
Example Submission

This slide deck serves as 
an example submission 
of a survey study not
receiving federal 
funding.

All subjects are adults.
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HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template

Clickable Table of Contents

1) Protocol Title

2) Objectives

3) Background
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5) Inclusion and Exclusion Criteria

6) Procedures Involved
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8) Recordings

9) Data Management and Confidentiality

10) Risks to Subjects

11) Potential Benefits to Subjects

12) Sharing Results with Subjects

13) Data Banking

14) Review Requirement



For a link to the HRP-503 template we 
used for our example study, please 
click HERE.

1) Protocol Title and 2) Objectives

→

HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template

Your protocol title should match the 
title of your project on IRBNet.

https://research.ucdavis.edu/wp-content/uploads/HRP-503-TEMPLATE-PROTOCOL-Surveys-Questionnaires-Focus-Groups-Observations.docx


→
Keep your background short and specific. 
Explain why you want to conduct this 
research.

3) Background
HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template



4) Enrollment Numbers
HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template



5) Inclusion and Exclusion Criteria
HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template

Consistency Check | Initial Review 
Application, Screening Scripts section:
Select “Yes”

Jump to Screening Scripts

✔



6) Procedures Involved
HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template

Consistency Check | Initial Review 
Application, Protocol Information 
section: Select “Non-invasive 
procedures to collect information or 
specimens (interviews, questionnaires, 
observation, vitals, oral swabs, urine 
collection, etc.)”

Jump to Protocol Information

✔



7) Study Timelines
HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template



8) Recordings
HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template



9) Data Management and Confidentiality
HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template

✔
Consistency Check | Initial Review 
Application, Data Confidentiality 
section: Select “All identifiers will be 
destroyed. There will be no way to link 
the data to an individual” and “NA –
No identifiable data or specimens will 
be created or stored for this research.”

Jump to Data Confidentiality



9) Data Management and Confidentiality (cont.)
HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template

→
Do not alter or delete this section 
of the protocol template.

Continues on next slide



10) Risk to Subjects
HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template



11) Potential Benefits to Subjects
HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template



12) Sharing Results with Subjects
HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template



13) Data Banking
HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template

→
Notice that we did not complete the rest 
of this section per the directions.



14) Review Requirement
HRP-503 Surveys/Interviews and/or Focus Groups Review Protocol Template

→
If your research involves a contract or 
agreement with another entity, check 
to make sure that there are not any 
special requirements for IRB review.



Exempt Research (2018 Common Rule Compliant)
HRP-502 Consent Document Template

For a link to the HRP-502 consent script 
template we used for our example 
study, please click HERE.

https://research.ucdavis.edu/wp-content/uploads/HRP-502-TEMPLATE-CONSENT-Exempt-Research.docx


General Instructions

PI Attestation

Administrative Approval

Principal Investigator Information

Co-Principal Investigator

Co-Principal Investigator Information

Primary Contact

Primary Contact Information

Review Information

Additional Personnel

Additional Personnel Information

Outside Financial Interest

Protocol Information

Funding Information

UC Davis Health Billing Compliance

Research Location Information

External Sites

External Site(s) Information

Multi-Site

UC Davis CTSC

Ancillary Reviews

Recruitment Information

HIPAA

Screening Scripts

Consent

Information Sheet or Oral Consent Request

Consent Language

Non-English Information

Compensation for Participants

Drugs and Biologics

Medical Device(s)

International Study

Monitoring for Safety and Compliance

Vulnerable Participants

Targeted Participants

Data Confidentiality

Form Complete

Clickable Table of Contents
Initial Review Application



General Instructions
Initial Review Application



PI Attestation
Initial Review Application

→
Missing Principal Investigator 
signature is one of the most common 
submission errors.

The Co-Principal Investigator 
signature may not substitute for the 
Principal Investigator’s signature on a 
New Project submission.

For step-by-step instructions for 
providing electronic signature on 
IRBNet, please see our website.

https://research.ucdavis.edu/policiescompliance/irb-admin/researchers/irb-submissions/irbnet/#Signatures%20accepted%20on%20IRB%20applications


Administrative Approval
Initial Review Application

→
Read this section carefully to 
determine the signature(s) you need 
in addition to the Principal 
Investigator’s signature.

