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Overview of unit and statement of instructional goals
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As I was considering how to break down these instructional goals in light of my overall goal, I got lost in the maze of ethical codes, federal law, and institutional human subjects approval processes. If my main goal is attitudinal, there is obviously quite a large knowledge component to it.  In fact this large body of knowledge (ethical codes, etc) is meant for more than one audience, because the burden of seeing that human subjects research is conducted ethically does not rest solely on the shoulders of the researcher, but also on the institutional review board and perhaps even on the human subjects themselves.
In educating researchers about human subject protection, Purdue’s office of research compliance conducts three hour workshops and numerous one on one consultations in which it is hoped that the researcher will not only fit Purdue’s human subject approval process but also the larger body of knowledge (codes of ethics and law) into his or her research protocol design. Obviously, to fit my instruction into the final project requirements for this course, I had to find a way to scale it down or “zoom in” on particular aspects of this broad topic. Since I am interested in the affective component, I decided to not deal with Purdue’s human subjects approval process per se, but more with the historical aspects of human subject ethics.  Why should we treat human subjects ethically? My goal is for researchers to choose to treat their human subjects ethically, not because an external entity imposes a process on them, but because of intrinsic motivation. In particular I decided to develop instruction on applying the guiding principles in the Belmont report to one’s own research context. This is how I arrived at the instructional goals listed in the concept map above.
Audience Analysis
There are diverse audiences at Purdue and regional campuses with correspondingly diverse educational needs in the area of human subject research ethics. A large segment of the audience is comprised of students – mostly graduate students doing research for their masters or doctoral theses, however sometimes undergraduate students doing research for a class as well. This audience could be characterized as being relatively ‘new researchers’ with whom exists a window of opportunity to shape their thinking from the ground up. Another audience would be seasoned researchers – mostly faculty, perhaps some administrative staff, and their collaborators. These people tend to be all business and just want to know the facts – the institutional and grant agency hoops they need to jump through in order to start doing their research. Among this group are principal investigators who have responsibility for mentoring graduate students in responsible and ethical use of human subjects. Individuals in both these groups, new researchers and seasoned researchers alike,  may feel (for different reasons) that Human Subjects Institutional Review Boards (IRBs) and other institutional compliance entities and mechanisms are annoying inconveniences, hurtles to get past, or impediments to their research, and that the ensuing ‘red tape’ imposes unwelcome and unwanted burdens on research.

Another way to look at the target audience is in terms of social, cultural, and physiological characteristics. The group has a large component of ESL speakers from countries and cultures all over the world, as well as from the immediate American Midwest or North America in general. In fact different ethnic groups from within and outside the US are represented in this population – more so than in the undergraduate population, or in most secondary public schools, or even in businesses. This would imply that our particular audience has different learning and communication styles and needs – and different comfort levels with things they may be asked to do in an educational setting. A segment of the population will need special consideration in design and access because of physical or cognitive disabilities as well.

Yet another way to look at the audience is in terms of maturity, cognition, and motivation and interests. Suffice it to say that this audience is a highly educated, motivated, and scholarly group who are often driven and who want to excel in their fields. For the most part they are an older group of people – those who are working on advanced degrees or who have completed advanced degrees and are working professionals. Speaking of fields, there are many different fields at the University that use human subjects. There are clinical researchers, psychological/behavioral researchers, educational researchers, and even biomedical and engineering researchers that use human subjects in their work. Some groups may want to actually draw blood or make an incision and take a tissue sample, while other groups may want to manipulate educational settings, while others still may want to test a new device. Each field poses different types of risks to human subjects, and it would seem that instruction in human subject research ethics be tailored to the specific research context, perhaps to be included in various research methods classes in the various disciplines.

Finally we can look at the audience in terms of distance. How many of them are actually on this campus? How many are on regional campuses? How many are collaborators from other institutions perhaps even in different countries? To participate in University research or to use grant agency funds, these individuals must also be aware of human subjects compliance issues.

Tactically, it seems that the best way to reach this varied and busy audience would be 1) through research methods classes, 2) workshops and presentations some of which may have a distance component, and 2) through instructional materials conveniently accessible on the web or on CD or video. The actual design of the materials would need to take into consideration all of the factors that I mentioned about audience characteristics.

Content Analysis:  Task Analysis Hierarchy Chart

Task Analysis Hierarchy Chart, continued





Content Analysis: Objectives, Activities, and Assessment Map

	Simulation (2-way Video)
	
	
	

	
	Objectives
	Activities
	Assessments

	Orientation, Participant Training, and Simulation Operations
	1, 1.1, 1.2, 1.2.1, 1.2.1.1, 1.2.1.2, 1.2.2, 1.2.3
	Via 2-way Video, students will travel back in time through the facilitation of a “Time-Machine” (probably a PowerPoint Animated Multimedia Presentation in conjunction with verbally presented stories and rich detail by the instructor) that will visit the question “Why should we be concerned about treatment of human subjects in research?”
	Questions to ask during Presentation and Discussion

1. What is the Belmont Report and what is its purpose?

2. Can anyone describe other documents and events in the 20th Century that lead up to the Belmont Report.

3. What are the three over-arching principles stated in the Belmont Report?

4. What is an application of “Respect for Persons?”

5. What is an application of “Benefice.”

6. What is an application of “Justice”?

7. What is the Tuskegee Syphilis Study?

8. What principles were violated in the Tuskegee Syphilis Study?




Objectives, Activities, and Assessment Map, Continued
	
	Objectives
	Activities
	Assessments

	Participant Debriefing
	2, 2.1, 2.2;

1, 1.1, 1.2, 1.2.1, 1.2.1.1, 1.2.1.2, 1.2.2, 1.2.3
	When we get back to the 21st Century, students will have a debriefing discussion via 2-way video.

