LETTERHEAD

[DATE]

[PI NAME]

[PI ADDRESS]

[PI CITY STATE ZIP]

RE:  [STUDY #/STUDY TITLE]

Dear [PI NAME]:

The above noted proposed protocol has been determined to be exempt from Institutional Review Board review based upon the following Federal Regulation:
[DELETE SECTIONS THAT ARE NOT RELEVANT]
45 CFR 46 PROTECTION OF HUMAN SUBJECTS

Section 104 Exempt Research

(d)… the following categories of human subjects research are exempt… 
1. Research, conducted in established or commonly accepted educational settings, that specifically involves normal educational practices that are not likely to adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction….
2. Research that only includes interactions involving educational tests,… survey procedures, interview procedures, or observation of public behavior… if at least one of the following criteria is met:

(i) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects;

(ii) Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation.…
4. Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met:

(i) The identifiable private information or identifiable biospecimens are publicly available;

(ii) Information…is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects;

(iii) The research involves only information collection and analysis involving the investigator’s use of identifiable health information when that use is regulated under  45 CFR parts 160 and 164, subparts A and E, for the purposes of ‘‘health care operations’’ or ‘‘research’’ as those terms are defined at 45 CFR 164.501 or for ‘‘public health activities and purposes’’ as described under 45 CFR 164.512(b); or

(iv) The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for nonresearch activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with regulations specified in 45CFR46(104)(d)(4)(iv)…
5. Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects), and that are designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs or procedures, or 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.

This determination is based on the executive summary attached.  
Should any changes in the procedure that might affect this determination be desired, they must be submitted to the IRB in advance in writing.  I can be reached at [CONTACT INFO] if you have any questions.

IRB exemption does not obligate any City agency or department to participate in the study, or to carry out any specific activities.  Participation in all research activities is at the discretion of unit managers. 

Exemption by the IRB does not, in and of itself, constitute approval for the implementation of this research. Other City approvals may be required before study activities are initiated. Research undertaken in conjunction with individuals or entities external to the City will typically require a data license agreement or other contractual arrangement.  If any of these approvals require changes to the protocol the changes must be submitted to and approved by the IRB prior to beginning the research study.  Principal investigators are responsible for assuring receipt of all required approvals. 








Sincerely,









[NAME]
IRB Administrator
CC:
Study #

[NAME] (Chairperson)

[UNIT MANAGER]
