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Process:
This SOP serves to inform all agents, offices, departments, and affiliate sites of PNWU regarding when
public health practice may be human subjects research.

This SOP must be used as a guide in parallel with OSA Policy 1.0. SOPs are not intended to supersede
existing institutional policies, and local, state, and federal laws and regulations.

General Information:

Public health surveillance activities that are authorized, conducted, required, or supported by a public health
authority (federal, state, local, or tribal) are not research per the Common Rule (45 CFR 46.102(1)(2)).
Surveillance activities may be carried out by a public health authority or under a contract or grant of
authority from the agency. According to the Common Rule, “public health surveillance 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, and patterns in diseases or injuries)."?

However, the regulations do not clearly define the difference between research and public health practice.
Research and public health practice have similar characteristics that often intersect. Common
characteristics include: use of scientific methods, systematic collection of personally identifiable health
data, interpretation and analysis of data, and dissemination of findings. Because of the similarities, the
distinction between research and public health practice can be difficult.

The key difference between research and public health practice is the intent or purpose of the activity.

According to the federal regulations, research is designed to develop or contribute to generalizable
knowledge. Public health practice is designed to prevent disease, identify a health problem, control disease,
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prevent injury, or improve a public health service or existing program and is done at the request of a public
health jurisdiction. Both activities may result in publication of findings.

The Health Insurance Portability and Accountability Act (HIPAA) applies whether the activity is public health
practice or research. The HIPAA rule allows covered entities to disclose protected health information to
public health authorities for specific health purposes without authorization. These purposes include child
abuse or neglect, persons at risk of contracting or spreading a disease, and workplace medical surveillance.

Responsible Parties
The Institutional Review Board (IRB) is responsible for:
e Protecting the rights and welfare of human research participants.
e Impartiality when reviewing human subjects research.
e Remaining immune from pressure by the institution’s administration, the investigators
whose protocols are brought before it, or other professional and nonprofessional
sources.

The Office of Scholarly Activity (OSA) is responsible for:

e Supporting the investigator in the development of scholarly activity;
Providing guidance regarding public health practice vs. research;
Overseeing and providing the necessary support to the IRB;
Monitoring compliance with this SOP;

Posting this SOP for the PNWU community.

The Investigator is responsible for:

e Being a steward of a research environment that promotes the responsible conduct of
research.

e Protecting participant autonomy and privacy in research and/or public health activities.

e Ensuring compliance with the IRB-approved protocol, federal regulations, state laws,
good clinical practice, and applicable FDA guidance.

e Ensuring the health, safety, and welfare of individual participants in research and/or
public health activities.

e Seeking support from OSA and the IRB when questions arise.

Definitions
Please reference the Glossary for complete definitions of the following terms and additional terms
not listed.

e Generalizable Knowledge

e Public Health Practice

e Public Health Surveillance

e Research

Project Director/Principal Investigator Procedure:
1. Project director/principal investigators are encouraged to work with OSA and the IRB in the
determination of public health practices versus research.
a. Indications that the proposed activity may be research and NOT public health practice
include:
i. the project is not designed to directly inform public health decision making or
action;
ii. additional risks are imposed on the participants by adding an intervention or the
collection of data beyond what is needed for public health surveillance or public
health practice to make the results generalizable beyond the actual participants;
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iii. the activity includes a nonstandard or experimental intervention (e.g., an approved
drug being used to treat a disease for which it is not approved);

Is My Project Public Health Practice?

Are you a governmental public health official, agent, agency or entity (including federal,
tribal, state or local) OR a partner authorized by contract or other agreement?

disease, identify a health problem, prevent injury, or improve

No
Yes I
\J
Is the primary intent of the activity to prevent disease, control

No

an existing public health service or program?

Yes health practice
(&2 )

Does the project collect identifiable health datato evaluate an
existing health program or service in a specific population or for

—_—---- PNWU IRB

—_—  _ e Project IS NOT public

No Consult with the

the assessment of community health.

Yes ‘
No

Does the project involve persons who must participate (did _— Project IS NOT public health practice.

not specifically volunteer)? Consult the PNWU IRB.

Yes ‘

No

Will data be collected about vulnerable populations OR will
—| Consult with the PNWU IRB. |

sensitive/personal information be collected?

2.

Investigators who would like a determination from the IRB that the project does not meet the
threshold for human subjects research are encouraged to fill out and submit written documentation
of the proposed activity via a request for not human subjects research (NHSR) determination to the
IRB via the electronic IRB system.

IRB Procedures:

1. The IRB administrator will review all requests for not human subjects’ research determinationin a
timely manner and request additional information about the proposed project when needed.

2. The IRB administrator will consult with the IRB chair when necessary.

3. The IRB administrator will provide determinations in writing to the individual submitting the request
for not human subjects research determination.
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