Assessment 1
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· Protecting Human Research Participants
Overview
Write a 3–5 page report on the historical development, ethical responsibilities, and legal considerations of research studies that involve human participants.

You will use the training on Protecting Human Research Participants from the NIH Office of Extramural Research as a basis for your assessment. This training will likely take you 3–6 hours to fully complete, so plan your time accordingly.

The profession of nursing is uniquely positioned to ensure the ethical planning, design, and implementation of research conducted in health care environments. The current approach to ethics in nursing research is based on the history of ethical and moral lapses associated with research, including nursing practice. For research to be ethical, it must first be determined to have scientific merit, meaning that the research is designed according to the scientific method to inform and enhance our thinking about a research topic. In addition to the requirement for scientific merit, the research must also be viewed from the perspective of protecting those who agree to participate in the research, so that risk is minimized and benefit is maximized.

Ethical codes and regulations have been identified to provide a framework for how to determine whether research has scientific merit and if it is ethical. The Nuremberg Code and the Declaration of Helsinki were created after certain experimental projects were determined to be unethical. An outcome of these documents was the creation of the Belmont Report, which defined principles that could be used to integrate these codes into actual practice. In particular, the principles for the responsible and ethical conduct of research are respect for persons, beneficence, and justice.

The U.S. Department of Health and Human Services (DHHS) and the U.S. Food and Drug Administration (FDA) passed several regulations that govern the ethical conduct of research, including the requirements for informed consent and external oversight. An institutional review board provides this oversight and consists of a committee that provides peer review of the research, including risks to the participants. More recent legislation addressing ethical issues associated with research includes the Health Insurance Portability and Accountability Act of 1996 (HIPAA).

For this assessment you will examine the following elements of ethical research:

· The important elements of human subject protection.

· How to minimize risk for subjects while maximizing benefits.

· What the requirements are for informed consent.

By successfully completing this assessment, you will demonstrate your proficiency in the following course competencies and assessment criteria:

· Competency 1: Analyze how research can be used to improve nursing practice.

· Describe the types of research activities that require the involvement of human subjects.

· Explain the ethical standards applied in research.

· Competency 4: Explain how ethical protections can be implemented in research and evidence-based nursing practice.

· Explain the history and importance of human subjects protection.

· Describe strategies to minimize potential risks to research participants.

· Analyze additional protections needed for federally identified vulnerable research populations.

· Competency 5: Communicate effectively across disciplines, demonstrating respect for self and others.

· Write clearly and logically, with correct use of spelling, grammar, punctuation, and mechanics and correctly format citations using current APA style.
CONTEXT

The master's-prepared nurse is likely work at some point on a project with research elements. In today's profession, there is a chance that any project will involve human participants in some way. This makes it critical that today's nurses have an understanding of the ethical codes and regulations that are tied to any research involving human participants. By understanding the history and current state of this subject, the master's-prepared nurse can be equipped to help ensure the safety of the patient and quality outcomes for patients and researchers.
Questions to consider
As you prepare to complete this assessment, you may want to think about other related issues to deepen your understanding or broaden your viewpoint. You are encouraged to consider the questions below and discuss them with a fellow learner, a work associate, an interested friend, or a member of your professional community. Note that these questions are for your own development and exploration and do not need to be completed or submitted as part of your assessment.

· Identify at least two current priorities for nursing research, as identified by the National Institute of Nursing Research (NINR).

· Do you agree with the priorities or would you recommend additions to, or elimination of, some of the priorities?

· What effect do the nursing research priorities have on nursing researchers?

· Identify at least two current priorities for nursing research, as identified by the NINR.

· Do you agree with the priorities or would you recommend additions to, or elimination of, some of the priorities?

· What effect do the nursing research priorities have on nursing researchers?
RESOURCES

Required Resources

Human Protections

· NIH Office of Extramural Research. (n.d.). Protecting human research participants. Retrieved from http://phrp.nihtraining.com/users/login.php

· This training will form the basis for this assessment.

· You will be required to complete a free registration on the Web site.

· This tutorial will introduce you to the history and application of human subject research in nursing and health care. You should use this tutorial to complete this assessment. Please note that this tutorial will take approximately 3–6 hours to complete.

SHOW LESS
Suggested Resources

Human Protections

· Fiske, S. T., & Hauser, R. M. (2014). Protecting human research participants in the age of big data. Proceedings of the National Academy of Sciences of the United States of America, 111(38),13675–13676. doi:10.1073/pnas.1414626111

· Grady, C., & Fauci, A. S. (2016). The role of the virtuous investigator in protecting human research subjects. Perspectives in Biology and Medicine, 59(1), 122–131. doi:10.1353/pbm.2016.0021

· Resnik, D. B. (2015). Unequal treatment of human research subjects. Medicine, Health Care, and Philosophy, 18(1), 23–32. doi:10.1007/s11019-014-9569-6

· Wolf, L. A., Carman, M., & Clark, P. R. (2016). Protecting behavioral health research participants in the ED setting: Issues of consent. Journal of Emergency Nursing, 42(1), 85–86. doi:10.1016/j.jen.2015.10.017

· Wolf, L. E., Patel, M. J., Williams Tarver, B. A., Austin, J. L., Dame, L. A., & Beskow, L. M. (2015). Certificates of confidentiality: Protecting human subject research data in law and practice. The Journal of Law, Medicine & Ethics, 43(3), 594–609. doi:10.1111/jlme.12302

Research Ethics

· Hébert, J. R., Satariano, W. A., Friedman, D. B., Armstead, C. A., Greiner, A., Felder, T. M., . . . Braun, K. L. (2015). Fulfilling ethical responsibility: Moving beyond the minimal standards of protecting human subjects from research harm. Progress in Community Health Partnerships: Research, Education, and Action, 9 Suppl, 41.

