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Request for Exemption from Full IRB Review
Research that systematically collects data from or about human subjects, or that uses identifiable data already collected with the intent of creating generalizable knowledge, counts as Human Subjects Research and must be reviewed and approved by the Institutional Review Board (IRB). Some research and data collection activities, as described below, are considered “Exempt” from full IRB review but must still be approved as exempt from IRB review. This form is used to request an Exemption from Full IRB Review. Completed forms should be sent to the IRB at irb@clarkson.edu. 

Before working on your exemption request, please complete the online CITI Human Subjects Research training modules. Please make sure that all researcher names listed in the exemption request are identical to the names used to register for CITI training.  

The training covers concepts and laws that will help you better understand what issues to include in your protocol. Instructions for the training are available on the IRB website. Choose the module most relevant to your research. 

· Most researchers (including faculty, grad students, and staff) will need to take the Biomedical Research, Social & Behavioral, or Data or Specimens Only (data or specimens provided by a third party such as a tissue bank) module. 

· Undergraduate students working on minimal-risk class projects or as supervised research assistants should take the Students Conducting No More Than Minimal Risk Research module. 

· Undergraduate students working on more than minimal-risk class projects or as supervised research assistants should take the Biomedical Research, Social & Behavioral, or Data or Specimens Only (data or specimens provided by a third party, such as a tissue bank) module.  If you have questions about which module to take, please email irb@clarkson.edu for advice.

· Researchers or assistants with access to HIPAA-protected data will additionally need to take the appropriate CITI HIPS module. Choose from clinicians, investigators, students, and instructors.

https://citiprogram.org/en/homepage

A. Demographic Information

1. Name(s) of Investigator(s): 

2. Advisor (for student research): 

3. Name(s) of all other researcher(s) or student(s) who will be assisting in the research:

4. Name of department, campus mailing address, and e-mail address for primary contact and any non-Clarkson Investigators:  

5. Mailing address (if other than department):  

6. Title of Research:  

7. Proposed start date:   	      Expected completion date:    

8. If the proposal is for external funding, list the agency:  

B. Exclusions for Exemption from Full IRB Review
If any boxes in this section are checked, the research does not qualify for exemption from full review. Please complete a protocol for full IRB review instead. (Click on the box to mark it)
|_| 	The research creates more physical risk than normal daily activities.	
|_|	The research creates more psychological, social, or economic risk, and a subject's identity might be determined using direct, visual, demographic, or other information in the research data.
|_| 	Subjects are filmed or videotaped.  However, some benign studies in which subjects are audiotaped may qualify for exemption.
|_| 	The research involves subjects from any of the following groups:
· Students or employees of the researcher (except where the research qualifies as educational research)    
· Patients (except for a case report)
· Prisoners 
· Institutionalized or mentally disabled individuals
|_| 	The research includes minor subjects in interviews, surveys, or observations (except where the research is entirely conducted in established or commonly accepted educational settings involving everyday educational practices). 	
	
If any of the boxes above are checked, contact the IRB or complete the full IRB protocol. Otherwise, complete the rest of the Exemption Request form and submit to irb@clarkson.edu.

C. Qualifying Categories for Exemption from Full IRB Review
A project may be exempt if at least one of the following applies to the proposed research: Check all that apply:
(Click on the boxes to mark them)
1. Research conducted in established or commonly accepted educational settings, involving everyday educational practices, such as:
1) |_|  Research on regular and special education instructional strategies (NOT if activities are 
            introduced for the purpose of the study), or
2) |_|  Research on the effectiveness of or the comparison among instructional techniques, curricula
            or classroom management methods.

2. Research involving only the use of: 
1) |_|  educational tests (cognitive, diagnostic, aptitude, achievement), 
2) |_|  observation of public behavior (the investigator may not participate in the activities being  
3)        observed,
4) |_|  surveys, 
5) |_|  interviews

When AT LEAST ONE of the following conditions is met:
(a) |_|  Subjects cannot be identified, including by the researchers, in any way (including visually, 
 indirectly through identifiers, or implicitly through demographic or descriptive information).



