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Informed Consent


Except where specifically waived or altered by the IRB under Section I.K.3-4 of the University of Maine’s Policies and Procedures for the Protection of Human Subjects of Research, all human subjects research will require written informed consent.  For projects exempt from further review, documentation (signature) of informed consent is not required, but the same basic elements of an informed consent should be applied.  The following two paragraphs were taken from the Office for Human Research Protections (NIH) website on the protection of human subjects of research (http://ohrp.osophs.dhhs.gov/ humansubjects/guidance/ ictips.htm).


“Informed consent is a process, not just a form.  Information must be presented to enable persons to voluntarily decide whether or not to participate as a research subject.  It is a fundamental mechanism to ensure respect for persons through provision of thoughtful consent for a voluntary act.  The procedures used in obtaining informed consent should be designed to educate the subject population in terms that they can understand.  Therefore, informed consent language and its documentation (especially explanation of the study's purpose, duration, experimental procedures, alternatives, risks, and benefits) must be written in "lay language", (i.e. understandable to the people being asked to participate).  The written presentation of information is used to document the basis for consent and for the subjects' future reference.  The consent document should be revised when deficiencies are noted or when additional information will improve the consent process.” 

“Use of the first person (e.g., "I understand that ...") can be interpreted as suggestive, may be relied upon as a substitute for sufficient factual information, and can constitute coercive influence over a subject.  Use of scientific jargon and legalese is not appropriate.  Think of the document primarily as a teaching tool not as a legal instrument.”

NOTE:
  For non-exempt studies, approval and expiration dates will be affixed to the approved informed consent document.  Copies of the dated documents must be used in obtaining consent.  This procedure helps ensure that only the current, IRB-approved informed consent documents are presented to subjects and serves as a reminder to the investigators of the need for continuing review.   
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Informed Consent Checklist

Include these items in the form:  (NOTE:  The form should be written at no higher than an eighth grade reading level.)  


1)
A statement that the potential subject is being asked to participate in a research project.  Include the name of the person who is conducting the research and his/her title/department.  





2)
An explanation of the purpose of the research.


3)
A description of the procedures to be followed.  Include sample questions from any instruments that may be used (not required for mail/internet surveys where the questionnaire is enclosed/follows the consent).



4)
An estimate of the amount of time it may take to participate.

5)
A risk statement (reasonably foreseeable risks or discomforts).  Examples:  in some studies, answering questions may cause people to become uncomfortable; for studies involving standard blood draws, the possibility of bruising exists.  For studies that have no foreseeable risks, examples include,  “There is no more risk to you in participating than in everyday living,” or “Except for your time and inconvenience, there are no risks to you from participating in this study.”  Do not state that there are no risks – all studies have risks even if only time and inconvenience!  Do not state “You could become uncomfortable answering questions and except for your time and inconvenience, there are no risks to you from participating.”  If someone could become uncomfortable answering questions, the risk is more than time and inconvenience – it’s one or the other.
6)
A description of any potential benefits to the subject or to others that may reasonably be expected from the research.  It is possible that a study will have no direct benefit to the participant! (e.g., “While this study will have no direct benefit to you, this research will help us learn more about…”).  There should be two statements – benefit of the research to the participant and benefit of the research in general.  

7)
A description of compensation, if applicable.  List any compensation for participation (money, course credit, etc.).  Also indicate how compensation will be handled if a participant withdraws from the study.

NOTE:  If the compensation exceeds $75 in value, the following language should be added to the Compensation Section:


Basic information (your name and address, date of payment, value of payment, my name as researcher) will be given to a University office for tax reasons:

-
Employee of UMaine (including student employee):  Information will be sent to the Human Resources Department.  The value of the compensation may be added as wages and subject to taxation. 

-
Non Employee:  Information will be sent to the Purchasing Department.  If you receive $600+ during a calendar year (January 1 – December 31) from participating in UMaine research projects, Form 1099 will be generated and mailed to you.  If you do not receive that much money, information will be destroyed at the end of the calendar year (i.e., December 31st).  

8)
For treatment studies only, include a description of appropriate alternative procedures or courses of treatment that might be advantageous to the subjects.  

9)
A description of confidentiality.  Will names be associated with the data? Will the data be coded and linked to a master list of names?  Who will have access to the data?  Where will the data be stored (e.g., locked office)?  Explain the retention of the data (including any audio, video, or film recordings):  a) if coded, when will the key be destroyed? and b) How long will the data be kept (e.g., destroyed after x years, kept indefinitely, etc.)?  Is the study anonymous?  Don’t confuse anonymity and confidentiality.  If names are connected to data (even if you have coded the data), you can’t tell participants that their identity will remain anonymous!  You can only guarantee anonymity if no one, including you as the researcher, can identify participants.  If participants will be involved in a group interview, you can assure them that you will keep their responses confidential and will ask other participants to do the same, but you cannot absolutely guarantee that other group members will keep their responses confidential.

10)
A statement that participation is voluntary.  If subjects choose to participate, they may stop at any time or skip any questions they do not wish to answer.  If the study involves compensation such as payment or course credit, make sure it is clear what happens if they drop out (e.g., do they have to complete the entire study to receive the compensation, is there partial compensation for completing part of the study, or do they receive the compensation regardless of the length of participation (e.g., “you may stop at any time without loss of research credit”).  


For an anonymous mail survey, include the statement, “return of the questionnaire implies consent to participate.”  


11)
An explanation of who to contact for answers to questions about the research (include name, address, phone, e-mail).  If a student is the principal investigator, also include the same information for the faculty advisor.  Also include a statement directing people to Gayle Jones, Assistant to the Protection of Human Subjects Review Board, 581-1498, gayle.jones@umit.maine.edu, if they have questions about their rights as a research participant.   


