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Determination of Non-applicability of Human Subjects Regulations
National Center for Emerging and Zoonotic Infectious Diseases (NCEZID)

project title SChOOI Nurse Led Active Surveillance Among School Children for Chronic Conditions

Primary contact Nanda Issa Division/Branch DHCPP/CVDB

The purpose of this form is to document NCEZID’s determination that the above-listed protocol does not require
submission to CDC’s Human Research Protection Office. This authority is delegated to the CDC Centers, Institutes,
and Offices under CDC Policies SSA-2010-01 and SSA-2010-02.

Determination
|:| Project is neither conducted nor supported by a Common Rule agency. IRB review is not required. [45 CFR 46.101(a)]
|:| Project does not meet the definition of research under 45 CFR 46.102(l). IRB review is not required.

|:| Project is deemed not to be research under the following provision. IRB review is not required.
Select, if applicable

|:| Project does not involve human subjects under 45 CFR 46.102(e). IRB review is not required.

@ CDC's role in the project does not meet the threshold requiring submission to HRPO. Investigator has provided documentation of
appropriate local review.

Rationale

The purpose of this project is to evaluate the implementation of an evidence-based surveillance process for school nurses to use with
students (pre-K through 12th grade) who are chronically absent or withdrawn from school. The goal of the project is to a) establish a
standard, evidence-based process for school nurses across the country to track and prevent chronic absenteeism and school
withdrawals due to health conditions-especially chronic conditions; b) assist school nurses in identifying students most at risk due to
undiagnosed conditions such as ME/CFS; and c) provide a national platform to submit aggregate, de-identified data to describe
national trends. The results of this implementation evaluation will be used to develop a manual to guide the identification of students
who are chronically ill due to health reasons, and assist students needing further medical care for conditions such as ME/CFS. CDC
will provide technical assistance and project oversight, and may participate in the analysis and interpretation of de-identified and/or
aggregate data. CDC staff may co-author reports for publication. CDC staff will not interact or intervene with subject or have access
to individually identifiable information. Thus, CDC is not engaged in the conduct of the research.

Additional considerations

CDC is funding this formative research through a contract with the National Association of School
Nurses. NASN has a valid FWA (#FWA00030033) and has received IRB approval for this work from
a commercial IRB (Advarra). Documentation of IRB approval is on file.

Additional requirements

Any changes in the nature of CDC's role in this activity, or in the disposition of the data provided to
CDC should be discussed with the NCEZID Human Subjects Advisor.

Changes in the nature or scope of this activity may impact the regulatory determination. Please discuss any changes with
your NC Human Subjects Advisor before they are implemented.
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