[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 not Human Subjects Research and does not require review by the [INSTITUTION] Institutional Review Board. This determination is based upon the following Federal Regulation:

45 CFR 46 PROTECTION OF HUMAN SUBJECTS

Section 102(e)(1) Human subject means a living individual about whom an investigator

(whether professional or student) conducting research: (i) Obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or (ii) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.
This determination is based on the executive summary attached.

Should there be any changes in design, intention or procedure of the project that might affect this determination, they should be submitted to the IRB in advance to confirm that this determination remains valid. 
[NOTE IF DLA MAY BE REQUIRED.]

[NOTE IF OTHER APPROVAL IS REQUIRED.]

Exemption from IRB review does not, in and of itself, constitute approval for the implementation of this study.  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 IRB-approved protocol, recruitment materials, or informed consent/assent document(s), 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. 
We can be reached at [CONTACT INFO] if you have any questions.









Sincerely,









[NAME]
IRB Administrator
CC:
Study #


[NAME] (Chairperson)


[UNIT MANAGER]
