UNIVERSITY of NEBRASKA at KEARNEY
INSTITUTIONAL REVIEW BOARD
Quick Tips for Completing the Human Subjects Application

1. Use of the UNK name.

 Investigators may indicate their position at UNK, but shall not represent that the research is sponsored by the University or a department within the University except by explicit arrangement with appropriate administrative authorities. The letterhead should not imply that the consent form is a UNK consent form nor that the study is sponsored by UNK.

So, "researchers at UNK" or "researchers in the Psychology Department at UNK", or "researchers at the College of XXX at UNK" are all fine. However "UNK researchers are studying…" or “The Marketing Department at UNK is conducting a study…” are not.

Similarly, "the Human Performance Lab in the HPERLS Department at UNK", or "Project Zero at the UNK College of Education" are acceptable, but not "the UNK Human Performance Lab" or "the UNK Project on XXX" unless you have obtained the appropriate administrative permission from the SVCASA’s Office.

2. Use of the terms confidential and anonymous

It's easy to confuse research participation, data, and the final report when discussing confidentiality and anonymity. 

Participation is anonymous when the researcher does not know who has participated, though the researcher may know who was invited to participate. Participation is confidential when the researcher does know subjects' identities but will not reveal them.

Data are anonymous when no one, not even the researcher, can link the subject's identity to the data. Data are confidential when the researcher could link data to individual subjects but this information will not be revealed.

Reports of the data are anonymous when no one reading the report could determine the identity of a subject, directly or indirectly. If the data are reported so that subjects' identities could be determined, directly or indirectly, the report is neither confidential nor anonymous.

3. Threats to privacy and confidentiality, and data safety in the field and after

Subjects' privacy and confidentiality may be compromised at many points in the research process:  

· Simply being observed talking to the researcher or being seen at the data collection site might harm subjects who are participating in research about stigmatizing behaviors. 

· Confidentiality may be compromised if subjects are interviewed in a public place where the conversation may be overheard. 

· Tape recordings are generally more risky than written notes because the human voice is uniquely identifiable.

· Some researchers have had their data confiscated at customs in totalitarian states.

· Research data may be subpoenaed. 

· Some researchers have lost their data when their luggage or laptop was stolen.

· Email is not a secure means of communication.

· Researchers have lost their data when attempting to mail it home from abroad.

· If a researcher is in danger, it is likely that data in his or her possession are at risk of being compromised.

4. Measures to safeguard subjects' confidentiality and data in the field
If you are collecting sensitive private information (income, religious preference, sexual behavior, illegal behavior, political beliefs, health information, and activities in countries with political violence, police states, etc.), 

· Use a key code and keep the key in a secure location separate from the data.

· Use a courier service (UPS, DHL, FedEx) to ship your data home from abroad if there is a possibility that data might be confiscated at customs.

· Encrypt data on laptops. 

5. Data retention

Privacy and confidentiality are obviously more secure when identifiable raw data are destroyed once a research project is complete. If researchers have no definite plans for future use, the IRB prefers that identifiable raw data be destroyed. If identifiable data are to be retained, there needs to be a plan for its safekeeping.

Types of research materials that researchers typically need to make decisions about:

· Anonymous raw data

· Raw data (formerly identifiable) stripped of identifiers

· Identifiable raw data

· Transcripts recorded without obvious identifiers

· Tapes (automatically considered identifiable)

Your responses to questions 9 and 10 should be developed in light of the above. If you will have identifiable data for a while, tell us when and how (erase, black out, delete in transcription) in the process you will strip identifiers.

6. Obtaining informed consent and documenting the process

"Informed consent" is the process by which a potential participant learns what s/he's getting him or herself into if s/he decides to participate in your project.  Information about the required elements for consent forms and sample forms are posted at this link:  http://www.unk.edu/academics/gradstudies/irb/consent-assent/process-for-obtaining-informed-consent.php. Using one of these templates will save you time. 

In cases where there is some risk involved in participating, the participant must document in writing that s/he agrees to participate unless a signature on a consent form would be the only thing linking participant to data, in which case, the IRB can waive the requirement. 

When the IRB determines that there is no more than minimal risk, it can also waive the requirement for signed consent. If you wish to obtain consent orally, please indicate this in your response to question 4 on the application and attach an information sheet (basically a consent form without the signature lines) and/or a script of what you will say to obtain informed consent. In cases where you don't obtain a signed consent form, it's a good practice to record in your notes that you did obtain oral consent (except for very brief interactions with subjects in public places, i.e. giving people a candy bar in exchange for anonymous data like making quick ratings or answering a page-worth of questions about non-sensitive issues) where subjects readily grasp what is being asked of them with minimal explanation). 