· Key Events in Ethical Research | Transcript.

APA and Templates

· APA Module.

· APA Style Paper Template [DOCX].

· APA Style Paper Tutorial [DOCX].

· RN to MSN Library Research Guide. 
· https://capellauniversity.libguides.com/rn-to-msn
Additional Resources for Further Exploration

Research Ethics

· The National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research. (1978). The Belmont report: Ethical principles and guidelines for the protection of human subjects of research. Retrieved from http://www.videocast.nih.gov/pdf/ohrp_belmont_report.pdf

· National Institute of Nursing Research. (n.d.). About NINR. Retrieved from http://www.ninr.nih.gov/aboutninr/

Assessment Instructions
Scenario

As someone who may be involved with consulting on and implementing research involving human participants, it is important that you understand and demonstrate ethical behavior when working with these participants. Use the Protecting Human Research Participants tutorial from the NIH Office of Extramural Research as a basis for your assessment.

You will apply what you learn from Protecting Human Research Participants to the development of a concise review of the historical development, ethical responsibilities, and legal considerations of research studies that involve human participants.

Instructions

For this assessment, you will develop a concise but comprehensive report on what you learned from the NIH's Protecting Human Research Participants. While the NIH training should help to form the basis of your assessment, be sure that you are also citing other sources of professional and scholarly evidence in your report. The bullet points below correspond to the grading criteria in the scoring guide. Be sure that your submission addresses all of them. You may also want to read the Protecting Human Research Participants Scoring Guide to better understand how each grading criterion will be assessed.

· Explain the history and importance of human subjects protection.

· Support your statements using resources and at least three examples from your readings and the tutorial.

· Describe the types of research activities that require the involvement of human subjects.

· Describe strategies to minimize potential risks to research participants.

· Analyze additional protections needed for federally identified vulnerable populations.

· Explain ethical standards that are applied in research.

· This includes regulatory privacy protections and issues related to informed consent.

· Write clearly and logically, with correct use of spelling, grammar, punctuation, and mechanics and correctly format citations using current APA style.

Additional Requirements

· Length of submission: 3–5 typed, double-spaced pages, not including the title and reference pages. Your report should be thorough, but concise. No abstract is required for this assessment.

· Number of references: Cite a minimum of three sources of scholarly or professional evidence. Resources should be no more than five years old.

· APA formatting: Use the APA Style Paper Template linked in the Resources. An APA Style Paper Tutorial is also provided to help you in writing and formatting your analysis

Protecting Human Research Participants Scoring Guide

	CRITERIA
	NON-PERFORMANCE
	BASIC
	PROFICIENT
	DISTINGUISHED

	Explain the history and importance of human subjects protection.
	Does not explain the history or importance of human subjects protection.
	Explains the history or importance of human subjects protection but not both.
	Explains the history and importance of human subjects protection.
	Explains the history and importance of human subjects protection, and explores how protecting of the subjects can continue to evolve.

	Describe the types of research activities that require the involvement of human subjects.
	Does not identify the types of research activities that require the involvement of human subjects.
	Identifies but does not describe the types of research activities that require the involvement of human subjects.
	Describes the types of research activities that require the involvement of human subjects.
	Describes the types of research activities that require the involvement of human subjects, and provides specific examples for each type.

	Describe strategies to minimize potential risks to research participants.
	Does not describe potential risks to research participants.
	Describes potential risks to research participants, but does not describe strategies to minimize the risks.
	Describes strategies to minimize potential risks to research participants.
	Describes strategies to minimize potential risks to research participants and suggests strategies that would be the least invasive to the research design.

	Analyze additional protections needed for federally identified vulnerable research populations.
	Does not describe additional protections needed for federally identified vulnerable research populations.
	Describes additional protections needed for federally identified vulnerable research populations.
	Analyzes additional protections needed for federally identified vulnerable research populations.
	Analyzes additional protections needed for federally identified vulnerable research populations, and describes how the protections impact research design.

	Explain the ethical standards applied in research.
	Does not identify the ethical standards applied in research.
	Identifies but does not explain the ethical standards applied in research.
	Explains the ethical standards applied in research.
	Explains the ethical standards applied in research and discusses how these standards impact research design.

	Write clearly and logically, with correct use of spelling, grammar, punctuation, and mechanics, and correctly format citations using current APA style.
	Does not write clearly or logically; gives little attention to spelling, grammar, punctuation, and mechanics; and does not format citations using current APA style.
	Writes in a manner that is mostly clear, with a few minor errors of spelling, grammar, punctuation, or mechanics, and allows some inconsistencies in APA style.
	Writes clearly and logically, with correct use of spelling, grammar, punctuation, and mechanics, and correctly formats citations using current APA style.
	Writes clearly and logically, with no errors of spelling, grammar, punctuation, and mechanics; correctly formats citations using current APA style; and ensures all information is accurate and up-to-date.


Please follow grading guideline distinguished only to maximize a grade of A. Analyze the paper in debt, concise clarity, and use examples to support thoughts, ideas and give examples .Do not generalized

