Grinnell College Institutional IRB Proposal Form 
Assigned ID Number: _____________
Please fill in all sections for exempt, expeditious, or full board review and email to IRB@grinnell.edu
	A.  Review Dates

	Date of Initial Submission:

If this is a revision of a reviewed but not yet approved project, state date of revision submission:




	B.  Project Information

	Project Title:
	

	Principal Investigator:
	

	Category of Project:
	 FORMCHECKBOX 
 Faculty or Staff Research
	Department:

	
	 FORMCHECKBOX 
 Student Research Project This includes MAP projects affiliated with faculty research
	Course # and name:
Name of Professor/Staff:

	
	 FORMCHECKBOX 
 Faculty Research Project
	Course # and name:


	Proposed duration of the project:


	C.  Funding

	Do you have funding from a source other than Grinnell College?   FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No

	If yes, Funding Sponsor:
	Grant Account #:

	Is this study funded by a Federal Grant?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No


	D.  Performance Sites

	 FORMCHECKBOX 
 Grinnell College

	 FORMCHECKBOX 
 Other sites (please list):

	If your project takes place at another site besides the College, please note whether the proper permissions have been obtained?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	  Indicate the individual who has provided approval:

      FORMCHECKBOX 
 School principal

      FORMCHECKBOX 
 Business owner or boss

      FORMCHECKBOX 
 Agency supervisor or boss

      FORMCHECKBOX 
 Other – specify the individual: 

	Are any of the other sites engaged in research?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No



	E. Study Personnel

	Names of all personnel involved in the design, conduct, or reporting of the research. 

	Name
	Role of Personnel
	List place of completion of ethics training (e.g., Grinnell, Citi)
	Qualifications (i.e., special training, degrees, coursework, etc.)
	Conflict of Interest related to the research?

	
	
	
	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	
	
	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	
	
	
	
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

	Add additional rows if necessary


	F. Quality Assurance or Quality Improvement


1.  Is this project for quality assurance or quality improvement purposes only? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

2.   Is this project for program evaluation purposes only? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If yes, to either question F.1. or F.2. proceed to question 2.a. below.
If no, to questions F.1. and F.2. proceed to section G. federal definition of research.

a.  For program evaluation, describe the specific program this project is intended to evaluate, where it is currently instituted, when it was initiated. 
 FORMCHECKBOX 
 N/A

b. For quality assurance or quality improvement projects, is this project meant to improve a particular practice or process within an institution or institutions?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A
If yes, describe the current standard practice or procedures and how this project will alter the standard practice or procedure.

c.  Are there institutions that initiated this project, or that are specifically interested in the results of this project? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A 

If yes, list the institutions:
d.  Will participants be randomized to groups? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

e.  Describe how the results of this project will be used. 
3.  If this project is determined to be quality assurance, quality improvement, or program evaluation, and therefore does not meet the federal definition of the type of research activity requiring review, then any publications should clearly indicate that this is a quality assurance, quality improvement or program evaluation and that its results are not generalizable. Is this acceptable? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 

 FORMCHECKBOX 

This project is being submitted for evaluation for determination of Not Human Subjects. You only need to complete this section and section J. Assurances prior to submission.

	G. Does the project meet the federal definition of the type of research activity requiring review?


1. Does the activity involve a systematic investigation? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
  No

2. Is the activity designed to develop or contribute to generalizable knowledge? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

3. Are any of the subjects involved in the project living? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

4. Does the project involve administering a drug to humans, or collecting safety or effectiveness data about a device? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If question 4 is checked yes, you should discuss this project with the Research Compliance Officer or Institutional Review Board (IRB) Chair before submitting the form to make sure this project will qualify as research or the type of activity not requiring IRB review. Note: If the research involves unidentified specimens to test a medical device and data will be submitted to the FDA, the project is not exempt and will require IRB review.
 FORMCHECKBOX 