(b) |_|  The subject’s responses do not address sensitive aspects of personal behavior, such as illegal conduct, drug use, sexual activity, or alcohol consumption. Additionally, if made public, the subject’s responses or behavior would not expose the individual to criminal or civil liability, nor damage their reputation, financial position, or other interests or employability.

3. |_| Research involving only surveys or interviews of elected or appointed public officials or 
      Candidates for public office are eligible for exemption regardless of item 2 above.      
           (Officials are defined as those individuals elected or appointed to local, state, or federal office.)
  
4. Research involving the collection or study of existing data – including documents, records, pathological specimens, or diagnostic specimens – if at least one of the following conditions is met:

1) |_|  These sources are publicly available, or
2) |_| 	The investigator records the information in such a manner that human subjects cannot be 
            identified in any way (including visually, indirectly through identifiers, or implicitly through 
            demographic or descriptive information).
5. |_| Research and demonstration projects designed to study, evaluate, or otherwise examine 
      governmental public benefit or service programs.
6. |_| Research involving only taste and food quality evaluations.

Exempt categories 7 and 8 below were created at Clarkson for projects that do not directly conform to a specific federally-defined exempt category and must not include any of the following:
· Federal sponsorship, including federal training grants
· FDA-regulated components
· Sponsor or other contractual restrictions requiring adherence to federal regulations for clinical interventions (including clinical behavioral interventions)
· Prisoners as subjects
· NIH-issued Certificate of Confidentiality 

7. Non-federally funded research, involving no greater than minimal risk that does not conform to a specific exempt category under 45 CFR 46: 

(1) |_|  Online surveys, in-person focus groups, and/or interviews involving minors, as long as   
       the information does not place the individual at greater than minimal risk.
(2) |_|  Behavioral games.
(3) |_|  For Non-Federally Funded Research: Studies requiring the performance of tasks that 
       incur no greater than minimal risk. 

8. Non-federally funded research where activity is limited to the study of existing or prospective, identifiable data (similar to exemption #4 category, but data is identifiable). Examples include: Medical/court record reviews, where data is extracted from records.  

If your research includes at least one of the categories (1 - 8) listed above, please continue to complete this form.

D. BRIEF RESEARCH DESCRIPTION: (address relevant points in 500 words or less)

1. Research Design (What is the purpose of the study? In what activities will subjects participate? Describe the location and types of activities and the nature of data collected or utilized. How long will each activity take? Will you collect identifiable data?  Please describe. How will records be kept? Describe any known risks to subjects.)

2. Subject Selection (What is your proposed subject population, and how many subjects do you plan to include? How will your subjects be recruited and selected? For case reports, describe the HIPAA Authorization process for protected medical information.

3. Informed Consent or authorization to use/release information (If informed consent is to be used, describe the process for obtaining Informed Consent from participants? Describe who will obtain consent. Attach the Informed Consent form. For research involving minors, use the alternate Informed Parental Consent and Informed Minor Assent forms.)

4. Include relevant attachments: (click on all that are attached)
|_|	Recruitment materials you propose to use, such as posters, flyers, or newspaper ads. 
|_|	Informed consent form (see attached template; if you are not using an informed consent form, please provide a reason you think one is not required)
|_|	Questionnaire/survey to be used
|_|	Interview or telephone text (including introductory remarks as in a cover letter—see below)
|_|	Cover letter (needs to include basic elements of an Informed Consent, but does not need to be signed & returned)
|_|	Permission from the external institution, on their letterhead (if applicable), for collaborative research or research using data collected elsewhere
|_|	Authorization for release of Protected Medical Information (HIPAA-protected data)

E. SIGNATURES:

I(we), 	 (Investigator(s) Name(s)), attest that all of the conditions for Exemption from IRB review, listed in sections I and II of this form, have been met and that the research proposed has been accurately described.  

