[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 to be subject to Institutional Review Board review based upon the following Federal Regulation:

[DELETE SECTIONS NOT RELEVANT TO THIS STUDY]
45 CFR 46 PROTECTION OF HUMAN SUBJECTS

Section 102 (l):  Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. Activities which meet this definition constitute research for purposes of this policy, whether or not they are conducted or supported under a program which is considered research for other purposes. For example, some demonstration and service programs may include research activities.  For purposes of this part, the following activities are deemed not to be research:

(1) Scholarly and journalistic activities (e.g., oral history, journalism, biography, literary criticism, legal research, and historical scholarship), including the collection and use of information, that focus directly on the specific individuals about whom the information is collected.

(2) Public health surveillance activities, including the collection and testing of information or biospecimens, conducted, supported, requested, ordered, required, or authorized by a public health authority. Such activities are limited to those necessary to allow a public health authority to identify, monitor, assess, or investigate potential public health signals, onsets of disease outbreaks, or conditions of public health importance (including trends, signals, risk factors, patterns in diseases, or increases in injuries from using consumer products). Such activities include those associated with providing timely situational awareness and priority setting during the course of an event or crisis that threatens public health (including natural or man-made disasters). [NOTE: The PDPH IRB applies this exclusion only to studies conducted by a public health authority that is specifically authorized by law to collect or receive such information for the purpose of preventing or controlling disease.]
(3) Collection and analysis of information, biospecimens, or records by or for a criminal justice agency for activities authorized by law or court order solely for criminal justice or criminal investigative purposes.

(4) Authorized operational activities (as determined by each agency) in support of intelligence, homeland security, defense, or other national security missions.

Based on my review of the study documents attached, and your attestation, this study is not research per these regulatory definitions and therefore not subject to IRB review.  Should there be changes in the design or intention of the project that might affect this determination, the IRB should be informed prior to undertaking further activities.  
[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]

