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Humboldt State University is committed to promoting, encouraging, and facilitating academic and clinical research. The purpose
of HSU's Policy for Protection of Human Subjects in Research is both to protect the rights and well-being of human subjects of

research and to support the research efforts of Humboldt State University faculty and students. This policy encourages

recognition of the basic ethical principles for the use of human subjects: respect for persons, beneficence, and justice.

If you have a research project that includes humans or data on humans, you may be required to submit a proposal to the
Committee for the Protection of Human Subjects in Research, also known as the Institutional Review Board (IRB). This will
ensure that your project will not only comply with Federal regulations; it will also protect the rights and well-being of your

subjects.


https://irb.humboldt.edu/

HSU IRB policy: what is covered, what is not.

Policies for the Protection of Human Subjects in Research

Policy for the Protection of Human Subjects in Research

This policy constitutes a statement of principles governing Humboldt State University in the discharge of its responsibilities for
protecting the rights and welfare of human subjects of research conducted at or sponsored by the institution. Click Here.

Policy on Course Assignments

Human subjects research done solely as a learning exercise for a course assignment may be an exception to the requirement for
IRB aproval. Click Here.
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Course learning activities may not need IRB review

Explained in detail here.



https://irb.humboldt.edu/irbpolicy
https://irb.humboldt.edu/sites/default/files/irb_for_course_assignments_final.pdf

HSU IRB policy

Executive Memorandum

POLICY FOR THE PROTECTION OF HUMAN SUBJECTS IN RESEARCH

The Humboldt State University (HSU) Institutional Review Board (IRB) exists to ensure the
protection of the rights and welfare of human subjects recruited to participate in research. All
individuals listed on an HSU IRB application are required to take an online training that provides
essential background information on policies and principles of human subjects protection. HSU is in
compliance with California State University Executive Order No. 890 and HSU’s Federalwide
Assurance (FWA00001093), as approved by the Office of Human Research Protection (OHRP) of
the United States Department of Health & Human Services (DHHS). The HSU Institutional Review
Board for the Protection of Human Subjects in Research (IRB) has the authority and responsibility to
1) review proposed data collection and research efforts involving human subjects, and 2) maintain
records and written procedures in accordance with institutional, local, state, tribal and federal
regulations. HSU adheres to local, state and federal regulations governing the protection of human
subjects in research.

Activities Covered by This Policy:
This policy applies to data collection and research efforts that contribute to generalizable knowledge
and involve human subjects, as defined below.

1. Data collection refers to the collection and compilation of information about or from human
subjects. Sources of data include existing records, surveys, interviews, websites, databases,
focus group discussions, forums, and similar sources of data.

Research means a systematic investigation, including research development, testing and
evaluation, designed to develop or contribute to generalizable knowledge. Generalizable

knowledge refers to information or data that are analyzed, from which conclusions are drawn,

and then are disseminated outside of a classroom or University unit, for example through
publication, presentation, or on the internet.
Human subject means a living individual about whom an investigator 1) obtains information
or biospecimens through intervention or interaction with the individual and uses, studies, or
analyzes the information or biospecimens; or 2) obtains, uses, studies, analyzes, or generates
identifiable private information or identifiable biospecimens.

Such research is covered if it is:
conducted at HSU;
using HSU facilities;
by HSU employees (faculty and staff), students, or other persons affiliated with HSU;
using HSU employees or students as subjects; or
under the auspices of the HSU Sponsored Programs Foundation or other HSU auxiliaries.

Why the IRB exists & who we are
e Federal law protects specific rights of human
research subjects and requires local IRBs to
protect those rights

Laws are based on the Belmont Report principles
of Beneficence, Justice, and Respect for Persons

The IRB at HSU includes staff, faculty,
non-scientists, and community members, who
review research applications for IRB compliance

What type of research is covered?

Which investigators are covered?



https://irb.humboldt.edu/irbpolicy
https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/index.html

Procedures: IRB CITI training

HUMBOLDT STATE UNIVERSITY AZindexs avikinks -
M WS G T4 : ) -
. NI UL -

; 4 3 o S F ' . - B Complete the
Institutional Review Board g5 % IR S equired CITI
RS o i 1 " ' , . course before

: : writing your

Home  Application Resources  Policies & Regulations ~  Final Common Rule JNGEIRIEINILERd |IRBBoard ~ OpenDataSources  ContactUs application

Certification

Collaborative Institutional Training Initiative (CITI) lasts 3 years

N Supplemental

online training
is available for
> Policies & Regulations research

involving
Humboldt State University Sponsored Programs Foundation and “Add a course.” Native Tribes

For your research proposal to be approved, you first must complete the CITI Training.
The CITI Program is a subscription service providing free research ethics education to all members of our on campus research > Application Resources
community. The CITI course is a protected site.

If you are new to the site, you may gain access at the following link: https://www.citiprogram.org/?pagelD=668. Simply choose

> Final Common Rule

> CITI Training
CAUTION: The ONLY course that will satisfy the IRB CITI requirement is the ;s

:ERTSLEHEE A EETeGIT SN This is true for undergraduate and graduate students, as well as for faculty and staff.

