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· Format the protocol as a memorandum, on letterhead, addressed to the USAFA IRB (Dr. Wilbur Scott).

· Address all issues, below, using the paragraph structure shown.  Use boldface for headings, as shown.  Enter information for all headings, even if it is just "NA."
· Replace the italicized comments with your text and do not remove any non-italicized words or statements unless told to do so in the template text.  

· The IRB Chair (Dr. Scott, 333-6740) will reply with a decision on whether or not the exemption request is granted.  
Date

Exemption Request Template

MEMORANDUM FOR:    USAFA IRB (Dr. Scott)

FROM:  Principal Investigator (Must be USAFA personnel)
SUBJECT:  Request for Research Exemption Final Determination
1.  Administrative Information

Title of protocol:  Title
Principal investigator:
Name, Rank (Must be USAFA personnel)
Position

Telephone number 

E-mail address 

Associate investigator(s):
Name(s), Rank(s); or NA 

Position(s) 

Telephone number(s) 

E-mail address(es) 

Organization:
Name (usually a Department)

Telephone number

Organization's protocol identifier, if used

Category for exemption:  
32 CFR 219.101(b) allows for research in the following categories to be exempt.  
Choose the category below that is most appropriate for your research, change it from italic to standard font, and delete the other categories.
32 CFR 219.101(b):
(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 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 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 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 statue(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research an 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.

(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.
2.  Summary of Research
Summarize the research in enough detail that the Chair can make a determination as to the project’s exempt status.  Researchers should briefly address:

· Background, rationale, and objectives

· Specific hypotheses

· Type of research and the study design

· Experimental and recruitment procedures, particularly addressing the diminished autonomy of cadets and how the researcher will ensure that participation is voluntary

· How the data are de-identified, if applicable

· If the data are identifiable, how the researcher will maintain confidentiality, and why disclosure of the data would not put the subjects at any risk

· Total time required of subjects for participation

· Total number of subjects with a rationale for the sample size

· How participation will affect availability for duty of military personnel

· Cite any relevant references from the literature
· Time frame of study (when will it start and duration)
3.  Attachments

· Supporting documents (if applicable).  These must include recruiting materials, questionnaires, rating scales, documents from other IRBs, etc.
· Note:  Exempt protocols employing questionnaires and surveys are still subject to review by XPA for quality and acceptability.  Upon approval, XPA will issue a survey control number (SCN) for the questionnaires and surveys.  The SCN must be shown on all surveys, questionnaires and informed consent documents used in the project.  Researchers should refer to the IRB website (http://www.usafa.af.mil/superintendent/xp/xpx/irb/relatedlinks.cfm) and USAFAI 36-2601 for information on submitting survey materials for approval.  The chair will not grant any exemption requests without a survey approval from XPA.








//Signed//









RESEARCHER’S SIGNATURE BLOCK

Endorsement by the Department research director or an individual with similar responsibility and authority:
This protocol emphasizes good experimental design, minimizing the use of and risks to human subjects.  

(example) 

JANE X. SMITH, Lieutenant Colonel, USAF 

Associate Professor and Director of Research 

Department of ... 

Endorsement by the Department Chair or an individual with similar responsibility and authority:
The proposed principal investigator is scientifically qualified to conduct the proposed study or is being supervised by a qualified scientist.  I will ensure that the research records and data for this protocol will be maintained for a minimum of 3 years.

(example) 

JOHN X. DOE, Colonel, USAF 

Permanent Professor and Chair 

Department of ... 

