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				Who is this course for?
 This course is intended for use by individuals involved in the design and/or conduct of human subjects research at the undergraduate or graduate levels at Granite State College. Training about human subjects research is also required for faculty, students, staff, and researchers doing studies involving human subjects that have federal funding or are done on behalf of federal agencies.
 What is the purpose of this course?
 This course is designed to prepare students and faculty involved in the design and/or conduct of research involving human subjects to understand their obligations to protect the rights and welfare of subjects in research. The course material presents basic concepts, principles, and issues related to the protection of research participants.
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				Welcome Researchers!
 This free certification is based on information from the HHS Office for Human Research Protections’ (OHRP) and from the UNH Research Office and is used by permission.
 After you have done all of the required readings and achieved a 75% or better on the  quiz, you will receive a certificate.  The certificate will be emailed to you at your address associated with your Canvas account.  You may also click on the “Certificate” activity on the last page to save or print the document when you have met the criteria.  The certificate is valid at Granite State College for 3 years from the time it is issued.
 
 The National Institutes of Health and many other federal agencies are committed to the protection of human subject in research. The NIH Office of Extramural Research established a policy on Required Education in the Protection of Human Research Participants in 2000. The policy was revised in January 2019. This course is specifically designed for investigators and is one (of many) possibilities for meeting the training requirement. If you have already completed Human Research Protection Training at another institution within the past three years, you may present that certification to your instructor and to the GSC Instructional Review Board (IRB).
 
 The information included has been chosen to help you understand how to protect individuals in research and to fulfill course requirements for education in the protection of human subjects. It does not reflect the entire policy of the U.S. Department of Health and Human Services or other agencies that follow the regulations in 45 CFR 46, known as the Common Rule.
 
 
	

			
			


		
	
		
			
	
		3

		

								

	
				If you prefer to download any of the e-book files for use on your devices or computer, we recommend using one of the following applications below so that you can use the note taking features as you read.
 	[image: ] 	Mac: iBooks – If you are using a Mac running one of the most recent operating systems (Mac OS X Mavericks or later), you already have the iBooks application in your Applications folder.  More about iBooks can be found on Apple’s website. 	Use the EPUB file 
 	[image: ] 	Windows: Use the Amazon Kindle for PC software if you prefer to use an e-book reader. 	Use the MOBI file 
 	[image: ] 	Amazon Kindle: Kindle devices use their built-in software to read e-book files. No extra software is needed. 	Use the MOBI file 
 	[image: ] 	iPhone and iPad devices: If you do not already have this app, go to the App Store on your device and download it for free. More about the iBooks app for iPad and iPhone can be found here. 	Use the EPUB file 
 	[image: ] 	Computers and print: Your computer is already capable of opening a PDF file, so you will not need any extra software to open a PDF. 	Use the regular PDF for your computer. If you want to print out the textbook onto hardcopy paper, use the PDF-Print version. 
  
 
 How to use an e-book for this course
 Using an e-book for learning is similar to studying from a traditional paper textbook but with some extra capabilities.
 Using an e-book reader, you can select any text in the e-book and add annotation to it to capture your immediate impressions of the readings and media.
 You can do a search within the e-book to find things quickly.
 You can keep the e-book for future reference in your scholarly or professional work.
 
	

			
			


		
	
		
			
	
		

		

								

	
				 	 	Ethical Challenge
  	 
 	Protecting the rights & welfare of individual research subjects so that they are not merely a means to an end 	[image: balanced stack of flat rocks in front of ocean] 	  Furthering research     interests to maximize   societal benefits
  
 
 	 	 	 
  
 
 How does a researcher’s opportunity to make a major contribution to a field balance with an individual human subject’s rights?
 Does the potential benefit ever justify deceiving people, causing physical, emotional, economic, or legal harm, using a convenient group of human subjects, or only reporting results that support a particular outcome?
 Although it is understandable to focus on goals, our society values the rights and welfare of individuals.
  
 It is not considered ethical behavior to use individuals solely as a means to an end.
 
 1.1 Goals and Principles of Human Subjects Protection
 Human subjects are essential to the conduct of research intended to:
 	improve human health,
 	develop effective educational practices, and
 	improve products and services.
 
 The relationship between investigators and human subjects should be based on honesty, trust, and respect.
 
