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Exempt

The IRB has determined that this project meets the criteria for exemption 45 CFR 46.104(d)(#).

EXEMPTION (2) Research that only includes interactions involving educational tests (cognitive,
diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public
behavior (including visual or auditory recording) if at least ONE of the following criteria is met:
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(1) 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; or

ANCILLARY COMMITTEES
1. Nursing (BWH) : Approved
2. MCA (MGB) : Review not needed
As Principal Investigator, you are responsible for the following:

1. Ensuring that this project is conducted in compliance with the exemption determination.

2. Ensuring that all study staff have completed the required human research education
requirements through the Collaborative Institutional Training Initiative (CITI).

3. Submission of significant proposed changes to this project to ensure that the project
continues to meet the criteria for exemption.

4. Submission of Exempt Check-In as required by institutional policy.

Questions related to this project may be directed to IRB@partners.org

CC:

Ameet Sarpatwari, Ph.D, JD, Principal Investigator, Pharmacoepidemiology, Medicine
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