
Example Submission
This slide deck serves as an 
example submission of a chart 
review study not receiving 
federal funding.

All data is collected from UCDH 
Epic EMR. No other data will be 
collected, and there are no other 
study procedures for this 
research.



Important Notice
If an individual or group outside of the 
study team is providing de-identified 
data from UCDH Epic EMR to the study 
team, this project does not constitute 
human subjects research. As such, it 
does not require IRB review.

If you would like the IRB to make this 
determination, submit the HRP-210 
Request for Determination on IRBNet. 
No other forms or documents are 
required.

https://research.ucdavis.edu/wp-content/uploads/HRP-210-Determination-Request-.docx


HRP-503 UCD Health Medical Record Review 
Template

Initial Review Application

Principal Investigator Signature on IRBNet

Additional 
requirements for a 
complete submission

Examples of these 
items are included in 
this slide deck

Other Required Signatures on IRBNet
- Department Chair
- Faculty Advisor if PI is a student, resident, or visiting scholar
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Required CITI Training for PI (and Faculty Advisor)
- Do NOT upload training completion certificates to IRBNet
- It is the PI’s responsibility to confirm that all other study staff have 

completed required CITI training prior conducting study procedures

https://research.ucdavis.edu/policiescompliance/irb-admin/outreach/citi/


HRP-503 UCD Health Medical Record Review Protocol Template

Clickable Table of Contents

Use of this Template

1) Protocol Title

2) Objectives

3) HIPAA Protected Health Information (PHI)
obtained from UC Davis Health

4) Description of Data Elements



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

Use of this Template
HRP-503 UCD Health Medical Record Review Protocol Template

→
Read this section carefully to 
determine if you may use this template 
for your study.

https://research.ucdavis.edu/wp-content/uploads/HRP-503-TEMPLATE-PROTOCOL-UCD-Health-Medical-Record-Review.docx


1) Protocol Title and 2) Objectives

→

HRP-503 UCD Health Medical Record Review Protocol Template

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



HRP-503 UCD Health Medical Record Review Protocol Template

3) HIPAA Protected Health Information (PHI)
Obtained from UC Davis Health

→ Read this section carefully. It is 
common to forget that derivatives of 
the 18 HIPAA identifiers are also 
considered identifiers.

Continues on next slide



HRP-503 UCD Health Medical Record Review Protocol Template

Obtained from UC Davis Health (cont.)
3) HIPAA Protected Health Information (PHI)

→
This is a list of identifiers you will be 
documenting in  your research records.

If you are NOT documenting any of the 
18 HIPAA identifiers in your research 
records, check “None of the above.”

✔ Consistency Check | Initial Review 
Application, Data Confidentiality 
section

Jump to Data Confidentiality



4) Description of Data Elements
HRP-503 UCD Health Medical Record Review Protocol Template

Continues on next slide

It is not acceptable to put “Entire 
Medical Record” in this section.→



HRP-503 UCD Health Medical Record Review Protocol Template

4) Description of Data Elements (cont.)

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

Multi-Site

UC Davis CTSC

Ancillary Reviews

Recruitment Information

HIPAA

Waiver of HIPAA Authorization

Screening Scripts

Consent

No Consent Process

Consent Language

Language Barriers

Compensation for Participants

Drugs and Biologics

Medical Device(s)

International Study

Monitoring for Safety and Compliance

Vulnerable Participants

Targeted Participants

Data Confidentiality

Form Complete
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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

→
This should be the only answer selected 
for a chart review study.



Initial Review Application

Funding Information



Initial Review Application

UC Davis Health Billing Compliance



Research Location Information
Initial Review Application



External Sites
Initial Review Application



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

If your study involves
cancer patient data, select
“Yes” to this question. 

For information about submitting to 
the CSRC, please see the Ancillary 
Reviews page of the IRB website.

https://research.ucdavis.edu/policiescompliance/irb-admin/researchers/irb-submissions/ancillary-revs/#CCSRC


Initial Review Application

Ancillary Reviews (cont.)

Continues on next slide

→ The answer to this question is “Yes” for 
all chart review studies.



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



HIPAA
Initial Review Application

→ All chart review studies should request 
a Full Waiver of HIPAA Authorization.



Waiver of HIPAA Authorization
Initial Review Application

Continues on next slide



Waiver of HIPAA Authorization (cont.)
Initial Review Application



Screening Scripts
Initial Review Application



Consent
Initial Review Application



No Consent Process
Initial Review Application



Consent Language
Initial Review Application



Language Barriers
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

→
The answer to this question should be 
“No” for all chart review studies since 
no investigational drugs, biologics, or 
dietary supplements are being given as 
part of the study.



Medical Device(s)
Initial Review Application

→
The answer to this question should be 
“No” for all chart review studies since 
no medical devices are being used as 
part of the study. 



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

→

Continues on next slide

✔ Consistency Check | Protocol, 3) HIPAA 
Protected Health Information (PHI) 
Obtained from UC Davis Health

Jump to Section 3)

The expectation for chart
review studies is that data
will be coded or that no identifiers will 
be collected at all. If no identifiers are 
to be collected, please select the last 
checkbox. 

Acceptable cloud services include: UC Davis 
OneDrive, SharePoint, Teams, Azure, AWS, and 
REDCap

→



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.

→



HRP-503 UCD Health Medical Record Review 
Template

Initial Review Application

Principal Investigator Signature on IRBNet

Additional 
requirements for a 
complete submission

Examples of these 
items are included in 
this slide deck

Other Required Signatures on IRBNet
- Department Chair
- Faculty Advisor if PI is a student, resident, or visiting scholar
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Required CITI Training for PI (and Faculty Advisor)
- Do NOT upload training completion certificates to IRBNet
- It is the PI’s responsibility to confirm that all other study staff have 

completed required CITI training prior conducting study procedures

https://research.ucdavis.edu/policiescompliance/irb-admin/outreach/citi/


Questions?

Contact
hs-irbeducation@ucdavis.edu