12)
A statement that their signature (if not exempt) indicates they have read and understand the information.  Indicate that they will receive a copy of the form.  The investigator should NOT sign the consent form – doing so gives the appearance of a contract, which is not accurate.  

Other suggestions:

-
Use familiar words, e.g., “cholesterol” instead of “blood lipids.” 

-
Avoid using scientific, medical, or legal terms – if you must use them, define them.

-
Avoid abbreviations or acronyms.   

-
Use bullets if procedures are lengthy.

-
For ease of reading, have “white space” on the form.  

-
Know your target population.  For example, if you are studying the elderly, use a larger font size.  

-
Have someone else outside your discipline read the informed consent for readability/comprehension.  

(Use in conjunction with the checklist!)

SAMPLE INFORMED CONSENT FORM


You are invited to participate in a research project being conducted by (name), a (faculty member, staff member, graduate student, undergraduate student) in the Department of (name) at the University of Maine.  (If the principal investigator is a student, also name the faculty sponsor.)  The purpose of the research is _______________________________.  You must be at least 18 years of age to participate.  (This statement is not always required.  An example of when it is required is if the study involves the UMaine undergraduate student population.  If there is a chance that someone in the population you are studying could be under 18, include this statement.)  

What Will You Be Asked to Do?


If you decide to participate, you will be asked to (describe procedures, give examples of sample questions if applicable.  If the study is a survey and the survey is attached, sample questions are not required).  If the study involves a focus group, indicate how many people will be in the group.  It may take approximately (amount of time) to participate.  (If the procedures are numerous, we suggest you use bullets to make the form easier to read.)

Risks (Listed below are examples)

-
There is the possibility that you may become uncomfortable answering the questions.

-
There is the possibility that you may have bruising after the blood draw.

-
Except for your time and inconvenience, there are no risks to you from participating in this study.  

Benefits (Two benefit statements are required – benefit to participant and benefit of the research)
(Examples of benefits to participants)  


-
You may learn how your energy level changes your mood.


-
You will have a cholesterol screening at no charge.  

-
While this study will have no direct benefit to you, this research will help us learn more about…
Compensation:  (Listed below are examples; if you are not offering compensation, leave this section out.  NOTE:  See Item #7 on checklist for additional guidance if compensation exceeds $75.)

-
You will receive $X for participating in this study. 

-
You will receive $X for completing the first part of this study and $X for the remaining part.


-
You will receive 1 hour of research credit for participating in this study.  

 Confidentiality


Your name will not be on any of the documents.  A code number will be used to protect your identity.  Data will be kept in the investigator’s locked office.  (List others who may have access to data, such as faculty advisor and/or others working on the project.)  Your name or other identifying information will not be reported in any publications.  The key linking your name to the data will be destroyed after data analysis is complete (list approximately when), and all data will be destroyed after X years (or the investigator will keep the data indefinitely).  Specifically address the retention of any audio, video, or film recordings.  Do not state that data will be kept until the study is completed, as that is too vague.  If the study involves an online survey, include a description what will be done to protect their information, e.g., encryption, etc.  


NOTE:  the above is a sample; it may not fit your study.  The important aspect is to tell people how the data will be kept to ensure confidentiality – or to inform that that it won’t be kept confidential, as in the case of oral histories.  

For an anonymous survey, use:  


This study is anonymous.  Please do not write your name on the questionnaire.  There will be no records linking you to the data.  State where and for how long data will be kept.  

For Focus Groups, also include this statement:  Due to the focus group format, confidentiality of responses cannot be guaranteed.

Voluntary

Participation is voluntary.  If you choose to take part in this study, you may stop at any time (explain whether stopping will alter the benefit/compensation to be received).  You may skip any questions you do not wish to answer.

(For a mail/internet survey):
Return of the survey implies consent to participate.
Contact Information

If you have any questions about this study, please contact me at (phone, address, e-mail).  You may also reach the faculty advisor on this study at (phone, address, e-mail).  If you have any questions about your rights as a research participant, please contact Gayle Jones, Assistant to the University of Maine’s Protection of Human Subjects Review Board, at 581-1498 (or e-mail gayle.jones@umit.maine.edu).  

(If the study is not exempt from further review, continue with the following statement.)


Your signature below indicates that you have read and understand the above information.  You will receive a copy of this form.  

_____________________________________

________________

Signature






Date

NOTE: If your study involves children (<18 years old), the consent letter is written to Dear Parent/Guardian, and reference to “your child” or “your son/daughter” is used.  

For studies involving children, an assent script is required.  Children with permission to participate in a research study also have the right to be informed about the study and choose whether they wish to participate.  Create a script that describes the study, what they’ll be asked to do, confidentiality issues, etc.  Use age-appropriate language!  Children do not sign any documents.  

 SAMPLE ASSENT CONSENT SCRIPT

Below is a very basic sample script, one that could be used with most young children.  For middle school children, you may include more information and increase the reading level slightly.  We suggest you test your assent script on children you may know to see if they understand what you are asking.  For high school students under 18, it is acceptable to use the parent/guardian consent form you created and modify it to reflect that it is an assent script directed at them and not their parent.  

Hi, my name is ____________________, and I’m from the University of Maine.  I am here today because I am doing a project to learn about ______________________.  

I would like to ask you to _______________ (explain in very simple language the activities the child will be asked to do).  If you say “yes,” you can still stop at any time by just telling me you want to stop.  No one will be upset if you don’t want to do this, or if you want to stop after you have started.  If I ask you a question and you don’t want to answer it, that’s ok.  Your parents have said it is ok for you to be in the project if you want to.  
Your answers will be private and only used for my project.

Would you like to be in my project?

NOTE:  Depending on the type of study, additional information may be required, e.g., “some questions could make you sad” (risk statement).  











































































