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USE OF RESEARCH 
IN NURSING PRACTICE

Overview

· Research utilization - process of using research findings to improve patient care

· dissemination of scientific knowledge

· critique of studies

· synthesis of research findings

· determining applicability of findings for practice

· developing a research-based practice standard or guideline

Research utilization

· Implementing the standard

· evaluating the practice change with respect to staff, patients, and cost-resource utilization

· process begins when nurses are exposed to new knowledge

Evidence-based practice (EBP)

· The conscience and judicious use of the current “best” evidence in the care of patients and the delivery of health care services

· broader term that encompasses research utilization, use of case reports, expert opinion

Use of evidence in practice

· History - research utilization advanced by demonstration projects and programs

· WICHEN - Western Interstate Commission for Higher Education in Nursing (1977-1978)

· CURN - Conduct and Utilization of Research in Nursing (1983)

WICHE

· First project to address research utilization

· Implemented research-based interventions in practice

· Successful in increasing use of research findings

· Limited number of quality clinical studies

· Most of the findings were not ready for use

CURN

· Developed protocols based on research findings in 10 areas

· 17 hospitals participated

CURN

· Identification and synthesis of multiple studies on a selected topic

· Organization of knowledge into a solution or clinical protocol

· Transformation of clinical protocol into specific nursing interventions

· Clinical evaluation of new practice

Models

· Iowa Model of Evidence-Based Practice 

· on p. 416

· Rosswurm Model for Evidence-Based Practice (p.418)

· Goode (1987, 1995, 1996, 1999)

EBP

· Levels of evidence

· randomized clinical trials

· case reports

· expert opinion

· theory

· scientific principles

· clinical articles

The process of EBP

· Triggers- generating ideas or topic leads one to:

·  question current practice 

· whether patient care can be improved

· knowledge (read research, conferences, encounter guidelines, etc.)

· problem-focused - CQI, recurrent clinic problems, benchmark data, financial/institutional data)

Process

· Review available evidence

· ROL

· critique studies

· read and synthesize research (integrative reviews)

· read case reports

· national clinical standards/guidelines (AHRQ - Agency for Healthcare Policy and Research)

· 12 evidence-based practice centers

· National Guidelines Clearninghouse (http://www.guideline.gov)

Process

· Non-research activities (evidence)

· seek expert opinion

· seek information from one’s own practice/peers

· scientific principles (texts)

· theory

Process

· Is the available evidence sufficient to devise practice guidelines, standards, etc.?

· Grading the evidence (type and strength) 

· (see p. 425 for rating systems)

· If not, conduct research

Process

· Research activities (evidence)

· develop scientific inquiry

· collaboration (clinicians and scientists)

Deciding to change practice

· Developing EBP standards or guidelines

· form a team (committees, groups)

· gather evidence

· rate or grade the evidence

· report to committee/group

· write the new standard/guidelines (input during all phases)

· identify “change champions”

Change champions

· Expert clinicians

· “informal” leaders as viewed by peers

· committed to providing quality care

· passionate about the topic or practice change

· positive working relationships with other nurses and health professionals

Implementing change in practice

· Educational strategies (interdisciplinary)

· inservice

· posters

· competencies

· “rewards” - button, ribbons, pins

· computer-assisted instruction

· trial-run period

Evaluation

· Evaluate:

· process

· desired outcome

· environment

· patient/nurse satisfaction

COMMUNICATING RESEARCH KNOWLEDGE

· Obligation to share knowledge

· Developing a report

· Disseminate report through presentations and publications

· Audiences

· Nurses

· Health care professionals

· Policy makers

· Health care consumers

BARRIERS TO RESEARCH UTILIZATION

· Related to research findings

· Created by practicing nurses

· Created by organizations

ETHICS IN NURSING RESEARCH

· Protecting subjects= rights

· Balancing the benefits and risks of the study

· Obtaining informed consent

· Obtaining institutional approval for research

· Scientific misconduct

HISTORICAL UNETHICAL STUDIES

· Nazi Medical Experiments

· Tuskegee Syphilis Study

· Willowbrook Study

· Jewish Chronic Disease Hospital Study

NAZI MEDICAL EXPERIMENTS

· Violation of rights of subjects

· Selection of subjects racial based and unfair.