7. On risk 

When responding to question 6 on the application, please think about things that might go wrong and expose your subjects to a risk of harm.  Keep in mind that “harm” extends beyond the chance of physical injury to concerns such as embarrassment, emotional distress, loss of privacy, exposure to legal sanctions, etc.  Think about how likely each risk is, and how serious it would be if it happened. Then think about what you can do to minimize each risk. Then answer the question. The IRB does not require (or expect) that research be risk free, but it is very concerned that risks be minimized to the extent possible, and that subjects (and researchers!) are very clear about what degree of risk they are undertaking if they agree to participate. 

8. Providing contact information to subjects
Subjects have a right to know whom to contact if they have second thoughts about what they agreed to, or letting you use what they said, or wondering when they will get paid (if you offered compensation), etc., so ordinarily you should let them know how to contact you. When using a consent form or information sheet, this is easily accomplished by including your contact information there.  However, it should be contact information that a subject can realistically use (for example, people in isolated rural areas without internet access can't very well use your email address).
Subjects also have a right to know whom to contact if they experience problems in connection with their participation in research that they are not comfortable discussing directly with the researcher. For this reason, we require that the IRB's contact information be included in written materials.  
9. Consent form signature line statement

"You are voluntarily making a decision whether or not to participate in this research study.  Your signature certifies that you have decided to participate having read and understood the information presented."  Except for this statement, the IRB prefers that the phrase, "I understand…" be avoided. Use descriptions that can be verified by observation, i.e. instead of "I understand…," use "My questions have been answered…"

10. IRB contact information

If you do not use the format in the sample consent form to construct your consent form or information sheet, please add this paragraph at the bottom of the form, and in a smaller font than the rest of the document:

Whom to contact about your rights in this research: for questions, concerns, suggestions, or complaints that are not being addressed by the researcher, or research-related harm: Contact the Institutional Review Board at the University of Nebraska at Kearney, 2134 Warner Hall, Kearney, NE 68849.  Phone: 308-865-8496.  Email: unkirb@unk.edu.  
11. Deception

There are two procedures that are commonly referred to as deception: providing false information to subjects and withholding information from subjects until their participation in the research is completed. There needs to be scientific justification for either method.

Regardless of whether subjects are actively deceived or information is withheld until participation is complete, the consent process and form should not be deceptive in any way.  There may be legitimate reasons for withholding information from subjects until the debriefing session, but the consent form itself must neither deceive nor mislead subjects.  One way to address this is to include language similar to this on the consent form: “Research designs often require that the full intent of the study not be explained prior to participation.  Although we have described the general nature of the tasks you will be asked to perform, the full intent of the study will not be explained to you until after the completion of the study.” 

12. Special issues for research with children
(a)  Minors and "consent." Minors( cannot give informed consent for themselves, but they must "assent."(( In other words, if a mom gives "permission" for little Johnny to participate but Johnny doesn't want to, he doesn't participate.  Therefore, when planning consent procedures for minors, you need to develop a parent permission form for parents to sign.  You can use the Consent Form Sample as a guide and tweak the language to suit your study, relabeling it "Parent Permission Form".  Child assent can always be oral, but you need to include in your application an attachment with the script of what you will say to gain the child's assent. This script needs to include age appropriate information that the child will need to decide if s/he wants to participate or not. 

(b)  Recruiting children in schools in the US. Written parent permission is ordinarily required. In addition, when researchers want to collect "protected information," parents must be given the opportunity to review the survey or interview questions before deciding whether or not to let their child participate. Contact the IRB Office for further guidance if you plan to recruit from schools.

(c)  The IRB ordinarily requires the use of "active," not "passive," permission from parents, i.e. we do not ordinarily approve a process by which the child may participate unless the parent writes specifically prohibiting the child's participation. The Board has to follow specific rules in the federal regulations to waive the requirement to obtain informed consent when "passive" permission is used.

(d)  Many children don't read at a 12th grade reading level.  Write documents and scripts to be used with them at a grade level they can be expected to understand. Avoid compound sentences. Make short paragraphs. Leave a blank line between each paragraph. Leave plenty of white space around text. (The same goes for documents for adults other than UNK students--check the Flesch-Kincaid reading level found in MSWord Tools.  These Quick Tips score 12.0.)

(  In Nebraska, anyone under the age of 19 is a minor. If your project will take place in another state or country, you will need to check to see what the age of majority is in that state or country.


(( One of the times when we can't avoid human subjects jargon despite our desire to avoid jargon whenever possible.
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