Do you think another Tuskegee could happen again today or in the future?

Do you think a Tuskegee could ever happen to you?

Do you think you might ever be faced with an ethical dilemma in a Human Subjects experiment or research project?

What are some guidelines or resources you could turn to?
	Question to ask at end of debriefing

Why do you think nobody saw a connection between Nuremberg and the Tuskegee Syphilis Study?


Objectives, Activities, and Assessment Map, Continued
	
	
	
	

	Simulation (WebCT)
	
	
	

	
	Objectives
	Activities
	Assessments

	Orientation, Participant Training, and Simulation Operations
	2, 2.1, 2.2
	On WebCT, students will go back in time and meet the various people involved in the Tuskegee Study – researchres, participants, health officials, and others. The portal or entry into the WEbCt class will be another time machine or will be the doors of the Tuskegee Institute 1932-1972. After orientation to the site and researching various aspects of the people and the case, students will adopt one of the personas and explain/defend their point of view in a ‘scenario’ in 1972 the day after the Tuskegee story breaks. They will use WebCT’s asynchronous message board to give them time to deeply think out their responses.
	It is my understanding the Tuskegee researchers felt betrayed by their government when the story broke in 1972 and did not feel they had done anything wrong or unethical. In fact the United States government never officially admitted that what the Public Health Service did with the Tuskegee Study was wrong until 1997 when President Clinton apologized to the participants! 

History shows that people often don’t recognize when an ethical line is being crossed. I think that it is key, and also perhaps our only hope that we who are being educated about ethics don’t look at the past and think, “That could never happen to us,” or “We would never do anything like that,” but instead recognize that someday any one of us could be sitting in the hot seat, caught on the horns of an ethical dilemma, needing to make an ethical choice about how to proceed, and perhaps not even recognizing it. This is simply part of being human, being, zealous, close to the work, and too emotionally involved. It’s also part of the nature of research, which is constantly evolving and introducing new contexts – such as research on the Internet. There will always be new risks and new ethical situations and dilemmas to recognize and address as long as the human race continues to break new ground. 

Therefore I will ask students to  put themselves in everyone’s shoes in the Tuskegee Study and examine the situation from different points of view to see and understand how “America’s Nuremberg” could have happened and could happen again.

	Participant Debriefing
	1, 1.1, 1.2, 1.2.1, 1.2.1.1, 1.2.1.2, 1.2.2, 1.2.3; 2, 2.1, 2.2


	After participating in the 2-way video presentation and in the WebCT simulation, students will write their reflections and post them on WebCT’s asynchronous message board. I will ask them to consider how they will apply the Belmont Principles and their knowledge of the past to their own research designs.
	I will ask students to work in teams to describe a research project they may be interested in, identify risks and benefits, and develop a voluntary informed consent process for it. To help them identify risks and benefits, I will ask them to identify their subject population and then imagine that they are one of their human subjects! The teams will then present their work to the class for comments and critiques, so that in essence classmates will be taking on the role of an Internal Review Board for each other. In that sense, this activity is also a simulation.

This unit is not for a grade and is part of a larger piece of instruction on human subjects ethics which also includes the institutional approval process and knowledge of the current code. The ultimate test of this piece of instruction is whether students can apply this knowledge when they design their own research protocols for their degrees or in their fields “for real,”  and if they can recognize and choose to act ethically when an ethical dilemma presents itself “for real.” 

But in this exercise we will determine as best we can that all risks and benefits to human subjects have been identified. 


Researchers should develop an appropriate informed consent process for their research context.





Researchers should identify what the risks are to their human subjects and design their protocols to minimize these risks.





Researchers should recognize when they are engaged in human subject research





Researchers should choose to treat their human subjects ethically.





Researchers should  choose their research subjects ethically.
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2.2 Given various historical cases, students should realize their own susceptibilities to the ambiguity and nonobjectivity that often surround or create ethical dilemmas.





2.1 Given various scenarios or cases involving human subject research, students should recognize and identify various ethical dilemmas.





2. Researchers should recognize when they are standing at an ethical crossroads in their own research so that they can make appropriate ethical decisions





1. Given a historical account and overview of true cases and actual documents, researchers should be able to give good reasons why we should be concerned about treatment of Human Subjects in research.





Researchers should choose to treat their human subjects ethically in the design and conduct of their research and in the context of their research discipline.





1.2.3 Researchers should explain what is meant by “Do No Harm.”





1.2.2 Researchers should explain the concept of “Equitable Selection of Subjects.”





1.2.1 Researchers should explain the concept of “Voluntary Informed Consent” and what is needed to in order to craft Voluntary Informed Consent into a protocol





1.2 Researchers should be able to explain the principles of Respect for Persons, Benefice, and Justice and their applications as set forth in the Belmont Report.





1.2.1.1 Researchers should identify benefits and risks associated with a particular research protocol.





1.2.1.2 Researchers should understand the needs of various human subject populations including adults, minors, prisoners, and the decisionally impaired with reagards to Voluntary Informed Consent





1.1 Researchers should be able to describe events and documents that contributed to the writing and content of the Belmont Report.
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