 1.2 Case Study
 As you read through this training, think back to this case study and see where the researcher’s procedures were correct – or wrong.
  A researcher wants to conduct a research project studying the effect of a drug prevention education program for high school students.
 The researcher has designed the curriculum and evaluation materials (pre-test and post-test questionnaires and focus group discussion). As well as collecting demographic data, the evaluation will include questions about students’ personal drug use, attitudes toward drug use, knowledge of effects of drugs and related health issues, and the effectiveness of the program. High school teachers will deliver the curriculum and administer the questionnaires, and undergraduates will conduct the focus groups.
 A high school principal agreed to let the researcher pilot the program in his school and sent a letter to parents informing them students would be required to participate in the project unless a parent objected. If students attended the class, completed the pre- and post-test questionnaires, and participated in the focus groups if invited, they would receive a passing grade; if they failed to complete any component, they would receive a failing grade.
 The researcher planned to give students instructions on how to develop a unique code for their questionnaires (to match up pre- and post-test responses) so they could not be identified. The focus group discussions would be audio recorded and transcribed for analysis.
 
 
 
 
	

			
			


		
	
		
			
	
		

		

								

	
				Before discussing the current system for the protection of human subjects in research, it is important to review some of the significant historical events that have influenced current ethical guidelines and US Department of Health and Human Services (HHS) regulations. This history has been abbreviated to two major research violations   that influenced subsequent human subjects protections, but there have been many more instances than the two discussed here:
 	Nazi Medical Crimes
 	Syphilis Study at Tuskegee
 
 As a result of research violations over time, ethical principles and policies were developed and strengthened by governments and research organizations. These include:
 	The Nuremburg Code
 	APA ethical standards
 	The Belmont Report
 	Office of Human Research Protection at National Institutes of Health
 
 Institutional Review Boards (IRB) for research involving humans were established to ensure that the benefits of proposed research outweighed the risks, and that human research subjects are treated with honesty, respect, and trust. IRB committees consist of five or more qualified members assigned to review research done by an organization such as a college, medical facility, or government agency.
 Clinicaltrials.gov lists over 2,000 research studies being conducted just in New Hampshire.
 
 2.1. Nazi Medical War Crimes (1939-1945)
 Although not the first example of harmful research on unwilling human subjects, the experiments conducted by Nazi physicians during World War II were unprecedented in their scope and the degree of harm and suffering to which human beings were subjected.
 “Medical experiments” were performed on thousands of concentration camp prisoners and included deadly studies and tortures such as injecting people with gasoline and live viruses, immersing people in ice water, and forcing people to ingest poisons.
 In December 1946, the War Crimes Tribunal at Nuremberg indicted 20 physicians and 3 administrators for their willing participation in the systematic torture, mutilation, and killing of prisoners in experiments. The Nuremberg Military Tribunals found that the defendants had:
 	Corrupted the ethics of the medical and scientific professions
 	Repeatedly and deliberately violated the rights of the subjects
 
 The actions of these defendants were condemned as crimes against humanity. Sixteen of the twenty-three physicians/administrators were found guilty and imprisoned, and seven were sentenced to death.
 More information may be found in: Annas, GJ, and Grodin, MA. 1992. The Nazi Doctors and the Nuremburg Code, Human Rights in Human Experimentation. New York: Oxford University Press.
  
 [image: Romani (Gypsy) victim of Nazi medical experiments, shown being given a syringe injection]
 Romani victim of Nazi medical experiments, collection of The Holocaust Encyclopedia, United States Holocaust Memorial Museum (fair use permitted by the USHMM).
 
 
 2.2. Outcomes of the Nazi War Crimes (1947)
 The  Nuremberg  Code  
 In the August 1947 verdict, the judges included a section called Permissible Medical Experiments. This section became known as the Nuremberg Code, and was the first international code of research ethics.
 This set of directives established the basic principles that must be observed in order to satisfy moral, ethical, and legal concepts in the conduct of human subject research. The Code has been the model for many professional and governmental codes since the 1950s and has, in effect, served as the first international standard for the conduct of research.
 The Code Provides Ten Directives for Human Experimentation:
 	Voluntary consent of the human subject is absolutely essential
 	The experiment must yield generalizable knowledge that could not be obtained in any other way and is not random and unnecessary in nature
 	Animal experimentation should precede human experimentation
 	All unnecessary physical and mental suffering and injury should be avoided
 	No experiment should be conducted if there is reason to believe that death or disabling injury will occur
 	The degree of risk to subjects should never exceed the humanitarian importance of the problem
 	Risks to the subjects should be minimized through proper preparations
 	Experiments should only be conducted by scientifically qualified investigators
 	Subjects should always be at liberty to withdraw from experiments
 	Investigators must be ready to end the experiment at any stage if there is cause to believe that continuing the experiment is likely to result in injury, disability or death to the subject
 
 American Psychological Association 
 The American Psychological Association began to develop a Code of Ethical Standards that addressed issues in human subjects research, particularly in behavioral research.
 