· Subjects had no choice (prisoners)

· Results from experiments often death, or permanent physical, mental and social damage


NUREMBURG CODE (1949)

· Guidelines related to

· Consent process

· Protection of subjects from harm

· Balance of benefits and risks in a study

DECLARATION OF HELSINKI (1964,  1975)

· Differentiated  therapeutic research and non-therapeutic research.

· Therapeutic research: allows patients to receive experimental treatment that may have beneficial results for them

· Non-therapeutic research: generates knowledge for the discipline; might benefit future patients but probably not benefit those acting as subjects

· 1) Greater care should be used to protect individuals who are part of non-therapeutic research

· 2) Strong justification must be given to expose volunteers to potential harm to gain new scientific information

· 3) Must protect the life and health of the subject.

TUSKEGEE SYPHILIS STUDY

· 1932 US Public Health Service initiated study of syphilis in Tuskegee, AL

·  Continued for 40 years until 1972

· Purpose was to determine the natural course of syphilis in the adult African- American male

· Review table 13-1 (pp. 268-269)
PROBLEMS
· Subjects were not informed of purpose and procedures

· Subjects did not receive treatment for syphilis even when penicillin was determined effective treatment in 1940s

· Information about treatment withheld from subjects and deliberate steps were taken to prevent them from receiving treatment
PROBLEMS
· Published reports started in 1936 with additional papers every 4 to 5 years, but no effort to stop the study

· In 1969, Center for Disease Control and Prevention decided study should continue

· In 1972, study found to be ethically unjustified after Washington Star  article sparked public outrage

WILLOWBROOK STUDY

· Mentally retarded children were deliberately infected with the hepatitis virus from mid-1950s to early 1970s

· During the 20 years admission to Willowbrook could only be obtained to the research unit by parents giving permission for their child to be in the study

PROBLEMS

· Willowbrook attempted to justify study when labeled unethical in 1966 

· Children would get the disease anyway

· Stressed benefits to subjects on research unit

· Cleaner environment

· Better supervision

· Higher nurse-patient ratio

JEWISH CHRONIC DISEASE HOSPITAL STUDY

· Purpose of study to determine patients= rejection responses to live cancer cells

· 22 patients injected with suspension containing live cancer cells

PROBLEMS

· Subjects not informed they were taking part in research or that injections were live cancer cells

· Study not presented for review at Jewish Chronic Disease Hospital

· Sloan-Kettering Institute for Cancer Research had no record of a review of research study 

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE REGULATIONS (1973)

· Developed to provide protection for persons having “limited capacities to consent” 

· Required that all research involving human subjects undergo full institutional review

PROBLEMS

· All research studies reviewed regardless of risk involved

· Greatly increased time required to obtain approval to conduct research

National Commission for the Protection of 
Human Subjects of Biomedical and Behavioral Research

· In 1978, identified 3 ethical principles relevant to the conduct of research

· Respect (self determination)

· Beneficence (benefits/harm)

· Justice (fair treatment)

· Protection of Human Rights
DHHS REGULATIONS

· General requirements for informed consent (legal principle or doctrine that determines and regulates participation in research)

· Documentation of informed consent

· Criteria for IRB review of research

· Exempt and expedited review procedures for certain kinds of research

DHHS REGULATIONS

· Criteria for IRB approval of research

· Directives for dealing with and reporting scientific misconduct

HUMAN RIGHTS PROTECTED

· Self-determination

· Privacy and dignity

· Anonymity and confidentiality

· Fair treatment

· Protection from discomfort and harm

RIGHT TO SELF-DETERMINATION

· Based on ethical principle of respect

· Treated as autonomous agents

· Must be informed about the study

· Allowed to choose to participate or not

· Allowed to withdraw at any time without penalty

· Can be violated by

· Coercion

· Covert data collection

· Deception

PERSONS WITH DIMINISHED AUTONOMY

· Vulnerable or disadvantaged because of legal or mental incompetence, terminal illness, or confinement to institution