Investigator Signature: 	  Date: 	
(add more lines for multiple investigators)

Exemption Requests for student research should be reviewed and signed by the advisor. 

Advisor (for student research): 	 

Signature: 		  Date: 	

Exemption Requests for faculty research should be signed by the appropriate Department Chair. By signing below as Department Chair, you acknowledge that you have read the Research Summary for this project. This signature only confirms that you have read the Research Summary, not a promise to support or fund this research.

Department Chair: 		 

Signature: 		  Date: 	
		 



Instructions for Researchers Completing the Informed Consent Document
Please complete all sections above the signature block, using language understandable to typical 8th graders or appropriate to your subject pool. Any sections currently located below the signature may be added if relevant to the study; if so, move those sections above the signature line. 

Text in italics is instructions to you and should be deleted from the final Informed Consent document.

Clarkson University
Documentation of Informed Consent to Participate in Research

Clarkson University’s Institutional Review Board for Human Subjects Research has reviewed initial plans for this research and exempted it from further oversight. If you have concerns about the safety or conduct of this research, please contact the IRB at 315 268-6475 or email irb@clarkson.edu. 

Project Title: 
Researcher(s): 
Institutional Review Board (IRB) approval number:	 

You have been asked to be a part of the research described here. Participation is voluntary.

Summary of the study: Provide a 200-word summary of the research in plain English, written with the potential volunteer in mind. Begin with a one-sentence summary of the study's goals. Follow this with a very short description of what subjects will experience in the study (including rough time commitments). Conclude with a summary of the risks (physical, psychological, or social).

Please read the material below if you are interested in participating in this study.

What to expect: Provide brief specifics about the subject's participation requirements. 

In cases where the research involves deception, include the following statement: “Not all information about this study can be revealed at this time.”

If you have any questions about this research, you may contact [insert contact info for Investigator].

Risks and discomforts to you if you take part in this study: 

The benefits to you if you take part in this study: 

What will you receive for taking part in this study: [Note if subjects are not to be compensated for participation]

What will happen to the information collected in this study? Describe how study records are being kept, with special attention to how private information will be kept confidential.

The information collected will be kept confidential to the extent permitted by law.

What rights do you have when you take part in this study? Participation in this research is voluntary. Deciding not to take part, or to stop being a part of this research, will result in no penalty, fine, or loss of benefits that you otherwise have a right to. 

Describe what will happen if subjects withdraw partway through the study, including the use of their data and/or plans for compensation.

Conflict of Interest: The researchers have no financial interest in performing this study. [or otherwise.]

Informed Consent: Please sign below to show you have had the purpose of this research explained and you have been informed of what to expect and your rights. You should have all your questions answered to your satisfaction. Your signature shows that you agree to take part in this research. By signing below, you also attest that you are at least 18 years old. You will be given a copy of this consent form to keep for your records.

If you are recruiting subjects under 18 or who are not legally allowed to consent to research, please contact the IRB for alternate informed consent/assent documents.

Signature of volunteer: 	   Date: 	
Signature of researcher
obtaining Informed Consent: 	   Date: 	

Optional Items: If you need any of the elements below, copy and paste the section heads above the signature line and complete them. Delete all of the sections below that you're not using.

In addition to the Primary Investigator, listed above, the following person has been authorized to obtain Informed Consent:

Alternate treatment options: 

Concerns about pregnancy and fertility:

Times when the researchers may stop allowing you to be part of this study:

What happens if you withdraw from this study:

Costs to you if you decide you want to withdraw from this study:

The researchers will tell you about new information that affects you in this study:

The number of subjects who will take part in this study

[For research involving patients, include additional HIPAA authorization elements]

What protected health information (PHI) will be used: 

Your PHI may be shared with:

If you choose to take back authorization to use your PHI, information already collected may still be used.
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