 2.3. Syphilis Study at Tuskegee  (1932-1972)
 Arguably the most notorious example in the United States of the violation of the rights and welfare of human subjects was the long-term study of black males conducted by the United States Public Health Service in Tuskegee, Alabama. This study of the natural history of untreated syphilis was initiated in the 1930s and continued until 1972.
 The Syphilis Study at Tuskegee involved approximately 600 African-American men: about 400 with syphilis (cases) and about 200 without syphilis (controls). These men were recruited without informed consent and, in fact, were led to believe that some of the procedures done in the interest of research (e.g., spinal taps) were actually “special free treatment.”
 By 1936, it was apparent that many more infected men than controls had developed complications, and 10 years later, reports indicated that the death rate among those with syphilis was about twice as high as it was among the controls. In the 1940s, penicillin was found to be effective in the treatment of syphilis. The Syphilis Study at Tuskegee continued, however, and the men were neither informed about nor treated with the antibiotic.
 
 2.4 Outcomes of the Syphilis Study at Tuskegee
 The first accounts of this study appeared in the national press in 1972. The resulting public outrage led to the appointment of an ad hoc advisory panel by the Department of Health, Education and Welfare (which later was split into the Department of Education and the Department of Health and Human Services [HHS]) to review the study and develop recommendations to ensure that such experiments would never again be conducted.
 Outcomes included:
 	National Research Act of 1974
 	Basic HHS Policy for Protection of Human Research Subjects
 	National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research
 
 More information may be found in:
 	Brandt, AM. 1978. Racism and Research: The Case of the Tuskegee Syphilis Study. Hastings Center Report 8(6): 21-29, and in
 	Jones, JH. 1993. Bad Blood: Tuskegee Syphilis Experiment. Rev. ed. New York: Free Press
 
 
 
 2.5  Impact on the Current Human Research Studies
 The U.S. Department of Health and Human Services (HHS) issued regulation 45 CFR 46 which has five subparts. Subpart A is known as the Common Rule and provides a set of protections for research subjects. Subparts B, C, and D provide additional protections for specific vulnerable populations (B: pregnant women and fetuses; C: prisoners; D: children; E: IRB registration).
 The Office for Human Research Protections (OHRP) within HHS provides guidance, educational programs, regulatory management, and advice on ethical and regulatory issues in biomedical and behavioral research. The OHRP reviews allegations of noncompliance with the Common Rule in projects conducted or supported by HHS. The determinations from its investigations and any corrective actions are posted on its website.
 The International Compilation of Human Research Standards includes over 1,000 laws, regulations, and guidelines from 133 countries that protect human subjects. It also includes practices followed by international committees and organizations like the World Health Organization (WHO) or the United Nations Educational, Scientific, and Cultural Organization (UNESCO).
 
 2.6 Additional Historical Information
 For more about the evolution of human research subjects protection, if you like history . . .
 Use the drop-down arrows below to view details of the major bioethics violations and the corresponding development of human research protections in the U.S.
  
   	MAJOR BIOETHICS VIOLATIONS
  	HUMAN RESEARCH PROTECTIONS
  
 	 An interactive H5P element has been excluded from this version of the text. You can view it online here:
 https://pressbooks.usnh.edu/hrt1/?p=28#h5p-1 
 
  	 An interactive H5P element has been excluded from this version of the text. You can view it online here:
 https://pressbooks.usnh.edu/hrt1/?p=28#h5p-2 
 
  
  
 
	

			
			


		
	
		
			
	
		

		

								

	
				[image: Cover page of The Belmont Report]
 The National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research issued Ethical Principles and Guidelines for the Protection of Human Subjects of Research. This is the cornerstone document of ethical principles and HHS regulations for the protection of research subjects based on respect for persons, beneficence, and justice.
 See The Belmont Report for more information.
 Respect for persons recognizes the personal dignity and autonomy of individuals.
 
