a (as amended), and its implementing regulations (45 CFR 2357 

part 5b) provide certain safeguards for information about individuals maintained in a system of 2358 

records (i.e., information may be retrieved by the individual's name or other identifying 2359 

http://grants.nih.gov/grants/glossary.htm#HumanSubject
http://grants.nih.gov/grants/policy/nihgps/HTML5/section_4/4.1_public_policy_requirements_and_objectives.htm#Human3
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?FR=50.20
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?FR=50.25
http://grants.nih.gov/grants/glossary.htm#InstitutionalReviewBoard(IRB)
http://grants.nih.gov/grants/glossary.htm#InstitutionalReviewBoard(IRB)
http://grants.nih.gov/grants/glossary.htm#InstitutionalReviewBoard(IRB)
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information). These safeguards include the rights of individuals to know what information 2360 

about them is maintained in Federal agencies' files (hard copy or electronic) and how it is used, 2361 

how they may obtain access to their records, and how to correct, amend, or request deletion of 2362 

information in their records that is factually incorrect. Records maintained by NIH with respect 2363 

to grant applications, grant awards, and the administration of grants are subject to the 2364 

provisions of the Privacy Act. 2365 

Protocol 2366 

A detailed plan that sets forth the objectives, study design, and methodology for a clinical trial. 2367 

A study protocol must be approved by an IRB before investigational drugs may be administered 2368 

to humans. 2369 

Randomization 2370 

Study participants are usually assigned to groups in such a way that each participant has an 2371 

equal chance of being assigned to either treatment or control group. Since randomization 2372 

ensures that no specific criteria are used to assign any patients to a particular group, all the 2373 

groups will be equally comparable. 2374 

Recruitment 2375 

Act of enrolling subjects with the proper inclusion criteria. 2376 

Serious Adverse Event (SAE) 2377 

Any adverse event (AE) that is fatal, life-threatening, permanently disabling, or that results in 2378 

hospitalization, initial or prolonged. 2379 

Standards of Care 2380 

Treatment regimen or medical management based on state-of-the-art participant care. 2381 

Subject/Study Subject 2382 

Participant in a study. See "Human Subject”. 2383 

 2384 

Therapeutic Misconception  2385 

The tendency for research participants to minimize or ignore the risks posed to their own well-2386 

being by participation due to a deeply held and nearly unshakeable conviction that every aspect 2387 

of their participation in research has been designed for their own individual benefit (Emanuel, 2388 

2003).  2389 

Vulnerable Subjects 2390 

Individuals (or groups of individuals) who cannot give informed consent because of limited 2391 

autonomy (e.g., children, mentally ill, and prisoners). Also refers to subjects who may be unduly 2392 

influenced to participate (e.g., students, subordinates and patients). 2393 

2394 
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