
Mary Baldwin College
IRB FORM C

Research Qualifying as Exempt from Review
Checklist for Review and Guidelines for Protocol Preparation

DIRECTIONS: Submit copies of this checklist along with Form B to the Departmental Reviewer if you believe that your project qualifies for exempt review.
Investigator(s): ________________________________________________________ 
Name of Project: _______________________________________________________ 

Please check all applicable items in Parts A and B. Provide all relevant information in Part C. 

A. All items must be checked to qualify for exemption. 

_____ 1.  The research does not involve prisoners, fetuses, pregnant women, the seriously ill, or mentally or cognitively compromised adults as participants. 

_____ 2.  The research does not involve the collection or recording of behavior which, if known outside the research, could reasonably place the participants at risk of criminal or civil liability or be damaging to the participant's financial standing, employability, or reputation. 

_____ 3.  The research does not involve the collection of information regarding sensitive aspects of the participants’ behavior (e.g., drug or alcohol use, illegal conduct, sexual behavior). 

_____ 4.  The research does not involve participants under the age of 18* (except as they are participating in projects that fall under categories 1, 3, and/or 4 in Part B). Category B2 studies that include minors should be submitted for expedited review (form D) 
_____ 5.  The research does not involve deception. 

_____ 6.  The procedures of this research are generally free of foreseeable risk to the subject. 

B.     At least one item must be checked to qualify for exemption. 
_____1. The research will be conducted in established or commonly accepted educational settings and will involve normal educational practices (e.g., research on regular and special education instructional strategies, research on instructional techniques, curricula, or classroom management methods). 

_____2. The research will involve the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior. Information will be recorded anonymously (i.e., so that the human participant cannot be identified, directly or through identifiers linked to the participant). 

_____3. The research will involve the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens. These sources are either publicly available or the information will be recorded anonymously (i.e., in such a manner that participants cannot be identified, directly or through identifiers linked to the participant). 

_____4. The research (including demonstration projects) will be conducted by or subject to the approval of federal department or agency heads, and is designed to study, evaluate, or otherwise examine: 

(i) Public benefit or service programs (e.g., social security, welfare, etc.); 

(ii) procedures for obtaining benefits or services under those programs; 

(iii) possible changes in or alternatives to those programs or procedures; 

(iv) possible changes in methods or levels of payment for benefits or services under those programs. 

_____5. The research involves taste or food quality evaluations or consumer acceptance studies and the tested products are wholesome foods without additives or foods which contain additives at or below levels found to be safe by the FDA or approved by the EPA of the Food Safety and Inspection Service of the US Department of Agriculture. 

C.  Please provide the following information; use additional sheets if necessary. 
For exempt research, submission of a formal research proposal is not required. However, if the information requested below is contained in clearly identified fashion in a research proposal, you may append the proposal in lieu of completing some or all of the items below as long as you indicate where in the proposal (give page, line numbers) the relevant information can be found. 

1. What is the purpose of the proposed study? 

2. Describe the proposed participant sample. If participants under the age of 18 will participate in your research, indicate the samples expected age range. 

3. How will participants be recruited and selected? 

4. Briefly describe all research procedures that will apply to human participants. Be sure to indicate: 

a) approximately how much time each participant is expected to devote to the research. 

b) how data will be collected and recorded (with or without identifiers? what instruments, materials, or equipment will be used? will audio- or videotapes be employed in data collection?). Attach copies of all written instruments and/or describe any apparatus with which participants will be in direct contact. 
c) methods for obtaining informed consent or assent in the case of minors. For minors, indicate how the consent of parents or legal guardians will also be obtained. Attach copies of all materials used to obtain informed consent or assent. 
d) methods for preserving confidentiality (including plans for storing/disposing of tapes and other data records at the conclusion of the research). 

5. Indicate any benefits that are expected to accrue to participants as a result of their participation in the research. In the event that participants will be paid, describe all payment arrangements, including how much participants will be paid should they choose to withdraw from the study prior to completion of the research. 

6. Describe any relationship between the researcher and participants, such as: teacher/student; superintendent/principal/teacher;employer/employee. If such a relationship exists, how will it affect the participant’s ability to participate voluntarily and how will the principal investigator handle it? 

APPENDIX

Components of Informed Consent 
Informed consent must be obtained from all participants aged 18 and older. For participants under 18, consent of a parent or guardian is required. This includes MBC PEG students and others enrolled in college who are under 18. Children aged 6 and younger are not required to give written assent to participate, although it is recommended that the research be explained to them in an age-appropriate manner and that they verbally assent to it. Children aged 7-8 may give written assent, but this is not required. Written assent is required for children ages 9-17. Sample consent and assent forms are provided. 

The consent form must include: 

1.  A statement that the study involves research, a readily understood explanation of the purpose(s) of the research and the expected duration of the participant’s participation, a simple description of the procedures to be followed, identification of any procedures which are experimental, and if deception will be involved. If deception is involved, there should be an indication that the research cannot be fully described at this time, but that at the conclusion of the participant’s participation an explanation will be provided. 

2.  A description of any reasonably foreseeable risks or discomforts to the participant. These include not only physical injury, but also possible psychological, social or economic harm, discomfort or inconvenience. 

3.  A description of any benefits to the participant or to others which may reasonably be expected from the research (if no direct benefit, this should be stated). 