This project is being submitted for evaluation for determination of Not Human Subjects. Complete sections H: Protocol Information and section J. Assurances prior to submission. If the study is being submitted for a determination of exemption complete all following sections.
	H. Protocol Information


1. Study Overview. In 3 to 5 sentences, please give information about the purpose and rationale for the project.
2. Study Procedure.  Please briefly describe the procedure that the participant will experience, from start to finish. Provide a description of stimuli, tasks, or copy of interview questions where appropriate.
3. Recruitment procedure   Specifically, describe your recruitment procedure. Provide any oral or written recruitment information (e.g., flyers, email, oral script) that you will use. Check and include all that apply.
 FORMCHECKBOX 
 Advertisement
 FORMCHECKBOX 
 Flyer
 FORMCHECKBOX 
 Telephone script
 FORMCHECKBOX 
 Recruitment letter


 FORMCHECKBOX 
 Invitation to participate
 FORMCHECKBOX 
 Questionnaire (including orally administered) or surveys

 FORMCHECKBOX 
 Interview/focus group guide 
 FORMCHECKBOX 
 Other:

4. Study participants.

a. Describe the study population (e.g., Grinnell College undergraduates).

b. Will any special populations be involved?

Prisoners

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Adults unable to consent
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Cognitively impaired
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Pregnant women
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
Wards of the state
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Individuals who are not yet adults (infants, children, teenagers)
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

i. Specify the age range of participants:            to          
 
 or   FORMCHECKBOX 
 N/A
Children: Research involving survey or interview procedures or observation of public behavior where the investigator participates in the activities being observed is not exempt.
Prisoners: The exemptions do not apply.

Other vulnerable populations: Research involving individuals who are cognitively impaired, economically/educationally disadvantaged, pregnant, or are fetuses is reviewed with consideration of their vulnerable status to determine eligibility for exempt status.

c. Will identifiers by collected and recorded in your research notes? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Check the box next to each identifier you will be collecting for the research.
 FORMCHECKBOX 
 Name 
 FORMCHECKBOX 
 First Name Only    FORMCHECKBOX 
 Last Name Only   FORMCHECKBOX 
 First and Last Name

 FORMCHECKBOX 
 Unique ID numbers: Student ID, Health Plan Beneficiary or Medical Record Number
 FORMCHECKBOX 
 Account Number, etc.
 FORMCHECKBOX 
 Address
 FORMCHECKBOX 
 Certificate/License Number

 FORMCHECKBOX 
 City
 FORMCHECKBOX 
 Vehicle Identifiers

 FORMCHECKBOX 
 County
 FORMCHECKBOX 
 Device Identifiers

 FORMCHECKBOX 
 Precinct
 FORMCHECKBOX 
 Web Universal Rouse Locators (URL)

 FORMCHECKBOX 
 Zip Code
 FORMCHECKBOX 
 Internet Protocol Address Numbers

 FORMCHECKBOX 
 Telephone Number
 FORMCHECKBOX 
 Biometric Identifiers (including finger or voice prints)

 FORMCHECKBOX 
 Fax Number
 FORMCHECKBOX 
 Full Face Photographs and Comparable Images

 FORMCHECKBOX 
 Email Address
 FORMCHECKBOX 
 Other Unique Identifying number, characteristic or code

 FORMCHECKBOX 
 Social Security Number
 FORMCHECKBOX 
 All dates (except year) that are directly related to an


individual (e.g., date of birth graduation date, admission/discharge date)

d. Is there a reasonable possibility that participants’ identities could be ascertained from any combination of information in the data?
  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

If yes, please describe:

e. If yes, to question 4.c. or 4.d., will participants’ identities be kept confidential when results of the research are disseminated? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A
5.
Risk.   Are any foreseeable risks, including discomforts, hazards, or inconveniences to the subjects related to the subjects’ participation in the research, considered minimal? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
Please briefly address the issue of risks to the participant. Discuss how you are guarding against any physical or psychological harm that might come to the participants. 
Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research is not greater, in and of themselves, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. Consider physical, psychological, social, legal and economic risks when making this determination.