> Logonto CITI

> Add CITI Course



https://irb.humboldt.edu/irbciti
https://irb.humboldt.edu/irbciti

Procedures: Applying for IRB approval
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https://irb.humboldt.edu/application-resources
https://hsu-forms.humboldt.edu/irbsub/

Procedures: IRB application web form
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Create Application

—Note

Be sure to save your changes before leaving this page or logging out.

—Application

Submit this Application for Review, and all following electronic versions of material(s) that will be required to
conduct your project by using the "Submit Application" button.

* Recruitment Materials: Posters, flyers, and verbatim text/scripts that will be used to recruit potential
participants

¢ Informed Consent, Parental Permission or Assent Forms

* Surveys, questionnaires, interview questions, measurement instruments, etc.

e CITI Completion report

NOTE: Please Complete all fields under each collapsed heading before Submitting your Application.
Incomplete applications will not be reviewed and information you have entered will be lost. To save any
information you have entered into the Application, click the "Save Draft" button at the bottom of the
Application. Only the "Save Draft" button will save your work. **Don’t Forget to Save the Application
Before You Log Out!** Clicking the "Submit Application" button will begin the IRB review process. Only
click the "Submit Application” button if you have completed all sections. If you are filling out this
application, you may want to read the Principal Inve tor help page. If you have questions, check the help
pages on the left sidebar. If your questions persist, please contact us at: irb@humboldt.edu, or call (707) 826-

5165

— » Grant Submission Information

— » Project Information

— »Responsible Faculty or Staff Member

— »Student or External Investigator

— » Additional Contact Information

— »Purpose of Project

— »Personnel

~Responsible Faculty or Staff Member Assurances

Section 1
Personnel & Purpose

Investigators

Staff / faculty

supervisor (required)
e Study purpose

Purpose of Project *

[(J Faculty Research

(] Staff Research

(] Graduate Researct

(] Undergraduate Research
(] Funded Research

(check all that apply)

v)
Y/



https://hsu-forms.humboldt.edu/irbsub/

Application sections

—» 1. Lay Abstract of Proposed Research Section 2

— »2. Type of Data to be Collected Methods & Subject protections
—» 3. Subjects

e IRB reviews for required
elements of subject
protections such as

— »6. Vulnerable Subjects informed consent and

—» 7. Documentation of Consent data security.

Basic information about

the study rationale is

— 9. Methods and procedures involving human subjects needed for context.

—» 10. Benefits

—» 11. Potential Risks

— » 4. Research Question, Purpose or Hypothesis

— 5. Subject Recruitment and Selection

—» 8. Consent Process

—» 12. Risk Management Procedures

— »13. Anonymity and Confidentiality Examples

—» 14. Data Storage, Security and Destruction questions
—»15. Informed Consent Storage

—»Supplemental Documentation

Next page




The application provides guidance for each question.

(examples)

— 5. Subject Recruitment and Selection: — v9. Methods and procedures involving human subjects

Provide a chronological description of all procedures involving contact or communication with participants.
Describe how you will invite potential participants to volunteer for your project. Address methods for all of the following that apply:

; y ” o " ” Where pr res will take place
 Submit all texts/scripts of oral or written invitations/explanations to recruit potential here procedures will take place
. ed duration of subject’s participatic
participants. Expected duration of the subject’s participation

¢ etailed procedures for any physical intervention
e Submit all flyers and posters to recruit potential participants. Detailed proceduresfotiany physicallinterventions
Description of technologies or equipment that participants will directly interact with
. y ! Scheduling and any planned post-study follow-up contacts
Describe all characteristics that are relevant to being selected as a potential participant. 2 2 any | pos i WU

. i =N 3 i e Handling of physical or digital study records (e.g.. audio recordings, digital survey computer files)

Identify the source(s) from which potential participants will be recruited. = v

; ; ’ Methods and procedures involving human subjects *
* (e.g. hospitals, institutions, schools, classes, shopping malls, etc.)

If research involves working with outside entities (for example, tribes, schools, or businesses), then
permission must be obtained from an authorized representative of that entity. Written permission
from the outside entity may be required for IRB review and is always required for research involving
tribes or vulnerable populations.

If data collection involves access to HSU email lists, permission should be obtained from HSU

Institutional Effectiveness prior to seeking IRB approval.

Recruitment and Selection *

Please address each bullet point




Consent form templates & other resources on the IRB website

Submitting Your Application - Templates and

detailed guidelines

Ao B make consent forms
casy!

Guidance is provided
on using social media
or children in research



https://irb.humboldt.edu/sites/default/files/irb/hsu_consent_template_common_2.pdf
https://irb.humboldt.edu/sites/default/files/irb/hsu_consent_template_common_2.pdf
https://irb.humboldt.edu/sites/default/files/social_media_irb_guidance_final_0.pdf
https://irb.humboldt.edu/sites/default/files/irb/pdf%20forms/OHRP%20Research%20with%20Children%20FAQs.pdf

How long do IRB reviews take?
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