4.  A statement concerning costs or compensation to the participant, if any. 

5.  An explanation of whom to contact for answers to pertinent questions about the research and research participant’s rights, and whom to contact in the event of a research related injury to the participant. Phone numbers should be provided. 

6.  Description of the extent, if any, to which confidentiality of records identifying the participant will be maintained. 

7.  A statement that participation is voluntary, that refusal to participate will involve no penalty of loss of benefits to which the participant is otherwise entitled, and that the participant may discontinue participation at any time without penalty or loss of benefits to which the participant is otherwise entitled. 

Suggested consent form-ADULT 
(adapt to your own needs: add information about purpose & risks as appropriate) 

CONSENT TO PARTICIPATE IN HUMAN RESEARCH PROJECT 

Mary Baldwin College 

________________________________________________________________________ 

Project Title 

________________________________________________________________________ 

Investigator’s Name, Course and Course Number, Telephone Number 

You have been asked to participate in a research study at Mary Baldwin College. The purpose of this study is to examine [explain the goals of the project in lay terms].  The purpose of the study, terms of your participation, as well as any expected risks and benefits, must be fully explained to you before you sign this form and give your consent to participate. [If research involves deception, include the following language: the research cannot be fully described at this time, but at the conclusion of participation, an explanation will be provided. 

{insert paragraph here explaining what they will need to do and risk of pain, distress, etc., if any.} 
{state here what compensation, if any (money, extra credit points) will be given.} 

Participation in research is entirely voluntary. You may refuse to participate or may withdraw from participation at any time without penalty. The investigator may withdraw you from participation at his/her professional discretion. 
If, during the course of this study, significant new information becomes available that may relate to your willingness to continue to participate, this information will be provided to you by the investigator. Any information derived from this research project which personally identifies you will not be voluntarily released or disclosed without your separate consent, except as specifically required by law. 
If at any time you have questions regarding this research or your participation in it, you should contact the investigator or his/her assistants who must answer your questions. If, at any time, you have comments regarding the conduct of this research or if you wish to discuss your rights as a research participant, you may contact ______________________, the advisor to this research project at (540) 887 - ________. 

You will be given a copy of this consent form to keep. 
I have read and understand the above description of the research. Anything I did not understand was explained by _________________________ and all of my questions were answered to my satisfaction. I agree to participate in this research. I acknowledge that I have received a personal copy of this consent form. 

______________________________________________________________________________ 

Signature of Participant (age 18 and older) /Date 

______________________________________________________________________________ 

Signature of Investigator/ Date 

Suggested consent form-Minors or others not able to consent for themselves. 
(adapt to your own needs: add information about purpose & risks as appropriate) 

CONSENT TO PARTICIPATE IN HUMAN RESEARCH PROJECT 

Mary Baldwin College 

________________________________________________________________________ 

Project Title 

________________________________________________________________________ 

Investigator’s Name, Course and Course Number, Telephone Number 

You have been asked to allow your child to participate in a research study at Mary Baldwin College. The purpose of this study is to examine [explain objectives of the study in lay terms].  The purpose of the study, terms of your child’s participation, as well as any expected risks and benefits, must be fully explained to you before you sign this form and give your consent.

{insert paragraph here explaining what child will need to do and risks, if any.} 
{state here what compensation, if any (money, extra credit, snack) will be given to either parent or child} 
Participation in research is entirely voluntary. You may refuse to allow your child to participate or may withdraw your child from participation at any time without penalty.  The investigator may withdraw your child from participation at his/her professional discretion. 
If, during the course of this study, significant new information becomes available which may relate to your willingness to continue to have your child participate, this information will be provided to you by the investigator. 
Any information derived from this research project which personally identifies you or your child will not be voluntarily released or disclosed without your separate consent, except as specifically required by law. 

If at any time you have questions regarding this research or your child’s participation in it, you should contact the investigator or his/her assistants who must answer your questions. 
If, at any time, you have comments regarding the conduct of this research or if you wish to discuss your rights as a research participant, you may contact _____________________, the advisor to this research project at (540) 887 - ________. 
You will be given a copy of this consent form to keep. 
I have read and understand the above description of the research. Anything I did not understand was explained by _________________________ and all of my questions were answered to my satisfaction I consent to for my child, ____________________ to participate. I acknowledge I have received a personal copy of this consent form. 

______________________________________________________________________________ 

Signature of Parent/Legal Guardian /Date 

______________________________________________________________________________ 

Signature of Investigator/ Date 

	Sample Assent Form 
Name of Study 
__________________________________________________________________________ 

I understand that I have been asked to participate in a study about 
_________________________________________________________________________ 

I will be asked to ________________________________________________, which will take about _______________ minutes. I understand that I do not have to participate. If I do participate, I can quit at any time. I also understand that I do not have to answer any questions I don't want to answer or do anything I don't want to do. 
My parents, teachers, or anyone else will not know what I have said or done in the study. No one but the researchers will know. 
This study is being done by _____________________________________ (Name of 
researcher) at Mary Baldwin College. His/her phone number is _______________________. 
If I have any questions or concerns about the study, I can call and ask him/her about them. 
When I sign my name, this means that I agree to participate in the study and that all of my questions have been answered. I have also been given a copy of this form. 
Name____________________________ Signature_______________________ 
Name of Witness _______________________ 
Witness Signature_______________________ Date____________________ 





Please forward forms and attachments to Office of Sponsored Programs and Research Development.  
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