Sociology 202 (Martin)
Lecture Outline 5: September 15, 2005

· Research ethics (applied!)

· Federal laws governing research

· How to comply with federal laws governing research

Where you stand:

· You do not require advance permission from the university to write your 202 term paper.

· You do require advance permission if you end up presenting or publishing the paper outside of this class.  This includes…

· expanding your paper into a master’s thesis  

· giving a talk on your paper at a conference.

· submitting your paper to the DC/AAPOR student paper competition.

Current Regulations

· The Federal Policy for the Protection of Human Subjects is called the “Common Rule”.  It is shared by 17 departments and agencies including the Department of Health and Human Services (DHHS) 

· The full text of the common rule can be downloaded at http://ohrp.osophs.dhhs/gov/humansubjects/guidance/45cfr46.htm
The aim of current regulations

· The common rule seeks to support three principles:

· respect for persons: subjects must be given the opportunity to choose what will or will not happen to them

· information must be given

· subjects must comprehend the information

· subjects must only participate as volunteers

· beneficence: risks and benefits must be assessed in a systematic manner

· justice: there must be fair procedures and outcomes in the selection of research subjects

The aim of current regulations (ctd.)

· The common rule has four main objectives

· make sure research institutions are in compliance

· make sure researchers obtain and document informed consent.

· make sure research institutions have institutional review boards (IRBs) that review individual research projects and keep records of compliance.

· make sure that certain vulnerable research subjects are protected

· children

· prisoners

· pregnant women

Assurance of compliance

· The DHHS monitors every research institution that gets federal money for research.

· The institution must have a policy statement of “Assurance” of compliance.

· If the DHHS finds the research institution to be in violation of the research institution’s policy, the DHHS may suspend all support of that institution until it is back in compliance.

· (If you do a study without IRB approval, the University could be punished by the DHHS.)

What is research?

· In the law, research is defined as “a systematic investigation, including research testing and evaluation, designed to develop or contribute to generalizable knowledge.”

· Rule of thumb used by University of Maryland:

· Is the project being undertaken so that an article might be published, a poster presented, or a talk given at a conference or community gathering?

· If so, the project most likely will qualify as research and thus require IRB approval.

What is a human subject?

· A human subject is a living individual about whom an investigator obtains…

· data through interaction

· data gathered through physical procedures, manipulations of the subject, or manipulations of the subject’s environment.

· identifiable private information

· Note: you still have to obtain IRB approval even if you are not the investigator who obtains the information.  (Why?)

What is an institutional review board?

· An IRB is an administrative body established to protect the rights and welfare of human participants in research conducted under the auspices of an institution.

· Most universities have several IRBs, including a behavior/social sciences board.

· IRBs have 5 or more members, qualified through experience and expertise.

· Composition of IRB must be sensitive to race and gender concerns, and must include at least one member not otherwise affiliated with the institution. 

How projects are reviewed

· Research projects are reviewed at one of three levels.

· exemption from full IRB review (most or all research with the GSS should fall in this category)

· expedited full IRB review

· full IRB review 

What research may qualify as exempt?

· 1.)  Research on instructional strategies in commonly accepted educational settings.

· 2.)  Research (not involving minors) involving educational tests, survey procedures, interview procedures, and public observation of behavior.

· 3.)  Research involving collection or study of existing data, if the data are publicly available or if the information is such that the subjects cannot be identified.

· 4.)  Taste and food quality evaluation and consumer acceptance studies.

What should be in an informed consent statement?

· Certain information must be provided to prospective research participants. (All in 8th grade English.)

· a statement of the purposes of the research, the duration of the research, and the procedures of the research.

· a description of risks and benefits, including specific terms of compensation.

· a description of alternate procedures or treatments, if any.

· a description of the confidentiality of records

· if the subject is harmed, a description of how those costs will be dealt with.

· an explanation of whom to contact for additional information

· a statement regarding the subject’s rights.

· The informed consent statement MAY NOT contain exculpatory language (no release from liability).

Waiving or modifying informed consent

· Waivers of the full informed consent requirements may be granted in some cases.

· the research involves no more than minimal risk

· the waiver will not adversely affect the rights and welfare of the subjects

· the research could not be practically carried out without the alteration.

· whenever appropriate, the subjects will be provided with additional information after participation.

Your job when you apply for an IRB exemption from full review

· Briefly explain the study.

· Identify the reasons you are requesting an exemption from full review.

· Provide evidence supporting each reason you are requesting an exemption from full review.

Elements of a typical IRB request for exemption from full review

· 1.)  A 200 word abstract describing the proposed study.

· 2.)  Explain how the subjects were selected

· 3.)  Explain what was done to the subjects (provide snippets from a questionnaire if necessary).

· 4.)  Discuss risks and benefits

· 5.)  Discuss how confidentiality is protected

· 6.)  Explain how informed consent was obtained, and provide a copy of the form if possible.

· 7.)  Describe potential conflicts of interest you might have

· 8.)  Mention HIPAA concerns, if any.

Summary questions

· 1.)  Explain possible concerns about Milgram’s research on obedience (Babbie, p. 74) in terms of the principle of respect for persons.
· 2.)  Explain possible concerns about Milgram’s research on obedience in terms of the principle of beneficence.

· 3.)  Why do you need to obtain IRB approval for a research project, even if the information has already been gathered by someone else?

· 4.)  Pretend that you plan to publish a research paper based on the GSS.  Do you expect that the project might qualify as exempt from full IRB review?  Why or why not?  

· 5.)  State four pieces of information that should be in an informed consent statement.

Assignment for next lecture

· Choose one of the questions from the previous slide.

· Write a paragraph about it.

· You can choose to write an answer

· You can choose to discuss the question, whether you think it is an appropriate question for a midterm, or what you think of the issues raised by the question. 