· Require additional protection because

· Decreased ability to give consent

· Vulnerable to coercion and deception


PERSONS WITH DIMINISHED AUTONOMY

· Children

· Mental illness

· Cognitively impaired

· Unconscious patients

· Terminally ill

· Hospitalized patients

· Prisoners

CHILDREN

· DHHS Regulations required soliciting the assent of the children (when capable ) and the permission of their parents or guardians (consent)

· By age 7 need to be informed and give assent

RIGHT TO PRIVACY
· Determine the time, extent and general circumstances under which private information will be shared with or withheld from others 

· Protected when informed and consented

· Voluntarily shares private information with researcher

· Invasion of privacy

· Private information is shared without the individual’s knowledge or permission.

RIGHT TO ANONYMITY AND CONFIDENTIALITY

· The subject has the right to anonymity and the right to assume that the data collected will be kept confidential

· Complete anonymity

· No identifiers even to researcher

· Confidentiality

· Researcher must refrain from sharing personal information without authorization of subject

· Breach of confidentiality

· An unauthorized person gains access to raw data by accident or direct action
· Subject’s identity is accidentally revealed in reporting or publishing a study

RIGHT TO FAIR TREATMENT

· Based on the ethical principle of justice

· Fair subject selection

· Fair and equal treatment of subjects

RIGHT TO PROTECTION FROM DISCOMFORT AND HARM
· Based on the ethical principle of beneficence

· One should do good and, above all, do no harm

· Categories of studies based on levels of discomfort and harm

· No anticipated effects

· Temporary discomfort

· Unusual levels of temporary discomfort

· Risk of permanent damage 

· Certainty of permanent damage

INFORMED CONSENT

· An agreement by a prospective subject to voluntarily participate in a study after he or she has assimilated essential information about the study

Must include:

· Disclosure to the subject of essential study information

· Comprehension of this information by the subject

· Competence of the subject to give consent

· Voluntary consent of the subject to participate in the study

INFORMED CONSENT STRUCTURE

· Introduction to research activities

· Statement of research purpose

· Selection of research subjects

· Explanations of the procedures

· Descriptions of risks and discomforts

· Description of benefits

· Disclosure of alternatives

· Assurance of anonymity and confidentiality

· Offer to answer questions

· Noncoercive disclaimer

· Option to withdraw

INSTITUTIONAL REVIEW

· Committee of peers called an institutional review board (IRB) examines studies for  protection of the rights of human subjects

· All agencies with federal grants and contracts and most others where research is conducted

· Composition of IRB

· At least 5 members of various backgrounds to promote complete and adequate review

· Qualified through expertise and experience

· Reflect racial, gender, professional cultural diversity

· One member whose concerns are primarily nonscientific

· One member from outside the agency

INSTITUTIONAL REVIEW BOARD

· Reviews to insure

· Rights and welfare of subjects are protected

· Methods used  to secure informed consent are appropriate

· Potential benefits of the study are greater than the risks

· Review Box 13-5, p. 280
· Exempt from review - no potential risks

· Expedited review - minimal risk

· Complete review - greater than minimal risk

TO OBTAIN IRB APPROVAL

· Risks to subjects are minimized

· Risks to subjects are reasonable in relation to anticipated benefits

· Selection of subjects is equitable

· Informed consent is sought from each prospective subject or the subject’s legally authorized representative

· Informed consent is appropriately documented

· Research plan makes adequate provision for monitoring data collection for subjects’ safety

· Adequate provisions are made to protect privacy of subjects and maintain the confidentiality of data

The Federal Register

· Publication that contains updated information about federal guidelines for research involving human subjects

SCIENTIFIC MISCONDUCT

· Fabrication, falsification, plagiarism, fraud or other practices that seriously deviate from those that are commonly accepted within the scientific community for proposing, conducting, or reporting research

· Intentional misconduct

Unauthorized research

· Product testing

· medical devices (FDA, Section 513)

· Animal rights

· read Box 13-6, p. 286