You will need to provide any 
additional signatories with access to 
your project on IRBNet. For step-by-
step directions for how to provide 
access, please see our website.

https://research.ucdavis.edu/policiescompliance/irb-admin/researchers/irb-submissions/irbnet/#Sharing%20a%20Project


Principal Investigator Information
Initial Review Application

→
The Principal Investigator’s name will 
be automatically filled in based on 
the Project Overview. To change the 
PI in the Initial Review Application, 
update the PI information in the 
Project Overview.



Initial Review Application

Co-Principal Investigator



Co-Principal Investigator Information
Initial Review Application



Initial Review Application

Primary Contact



Primary Contact Information
Initial Review Application



Review Information
Initial Review Application

→
Our example study is not a multi-site 
project. As such, it does not qualify for a 
reliance agreement.

Even if it were a multi-site project, our 
example study would not qualify for a 
reliance agreement because it is an 
exempt study. For more information 
about what it means for a study to be 
exempt, please see our website.

https://research.ucdavis.edu/policiescompliance/irb-admin/researchers/irb-submissions/new-projects/exempt-research/


Additional Personnel
Initial Review Application

→
If you have a Faculty Advisor, make sure 
to add them as additional personnel if 
they are not acting as your Co-Principal 
Investigator.



Additional Personnel Information
Initial Review Application



Outside Financial Interest
Initial Review Application



Protocol Information
Initial Review Application

Consistency Check | This should match 
Protocol, Section 6) Procedures 
Involved

Jump to Protocol, Section 6

✔



Initial Review Application

Funding Information



Initial Review Application

UC Davis Health Billing Compliance



Research Location Information
Initial Review Application



External Sites
Initial Review Application

→
Our example study is using clown 
school listservs to identify and recruit 
subjects. 



Initial Review Application

External Site(s) Information

Continues on next slide



Initial Review Application

External Site(s) Information (cont.)



Multi-Site
Initial Review Application

→
Since our example study does not 
involve any other Principal 
Investigators besides our local Principal 
Investigator, it is not a multi-site study.



UC Davis Clinical and Translational Science Center
Initial Review Application



Initial Review Application

Ancillary Reviews

Continues on next slide



Initial Review Application

Ancillary Reviews (cont.)

Continues on next slide



Initial Review Application

Ancillary Reviews (cont.)

Continues on next slide



Initial Review Application

Ancillary Reviews (cont.)

Continues on next slide



Initial Review Application

Ancillary Reviews (cont.)



Recruitment Information
Initial Review Application

→ If your study does use advertising as a 
recruitment method, please make 
sure to upload any advertising 
materials to IRBNet.



HIPAA
Initial Review Application



Screening Scripts
Initial Review Application

→

On the “Form Complete” page at the 
end of the Initial Review Application, we 
will be instructed to upload our 
screening script.

✔
Consistency Check | Protocol, Section 
5d) Inclusion and Exclusion Criteria

Jump to Protocol, Section 5d



Consent
Initial Review Application

→
For our example study, subjects will be 
provided a consent script or information 
sheet. Subjects will agree to participate, 
but they will not sign a consent 
document.

If you plan to have subjects verbally 
agree to participate in your research or 
push a button to indicate that they are 
ready to proceed with participation, then 
this is also the option you would choose.



Information Sheet or Oral Consent Request
Initial Review Application

→
Our example study is not collecting 
any identifiable information about 
subjects. As such, we have answered 
“Yes” to this question.

If you are collecting any identifiable 
information, then you should answer 
“No” instead.



Consent Language
Initial Review Application



Non-English Justification
Initial Review Application



Compensation for Participants
Initial Review Application

Continues on next slide



Initial Review Application

Compensation for Participants (cont.)



Drugs and Biologics
Initial Review Application



Medical Device(s)
Initial Review Application



International Study
Initial Review Application



Monitoring for Safety and Compliance
Initial Review Application



Vulnerable Participants
Initial Review Application



Targeted Participants
Initial Review Application



Data Confidentiality
Initial Review Application

→
Consistency Check | Protocol, Section 
9) Data Management and 
Confidentiality

Jump to Protocol, Section 9

Continues on next slide



Data Confidentiality (cont.)
Initial Review Application



✔

Form Complete
Initial Review Application

The “Additional documentation” 
subsection tells you exactly what 
forms you need to upload to IRBNet.

This list of documents will be  unique 
to your study based on your answers 
in the Initial Review Application.
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Reminder



Questions?

Contact
hs-irbeducation@ucdavis.edu