 Respect for persons requires the following practices:
 4.1 Ensuring decision making is free from coercion
 Participation in a research study must be purely voluntary. Subjects should agree to participate without the researcher (or others) exerting any undue influence or coercion on them.
 The IRB must review and propose any proposed recruitment materials for a study before they are used.
 Incentives for participation must not create undue influence, such as assignment of grades or comparatively large sums of money. If incentives are extended to some members of a group, these must not disadvantage other, non-selected members.
 If students receive extra credit in a course for participation in a research study, the instructor must also offer equivalent, non-research extra credit options.
 
 
 4.2 Obtaining informed consent
 Informed consent is a process of information exchange between a subject and researcher throughout the study. Informed consent should be an ongoing process, not simply the one-time reading and signing of a form. The consent form is merely a tool to assist the researcher and inform the subject.
 All subjects must give consent voluntarily to participate in a study. Potential subjects must be given sufficient information in words they can understand to make informed choices about either beginning or continuing participation in a study. In order for consent to be fully informed, the subject must:
 	Receive full disclosure of the nature of participation
 	Indicate comprehension of the information
 	Have the opportunity to either agree or refuse to participate
 
 Usually, consent is given by signing a consent form indicating understanding of the:
 	Purpose of the research
 	Proposed procedures, risks, and benefits
 	Subject’s rights in the situation
 
 By signing a consent form, subjects do not give up any legal rights.
 Oral consent may be appropriate for some types of research (e.g., a telephone interview).
 In rare cases, the researcher may request that the IRB waive the requirement for subjects to sign consent forms such as where the subjects may be illiterate or where a signature on a consent form risks potential harm from a breach of confidentiality. However, researcher field notes should record provision of consent information to each subject and confirmation of each subject to participate in the study in lieu of signed consent forms.
 Subjects must be able to withdraw from a study at any time. If subjects need to complete certain study activities in order to receive compensation or receive an incentive (e.g., enter a drawing), criteria for receiving the compensation/incentive need to be explained clearly in the consent document. For example, how much of an activity must a participant complete to qualify for a cash incentive or to be entered into a drawing?
 
 4.3 Enacting additional protections  for those with diminished autonomy (vulnerable populations)
 The following categories require Full Board review:
 	Children: persons who have not reached the legal age for consent (GSC does not permit research on people under age 18). Researchers planning to involve children/minors as subjects in a research study need to obtain consent from parents/legal guardians and assent from children, along with other special considerations. Information is available in GSC’s Guidelines.
 	Prisoners: individual involuntarily confined or detained in a penal institution, or in other facilities which provide alternatives.Studies involving prisoners raise special issues and are subject to additional safeguards. An IRB member or consultant who is a prisoner advocate must be present at the IRB review.
 	Persons with diminished capacity: individuals who may not be capable of self-determination due to a lack of cognitive capacity, either temporary or permanent, or developmental disability.When individuals have diminished capacity, additional protections including consent of legal guardians are needed.
 
 
	

			
			


		
	
		
			
	
		

		

								

	
				Beneficence obliges researchers to protect persons from harm by maximizing the research’s anticipated benefits and minimizing its possible risks. Beneficence requires:
 5.1 Minimizing risks
 Research procedures must result in minimal risk to subjects consistent with justifiable scientific necessity. All risks must be fully and disclosed to subjects prior to participation, using language that the subjects will understand.
 In this context, risk is the probability of harm occurring as a result of participation in study. Risks may be:
 	Psychological: does the study involve sensitive issues (e.g. sexuality, victimization, alcohol or drug use) that may create emotional upset, anxiety, distress, or that could trigger a behavioral disorder?
 	Social: if confidentiality were breached, could a participant’s answers create embarrassment, ostracism, loss of status, or personal conflict?
 	Economic: could the subject lose their job, be passed over for advancement, lose income, resources, or benefits? Could a breach of confidentiality hurt a business?
 	Physical: does the study involve blood draws, use of medical equipment, or strenuous exercise? Is there any risk that participation could cause discomfort, illness, injury or death?
 	Legal: are subjects asked to report illegal behaviors? Could a breach of confidentiality put subjects at risk of arrest, prosecution, civil or criminal liability, or punishment? Could subjects be identified by demographics or their answers?
 
 The IRB reviews risks that are reasonably foreseeable, even if unlikely, and determines if there are adequate safeguards in place against them.
 
