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            division of research 
                                                                
    institutional review board
EXEMPTION REQUEST 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 constitutes 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 be approved as exempt from IRB review. This form is to request Exemption from Full IRB Review.  Completed forms should be sent to the IRB at irb@clarkson.edu (all paper copies are to be sent to Rebecca Thatcher, IRB Administrative Assistant, at PO Box 5630).  
All researchers and students identified on the Exemption Request form are required to complete human subjects research training.  For researchers and students who have not completed training, instructions can be found on the Division of Research (DoR) website at http://www.clarkson.edu/dor/compliance/human_subjects.html.   
I. DEMOGRAPHIC INFORMATION
A. Name(s) of Investigator(s): 
B. Advisor (for student research): 
C. Name(s) of all other researcher(s) or student(s) who will be assisting in the research:
D. Name of department, campus mailing address, and e-mail address for primary contact and any non-Clarkson Investigators:  
E. Mailing address (if other than department):  
F. Title of Research:  
G. Proposed start date:   
      Expected completion date:    

H. If proposal is for external funding:  Agency:  
II. EXCLUSIONS FOR EXEMPTION from STANDARD IRB REVIEW
If ANY of the following conditions apply, your project is NOT ELIGIBLE for Exemption:
A. The research creates more risk than normal daily activities considering not only physical, but also psychological, social, and economic risk related to release of private information. 
B. The research involves risks that must be managed, either through confidentiality procedures or other forms of subject protection. (You may choose to use anonymity or methods to protect confidentiality but, for exemption, these methods must not be needed to reduce risk.)
C. Subjects are filmed or videotaped.  However, some benign studies in which subjects are audiotaped may qualify for exemption.

D. The research involves subjects from any of the following groups:

1) Students or employees of the researcher    

2) Patients (except for a case report)

3) Prisoners 

4) Institutionalized or mentally disabled individuals
E. Research with children is not exempt if it involves interviews, surveys, or observation UNLESS the research is 
entirely conducted in established or commonly accepted educational settings, involving normal educational 
practices.


If your research does NOT include any of the conditions, listed above, that exclude Exemption, please 
continue to complete this form.
I. CRITERIA for EXEMPTION from STANDARD IRB REVIEW
A project may be exempt if ALL the research activities belong in one or more of the following categories. Please check all that apply:
A. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as:

1)  FORMCHECKBOX 
  Research on regular education instructional strategies (NOT if activities are introduced for the purpose 

of the study), or

2)  FORMCHECKBOX 
  Research on the effectiveness of or the comparison among instructional techniques, curricula or 


classroom management methods.

B. Research involving only the use of: 

1)  FORMCHECKBOX 
  educational tests (cognitive, diagnostic, aptitude, achievement), 

2)  FORMCHECKBOX 
  observation of public behavior (investigator may not participate in the activities being observed),
3)  FORMCHECKBOX 
  surveys, 

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

(b)  FORMCHECKBOX 
  Subject’s responses do not deal with sensitive aspects of personal behavior (for example, illegal conduct, drug use, sexual behavior or use of alcohol). Subject’s responses or conduct (if they became public) could not place the subject at risk of criminal or civil liability or be damaging to the subject’s reputation, financial standing or employability.

C.  FORMCHECKBOX 
  Research involving only surveys or interviews of elected or appointed public officials or candidates for public office is eligible for exemption without regard to item 2 above. (Public officials are defined as those individuals elected or appointed to local, state or federal office).

D. 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)  FORMCHECKBOX 
  These sources are publicly available, or
2)  FORMCHECKBOX 
 
The information is recorded by the investigator 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).

E.  FORMCHECKBOX 
  Research designed to study, evaluate, or otherwise examine public benefit or service programs.

F.  FORMCHECKBOX 
  Research involving only taste and food quality evaluations.
G.  FORMCHECKBOX 
  Descriptions of standard patient care or patient care systems (case report).

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

II. BRIEF RESEARCH DESCRIPTION: (address relevant points in 500 words or less)
A. Research Design (What is the purpose of the study? In what activities will subjects participate? Describe the location and types of activities and 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.)
B. 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)
C. Informed Consent or authorization to use/release information (If informed consent is to be used, describe process for obtaining Informed Consent from participants? Describe who will obtain consent. Attach Informed Consent form. Case reports may require an authorization to use or release information to meet HIPAA requirements.)
D. Include relevant attachments: (check all that are attached)
 FORMCHECKBOX 

Recruitment materials you propose to use such as posters, flyers, or newspaper ads. 

 FORMCHECKBOX 

Informed consent form

 FORMCHECKBOX 

Questionnaire/survey to be used

 FORMCHECKBOX 

Interview or telephone text (including introductory remarks as in a cover letter – see below)

 FORMCHECKBOX 

Cover letter (needs to include basic elements of an Informed Consent, but does not need to be signed & returned)

 FORMCHECKBOX 

Permission from external institution, on their letterhead (if applicable) for collaborative research or research using 
data collected elsewhere

 FORMCHECKBOX 

Authorization for release of Protected Medical Information

III. 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 attached Research Summary. This signature is only an acknowledgement that you have read the Research Summary, and not a promise to support or fund this research.

Department Chair: 

 

Signature: 

  Date: 

IRB Exemption Request 
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