INSTITUTIONAL  REVIEW  BOARD  FOR  THE

UNIVERSITY  OF  MARY  WASHINGTON

APPLICATION  FOR  EXEMPT  STATUS  FOR  RESEARCH
INVOLVING  THE  USE  OF  HUMAN  SUBJECTS

All applications must be accompanied by proof of ethics training for each investigator involved in the research.  Go to http://www.umw.edu/cas/acaffairs/institutional_review_board/irb_training.php
TITLE OF PROPOSAL: 

faculty member  





  e-mail  




Dept.  







  ext.  





student  




  e-mail  


  phone  


I/We certify that the above research project involves human subjects only in one or more of the following categories, and will be carried out using standard methods.  (Please circle all appropriate numbers).

1. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (a) research on regular and special education instructional strategies, or (b) 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: (a) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (b) any disclosure of the human subjects' responses outside the research could reasonably 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 (2) of this section, if: (a) the human subjects are elected or appointed public officials or candidates for public office; or (b) 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. [Note:  To qualify for this exemption ALL of the data, documents, records, or specimens must be in existence before the project begins.]
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: (a) public benefit or service programs; (b) procedures of obtaining benefits or services under those programs; (c) possible changes in or alternatives to those programs or procedures; or (d) possible changes in methods or levels of payment for benefits or services under those programs.
6.  The research (taste and food quality or consumer acceptance) involves wholesome foods with

     no additives or involves foods with ingredients (type and amount) that meet federal safety

     standards.
RATIONALE FOR EXEMPTION.  Review pp. 7-8 of the Manual of Policies and Procedures for the Institutional Review Board at the University of Mary Washington (http://www.umw.edu/cas/acaffairs /institutional_review_board/manual_procedures_policies/default.php).  After doing so, please describe briefly the proposed research and explain, in non-technical language, why you believe this research should be exempted from IRB review.  If you are giving a written test or survey, please attach a copy.  If you state that participants will be anonymous, please note how anonymity will be ensured.  You may attach a copy of your proposal abstract and explain your research methodology below.
**********************************************************************************

For IRB staff use only:

date received  ___________________     



IRB nbr.  __________________

Signatures
Investigator

“This is to certify that the procedures utilized in this study are appropriate for minimizing risks to the subjects and I take full responsibility for the conduct of the research.  I certify that I and, if applicable, the students whom I am supervising, are qualified to conduct this research.”  (If this study is being conducted by a student only, a faculty sponsor must sign in the space provided.)  

print faculty name  











faculty signature  






  date  




Department  




  phone  

  e-mail  



Student 1
graduate  ______    undergraduate  _______

print student name  











student signature  






  date  




phone  






  e-mail






Student 2
graduate  ______    undergraduate  _______

print student name  











student signature  






  date  




phone  






  e-mail






Return completed application to the M.Ed. Program’s representative on the IRB.

Excerpt from the Manual of Policies and Procedures

for the Institutional Review Board at the University of Mary Washington

III. IRB Review Process

To apply for IRB approval, the principal investigator must submit an application to the IRB.

There are two types of application that may be submitted based on the categories of research

determined by state and federal codes. Type 1: If a researcher believes her/his project meets the

requirements for exemption, s/he may submit an application for exemption. The Chair or

designee of the IRB will review the application to make sure that it meets the criteria for

exemption. Type 2: If a project does not meet the criteria for exemption, an application for

Expedited or Full Board Review must be submitted.

The Chair or designee makes one of three decisions regarding applications submitted for IRB

review: (1) Approval, (2) Provisional Approval (pending required changes or the receipt of

clarifying information or rationales, as specified on the review form), or (3) Hold for Committee.

When the decision is made to refer the application to the full IRB, the Chair or designee gives

the reason(s) on the review form.

A. Exempted from Review

Determinations regarding exemption from IRB review are made by the Chair or designee and not

by investigators. Investigators can apply for an exemption by completing an exemption form. In

making determinations on exemptions, the Chair or designee evaluates whether the narrative description of the research is consistent with the categories for exemption contained in federal

and state regulations.

Exemptions are in force for a maximum of five years after approval. To continue research after

that time period, investigators must apply for another exemption or complete a regular IRB

application.

1. Exempt Categories

Category a. The research must be conducted in a commonly accepted educational

setting (e.g., classroom, conference facility) as opposed to a laboratory or similar setting

and involve commonly accepted educational practices (e.g., forms of instructional

methods) as opposed to psychological manipulations or non-instructional interventions.

Category b. The research (educational tests, surveys, interviews, observations of public

behavior) is conducted anonymously (names and identifying information are not recorded)

and involves the collection of benign information that could not be damaging to a person.

“Public behavior” is defined as behavior in places that any person can visit without

special permission (e.g., street corners, parks, restaurants, theaters) or Internet

communications in public forums. Observations of the public behavior of children do not

qualify for exemption if the investigator interacts with them.

Category c. The research (educational tests, surveys, interviews, or observations of

public behavior) is conducted among elected or appointed public officials or candidates

for office.

Category d. The research involves the study of data (in existence prior to the research)

that are publicly available or that are recorded in a manner in which they cannot be linked

with individuals (e.g., there is not a master list of subjects that links them to identification

numbers).

Category e. The research to be conducted has been approved by federal departments or

agency heads and determined to be exempt by those departments and agencies. To

qualify for exemption under this category, investigators would be required to provide the

IRB with appropriate documentation from the relevant federal departments or agencies.

Category f. Research involving food (taste, quality, or consumer acceptance) which is

wholesome and contains no additives or foods with ingredients (type and amount) that

meet federal safety standards.

2. Responsibilities of Investigators Conducting Exempt Research

Since exempted studies are still considered human subjects research, investigators are

expected to adhere to ethical standards for the conduct of research. Specifically,

investigators are expected to obtain Informed Consent Releases (when appropriate, given

the nature of the research), take all necessary steps to minimize risks and maximize

research benefits, and ensure the equitable selection of subjects (when warranted).      

Investigators of exempt studies may not make substantive changes in the design of their

studies, including changes involving investigators, research instruments and procedures,

the location of their research, and sources of subjects or data, without written approval by

the IRB before any such changes are made. Changes must be requested in writing.
(exempt)
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