 5.2 Privacy and confidentiality
 Definitions:
 Privacy is an individual’s control over the extent, timing, and circumstances of sharing him/herself (physically, behaviorally, or intellectually) with others (Amdur & Bankert, 2001). Privacy pertains to individuals and is a right that must be protected in research.
 Confidentiality is the treatment of information disclosed in a trust relationship and with the expectation that it will not be divulged to others in ways inconsistent with the understanding of the original disclosure without permission (Amdur & Bankert, 2001). Confidentiality pertains to data and refers to an agreement about how it will be used. Researchers cannot guarantee absolute or complete confidentiality and must inform subjects of this. Confidentiality also cannot  be guaranteed if conducting a focus group or transmitting information via the internet (except when transmission is encrypted).
 Anonymous  refers to data that contains no information that identifies or can be linked with the individual providing it. The presence of a list of codes and associated identifiers such as names or IP addresses means that data are NOT anonymous. When reporting data from a small population, demographic information may lead to the identity of unique individuals. This risk can be minimized by not reporting demographics or specific locations on samples of less than ten (e.g. ‘book club in western NH’ rather than ‘book club in Claremont’)..
 Identifiable  private information or identifiable biospecimens are those for which the identity of the subject is or may readily be ascertained by the researcher or associated with the information.
  
 Exceptions to confidentiality:
 Researchers have  to comply with applicable mandatory reporting laws, court orders, or other legal actions. For example, in the case of a complaint, the IRB may have to review data. Individuals in New Hampshire are legally required to report suspected child abuse or the abuse, neglect or exploitation of an incapacitated adult. If research may result in a duty to report, this must be disclosed in the informed consent.
  
 Data handling and storage:
 Data should be stored securely and accessed only by those individuals identified in the IRB application. Researchers should not store data on portable memory devices (e.g., thumb drives/memory sticks) as such media are not secure and are easily lost. Researchers should store data on password-protected computers that are regularly backed-up, and when necessary, transported via portable memory devices from which they should be erased. De-identify data at the end of a study if it is to be stored.
 
 5.3 Competent research personnel
 If a researcher involves another researcher, faculty member, or assistant in the conduct of the research, that person must also have completed Human Research Protection training and their certification must also be included in the IRB proposal.
 Any additional members of the research team must be familiar with the purposes and protocol of the research and must follow that protocol exactly.
 
	

			
			


		
	
		
			
	
		

		

								

	
				Justice necessitates that the benefits and burdens of research be distributed fairly and equitably. It requires these practices:
 6.1 Equitable recruitment of subjects
 Recruitment methods must not violate individuals’ privacy. For example, when using a snowball sampling technique, a researcher should provide individuals she contacts with information about the study for them to forward to other people instead of individuals giving the researcher names of and contact information for other people without the latter’s permission.
 The IRB must review and approve any proposed recruitment materials for a study before they are used.
 
 6.2 Equitable selection of subjects
 Subject selection criteria must avoid discriminating against classes of humans (e.g., sex, age, or ethnicity) except as required for scientific reasons.
 
	

			
			


		
	
		
			
	
		

		

								

	
				7.1. Federal Agencies Using the Common Rule
 Why this is important to you: If your organization receives federal or state funding and collects information from humans for research as part of that funding, the organization may be obligated to follow the revised Common Rule when doing human subjects research. content here.
  
 The regulation governing the use of humans in research is  known as the revised Common Rule. Twenty federal agencies or departments follow the revised Common Rule. Each department or agency may also have additional regulations regarding human subjects research in addition to the Common Rule.
 These departments and agencies include:
 		Agency for International Development (USAID)
 	Central Intelligence Agency (CIA)
 	Consumer Product Safety Commission (CPSC)
 	Department of Agriculture (USDA)
 	Department of Commerce (DOC)
 	Department of Defense (DoD)
 	Department of Education (US ED)
 	Department of Energy (DOE)
 	Department of Health and Human Services (DHHS)
 	Department of Homeland Security (DHS)
 	Department of Housing and Urban Development (HUD)
 	Department of Justice (DOJ)
 	Department of Labor (DOL)
 	Department of Transportation (DOT)
 	Department of Veterans Affairs (VA)
 	Environmental Protection Agency (EPA)
 	National Aeronautics and Space Administration (NASA)
 	National Science Foundation (NSF)
 	Office of the Director of National Intelligence (ODNI)
 	Social Security Administration (SSA)
 
 
 
 
 7.2. Federal Agencies Not Using the Common Rule
 The Food and Drug Administration (FDA) is an agency within the Department of Health and Human services that regulates clinical studies of products under its jurisdiction, such as drugs, biological products, and medical devices.
 FDA is not considered a Common Rule agency because its regulations differ from the Common Rule. However, FDA’s regulations about human subject research are similar to the Common Rule and stem from the same history and ethical principles.
 