6. 
Please state how you will protect the data you have collected (e.g., maintaining confidentiality).
7.
 If your project uses deception (for example, using a false cover story or falsely stating the purpose of the research to the subject) how do you justify this practice? How will you debrief the participant? Note: not disclosing the hypotheses before data collection is not considered deception, but presenting a different hypothesis than the one actually being tested is considered deception.

8  
Discuss the benefits (to participants, you, or the research field) resulting from your project. Because we are an educational institution, please describe educational benefits (as in debriefing participants about your hypotheses or methodology, research issues, or findings) that you will give to participants.
	I. Exemption Categories


Certain categories of research, exempt research, are not subject to the requirements of the federal regulations. Research activities in which the only involvement of the participants is in one or more of the following categories, and involve only minimal risk may qualify for exemption. The word only means that non-exempt activities are not involved. Research that includes exempt and non-exempt activities is not exempt. Studies involving prisoners are not exempt and some exempt categories exclude involvement of children as noted above. 
Category 1
1. 
Does this research evaluate regular and special educational instruction or involve research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If yes, please answer questions 1.a. and 1.b. If no, proceed to question 2.
a.  Will the research be conducted in an established or commonly accepted educational setting? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
b.  Does the research involve normal educational practices? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If either answer is 1.a. or 1.b. is no this exemption does not apply.
Category 2
2.
Do the research procedures include educational tests (cognitive, diagnostic, aptitude, achievement), surveys, interviews or observation of public behavior?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If yes, please answer the questions below. If no, proceed to question 3.
a. 
Is the information obtained recorded in such a manner that the participants cannot be identified, directly or by identifiers linked to the participant? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
b.
If participants can be identified, are the data collected such that disclosure of the participants’ responses outside the research would not reasonably place the subject at risk of criminal or civil liability or be damaging to the subject’s financial standing, employability or reputation? 





 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
c.
Are the participants elected or appointed public officials or candidates for public office? This applies to senior officials, such as a mayor or school superintendent, rather than a police officer. 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
The workplace and school classrooms are generally not considered public.
If the answer to 2.b. is no this exemption does not apply.
Category 3
3.
Will this research involve the collection or study of existing data, documents, records, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects? Existing means that that all data have been collected at the time of this application.
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If yes, answer the questions below. If no, proceed to question 4.

a. What was the time period for the data collection?
From              to             

b. Why were the data collected and who collected it?
c. Are the data publicly available? 

 FORMCHECKBOX 
 Yes 
State where:
If the data are publicly available this is non-human subject research.
 FORMCHECKBOX 
 No
 Answer questions below.

d.
Did the individual, about whom the information was collected, provide consent for their data to be used in research? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
i.
If yes, were subjects informed in the original consent that their data might be used for research similar to the currently proposed project? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
Submit a copy of the original consent used to collect data/samples.

ii.
Optional explanation:

e.
Are the data provided to the investigators in such a manner that subjects cannot be identified by the investigators? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If yes, will the data received be coded
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If yes, 
1. 
Have the investigators and the data source owner implemented an agreement prohibiting the release of the key to investigators under any circumstances, until the individuals are deceased? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
Submit a copy of the agreement.

2. 
Will the data be acquired from a data management center with an IRB-approved protocol prohibiting the release of the key to investigator or study personnel, under any conditions, until the individuals are deceased? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
3.
Are there other legal requirements prohibiting the release of the key to investigators, until the individuals are deceased? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If the answer to e.1., e.2., or e.3. above is yes, this is non-human subject research for existing private information and future collection for purposes other than the currently proposed research (e.g., medical records).

