REQUEST FOR EXEMPTION
This form must be submitted to request an exemption from IRB review if the research being conducted corresponds with one or more of the categories listed on the last pages of this form.  Please review this federal guidance (45CFR46.101 (b) Fed. Registry, Vol. 56, No.117, 6/18/91) for “exempt research” before proceeding.  For consultation about whether or not a project is eligible for exemption, please call the Office of Research at (508) 856-4261.

Requests for exemption from IRB review are reviewed on an ongoing basis.  You can expect a response from the Human Subjects Office within a minimum of 2 weeks.
Investigator’s Name: 

Investigators and research personnel  must be certified to conduct research with human subjects even when the research is exempt from ongoing review.  Regardless of level of review, all investigators must have sucessfully completed the human subjects training requirement (www.umassmed.edu/subjects/human/education) in order to conduct clinical research at UMMS/UMMMC.
Department:
Campus:

Telephone Number:

E-mail address:
Title of project:
Briefly describe the purpose of the study.
Briefly describe what procedures will be employed.  If subjects are to be involved, describe how they will be involved, how they will be recruited or identified, and how long each procedure will take.  Attach all surveys, interview questions, or other instruments to be used.  

Briefly describe how the data be recorded and who will have access to the data.
Briefly explain the procedures to be taken to assure anonymity and confidentiality.
Please list all research personnel involved in the conduct of the study and their role in the study. All research personnel must complete a human subjects educational training program.  Please visit our website at http://www.umassmed.edu/subjects/human/education/  for more information.
Citation of Exempt Category (check one):  ___ 1 ___ 2   ___ 3  ___ 4* ___ 5   ___ 6

* If you have chosen exempt category #4, please complete the questions to follow.

_____________________________________________________________________________________

EXCEPTIONS:  Research involving vulnerable populations such as  mentally or congnitively impaired subjects, and prisoners, cannot be exempt from review even though it meets the criteria below.  Research using survey procedures or interview procedures upon children cannot be exempt.  Research involving observation of children’s behavior cannot be exempt if the investigator is a participant in the behaviours observed. 
Exempt Category #4:  COMPLETE THIS SECTION IF YOU ARE REQUESTING PERMISSION TO STUDY EXISTING DATA, DOCUMENTS, RECORDS, AND/OR BIOLOGICAL SPECIMENS.  Each section must be completed.
What is/are the type(s) of data/biological specimens to be used?

What is the source of the data/biological specimens?  Are these publicly available?
Are data/biological specimens originally collected solely for research purposes?  

            Yes ___  No ____
How are data/biological specimens identified when they are made available to your study team?  (Please indicate by marking the appropriate box below.)

i. _____Direct Identifier (i.e., subject name, address, social security, medical record number, etc.).  If receiving identifiers, this may require expedited or full IRB review.
ii. _____Indirect Identifier (i.e., an assigned code which could be used by the investigator or the source providing the data/biological specimens to identify a subject, such as a pathology tracking number or tracking code used by the source.)
iii. _____No Identifier (i.e., neither the researcher nor the source providing the data/biological specimens can identify a subject based upon information provided with the data/biological specimens.)

If (i) or (ii) is checked above and you are requesting permission to study biological specimens, will the identifier provided with the specimens be removed and destroyed upon receipt by your study team?   Yes ____      No_____   Does not apply______

If (i) or (ii) is checked above and you are requesting permission to study archived data, will you abstract and record any subject identifiers as a part of the data collection process?   Yes _____   No _____  Does not apply _____

Will any data or biological specimen(s) be collected from subjects after the submission of this application?   Yes* _____  No _____
*If yes, your research does not qualify for exemption from IRB review.
If you need to access any protected health information to collect the data/specimens for this research, you need to complete the HIPAA Waiver of Authorization form and submit a signed copy along with this request for IRB review.  Please visit our webpage at www.umassmed.edu/subjects/human/HIPAA  to complete the Waiver of Authorization.  
Investigator’s Assurance:  I certify that the information provided is complete and correct.  I understand that as Principal Investigator, I have responsibility for the conduct of the study, the ethical performance of the project, and the protection of the rights and welfare of human subjects.  

__________________________________________________________________

Principal Investigator’s Signature                        Date

RESEARCH EXEMPTED FROM HUMAN SUBJECTS COMMITTEE REVIEW
(45CFR46.101 (b) Fed. Registry, Vol. 56, No.117, 6/18/91)

Research activities in which the only involvement of human subjects will be in one or more of the following categories are exempt from full Human Subjects Committee review.  This exemption does NOT apply to prisoners and subjects with mental impairments.  
1.
Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as i) research on regular and special education instructional strategies, or ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

2.
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless:

i.
Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and

ii.
Any disclosure of the human subjects' responses outside the research could reasonable place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.

3.
Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b) (2) of this section, if:

i.
The human subjects are elected or appointed public officials or candidates for public office; or

ii.
Federal statute (s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

4.
Research involving the collection or study of existing data, documents records, pathological specimens, or diagnostic specimens, 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" is defined as existing at time the of the request for exemption.  Discarded clinical samples do not qualify for exempt since these will be collected prospectively and do not meet the definition of existing nor would they be publicly available.
5.
Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine:

i.
Public benefit or service programs;

ii.
Procedures for obtaining benefits or services under those programs;

iii.
Possible changes in or alternatives to those programs or procedures; or

iv.
Possible changes in methods or levels of payment for benefits or services under those programs.

6.
Taste and food quality evaluation and consumer acceptance studies:

i.
If wholesome foods without additives are consumed, or

ii.
If a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or 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.
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