	

			
			


		
	
		
			
	
		

		

								

	
				At Granite State College, research involving human subjects requires prior review by the IRB and receipt of written, unconditional approval from the IRB, regardless of discipline.
 Federal regulations define research as:
 Research: “A systematic investigation including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.” The regulations state that following activities are not deemed research: (1) Scholarly and journalistic activities that focus directly on the specific individuals about whom the information is collected; (2) Public health surveillance activities conducted, supported, requested, ordered, required, or authorized by a public health authority; (3) Collection and analysis of information, biospecimens, or records by or for a criminal justice agency for activities authorized by law or court order solely for criminal justice or criminal investigative purposes; or (4) Authorized operational activities in support of intelligence, homeland security, defense, or other national security missions.” [45 CFR 46.102(l)].
 Federal regulations define human subject as:
 Human Subject: “Human subject means a living individual about whom an investigator(whether professional or student) conducting research: (i) Obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or (ii) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.” [45 CFR 46.102(e)(1)].
 Using this definition of human subjects, all research activities involving the prospective collection of information about individuals via intervention/interaction are considered using human subjects and thus require Granite State College IRB approval before commencing.
 When studies involve the use of secondary/existing data (data/information that exist(s) at the time the research project begins [e.g., previously collected survey data, school records, medical records]) and if the secondary/existing data do not contain private information, GSC IRB approval is NOT needed to use such data for research purposes.
 Some common examples of secondary/existing data that are not considered private information include, but are not limited to:
 	Some information on the internet – comments on TripAdvisor; content of public tweets and blogs; information on public Facebook pages; census information; freely-available datasets (whether or not anonymous)
 	Archives – identifiable information about individuals in a public archive
 	Datasets – anonymous datasets, whether privately held or publicly available
 
 Researchers should be aware that not all information on the internet is considered publicly available and not all datasets that are characterized as anonymous actually are. Examples include, but are not limited to:
 	Comments on a non-public chatroom or listserv
 	Restricted-access datasets
 	Privately held datasets where individuals may be identified, either directly through a code associated with a name or through a combination of variables
 
 
 Does Your Project Need an IRB Review?
 	No 	Not “Research” 		Literature reviews or meta-analysis
 	Archival studies of records available to the general public
 	Anonymous surveys conducted for internal quality improvement
 	Educational settings involving accepted educational testing
 	Class projects in the ‘benign’ research category
 
  
 	The following categories MUST be reviewed by the GSC IRB!
  
 	Yes! 	Exempt from Further Review A designee of the IRB will make this determination
  
 1-2 weeks
 		Capstone projects involving information from/about individuals
 	Observational studies where the identity of participants remains anonymous
 	Archival studies, with permission of agency holding the records, and results remain confidential
 	Surveys or interviews with the following: 	Non-vulnerable adult population AND
 	Informed consent of participants obtained AND
 	Minimal risk: no physical, emotional, social, legal or economic risk to participants AND
 	Confidentiality/data protection procedures
 
 
 
  
 	Yes! 	Expedited Review  
 Conducted by the IRB designee or chair and another IRB member
  
 2-3 weeks
 		Anonymous interviews/surveys/observations that involve: 	Vulnerable population (children, prisoners, health care patients, impaired decision-making capacity) OR
 	Sensitive content or content with physical, emotional, social, legal, economic risk OR
 	Intervention, treatment, or deception
 
 
 
  
 	Yes! 	Full Board Review 		More than minimal risk that may require mitigation
 
  
 	Yes! 	Level TBD 		Publication or presentation of human participant research (includes dissertation research)
 
  
  
 
	

			
			


		
	
		
			
	
		

		

								

	
				Use this review quiz to test your understanding of the ethical principles and guidelines for conducting research with human subjects.
 Review Quiz
   An interactive H5P element has been excluded from this version of the text. You can view it online here:
 https://pressbooks.usnh.edu/hrt1/?p=41#h5p-3 
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