Category 4
4.
Will existing biological specimens be used?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If yes, answer the questions below. If no, proceed to question 5.

a. What was the time period for the data collection?
From            to    

b. Why were the data collected and who collected it?
c.    Did the individual, about whom the information was collected, provide consent for their data to be used in research? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
i. If yes, were subjects informed in the original consent that their data might be used for research similar to the currently proposed project? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
Submit a copy of the original consent used to collect data/samples. 

ii.
Optional explanation:

d. Are the specimens publicly available? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If yes, state where:

e.
Please list any health data and identifiers that will be associated with the samples:

f. 
Can the specimens be linked back to a person through direct or indirect identifiers?




 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
i. If yes, will the data received be coded? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If yes, 

1. 
Have the investigators and the data source owner implemented an agreement prohibiting the release of the key to investigators under any circumstances, until the individuals are deceased? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
Submit a copy of the agreement.

2.  
Will the data be acquired from a data management center with an IRB-approved protocol prohibiting the release of the key to investigator or study personnel under any conditions, until the individuals are deceased?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
3.  
Are there other legal requirements prohibiting the release of the key to investigators, until the individuals are deceased? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If the answer to f.1., f.2., or f.3. is yes, this is non-human subject research.
Currently, only specimens that are received without any identifiers, or in a manner that individuals cannot be identify, will be deemed Exempt. Research involving existing specimens from individuals who can be identified must undergo full board review.

Category 5
5.
Is your study a research or demonstration project designed to examine
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
· Federal public benefit or service programs such as Medicaid, unemployment, social security, etc. or 

· Procedures for obtaining benefits or service under these programs; or
· Possible changes in or alternatives to those programs or procedures; or
· Possible changes in methods or levels of payment for benefits or services under these programs?
a. If yes, is the research or demonstration project pursuant to specific federal statutory authority?
 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

Category 6
6.
Does the research involve only taste and food quality evaluation or a consumer food acceptance study? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If yes, answer the questions below. If no, proceed to section K. Assurances.
a. Are wholesome foods without additives consumed?
  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
b. Is food consumed that contains a food ingredient, agricultural chemical, or environmental contaminant at or below the level found to be safe by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture? 
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If question 6.b. is no this study does not qualify as Exempt Research.
	J. Assurances


Submission of a proposal to the Grinnell College IRB requires that the principal investigator and research mentor (required when PI is a student) sign this page indicating that they have read the definitions of “scientific misconduct” (below) and agrees to the continuing responsibility for the ethical conduct of this research.
Scientific Misconduct

Scientific Misconduct shall be considered to include:

1. Fabrication, falsification, plagiarism or other unaccepted practices in proposing, carrying out or reporting results from research;

2. Material failure to comply with Federal requirements for the protection of human subjects, researchers and/or the Public;

3. Failure to meet other material legal requirements governing research;

4. Failure to comply with established standards regarding author names or publications;

5. Failure to adhere to issues of patient confidentiality as provided in the subject informed consent document, the study protocol, and as outlined in the Code of Federal Regulations (45 CFR 46) and Food and Drug Administration regulations (21 CFR 50).
Investigator Responsibility
Once a determination has been made, it is the responsibility of the Principal Investigator to report and receive IRB approval any proposed changes in the research activity, prior to implementing the changes.

I have read the definition of Scientific Misconduct and my continuing responsibilities to conduct the research as described. My signature attests to my agreement to conduct this study in such a manner that acts of scientific misconduct and conflicts of interest will not be committed and I will adhere to the responsibilities described above.
I have completed all required training and I will conduct my study in compliance with all federal, state and local laws and policies.

Signature of Principal Investigator



Date

Signature of Research Mentor (if student PI)


Date

	FOR IRB USE ONLY


 FORMCHECKBOX 
 Qualifies as Not Human Subject Research

 FORMCHECKBOX 
 Does not involve the type of research requiring IRB review, as defined by the federal regulations
 FORMCHECKBOX 
 Qualifies for Exemption under 45 CFR 46:101 

 FORMCHECKBOX 
 Qualifies as Expedited review
 FORMCHECKBOX 
 Qualifies as Full Board review
IRB Reviewer’s Signature




Date
Grinnell College IRB Implemented: <Date>
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