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Determine Whether IRB Review is Required 

IRB REVIEW IS REQUIRED 

RESEARCH 
 

Systematic 
investigation and 

designed to 
develop or 

contribute to 
generalizable 

knowledge 

HUMAN SUBJECT 
 

Research about a living 
individual either through 

intervention/interaction or 
identifiable private 

information 

http://www.research.uci.edu/compliance/human-research-protections/researchers/activities-irb-review.html 



4 

Complete CITI and HIPAA Training 

http://research.uci.edu/compliance/human-research-protections/researchers/training-and-education.html 
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CITI Training 

https://www.citiprogram.org 

 
 Select: 

University of 
California, 
Irvine 

 
 Use:  UCINetID 

and UCI email 
address 

 
 Choose:  

Biomedical 
Investigator, or 
Social & 
Behavioral 
Investigator 

 
 Pass quizzes at 

80% or higher 
 Renew every 5 

years 
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HIPAA Training 

6 https://apps.research.uci.edu/tutorial/ 
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Determine Study Risk Level and Level of IRB Review 

DEFINITION OF 
MINIMAL RISK 

 
…the probability and 

magnitude of harm or 
discomfort…are not 
greater…than those 

ordinarily encountered 
in daily life* or during 

the performance of 
routine physical or 

psychological 
examinations or tests 

 
 
* in the general population 

 
45 CFR 46.102(i) 

http://www.research.uci.edu/compliance/human-research-protections/researchers/levels-of-review.html 
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Timelines 

http://www.research.uci.edu/compliance/human-research-protections/docs/2014-irb-meetings-and-deadlines.pdf 
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Reviews from Ancillary Committees 

http://research.uci.edu/compliance/human-research-protections/irb-partners-and-affiliates/other-uci-reviews.html 

1. PRMC: study is Cancer related 
2. CRB:  study takes place in a clinical environment, or use physician 

billing systems 
3. COI:  study team disclosure of a financial COI 
4. IBC:  study has rDNA, or use infectious agents, human/non-

human primate blood/fluids/tissues 
5. RDRC: studies involving radioactive material 
6. RSC:  studies involving radiation exposure 
7. SRC:  investigator-authored, greater than minimal risk, (not 

cancer) 
8. EIP:  studies involving devices, biologics, infectious agents 
 
hSCRO: use of human stem cells 
LSC: use of an investigational or FDA-approved laser (used off-label) 
OR:  studies conducted in surgical units 
Specimens:  Require review/approval from Anne Sawyers 
(asawyers@uci.edu, 714-456-8975) 
 
 
 
 
 
 

Review required prior to IRB Review: 
hSCRO 
RSC 
IBC 
PRMC 
 
Review can occur concurrent with IRB Review: 
SRC 
CRB 
COIOC 
RDRC 
Specimens 
 
Secure approval prior to initiation of research: 
LSC 
EIP 
OR 
 
 
 

mailto:asawyers@uci.edu
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IRB Reliances 

http://research.uci.edu/compliance/human-research-protections/irb-partners-and-affiliates/index.html 

http://research.uci.edu/compliance/human-research-protections/irb-partners-and-affiliates/index.html
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IRB Application Package 

http://www.research.uci.edu/compliance/human-research-protections/researchers/protocol-preparation-checklist.html 

 CITI TRAINING (staff engaged in research)* 
 

 IRB APPLICATION (signed)** 
 

 PROTOCOL NARRATIVE  
 Choose:  Biomed, or SBE, or Exempt 

When applicable: 
 Consent Forms:  Assent, Minors, Verbal, 

Debriefing, HUD, Biomed, SBE, Human 
Stem Cell, Translated, Surrogate, 
Informant, Pregnant Partner 

 HIPAA Authorization 
 Recruitment Material 
 Etc. 

 
SUPPORTING DOCUMENTS 

 

When applicable: 
 Appendices 
 Sponsor / FDA 
 Letter of 

Permission 
 Certificate of 

Confidentiality 
 Release Form 
 DOD Supplement 
 Decisional 

Capacity 
 Etc. 
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Application & Forms 

http://www.research.uci.edu/forms/index.html 
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Application & Forms 

http://www.research.uci.edu/forms/index.html 
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Application & Forms 

http://www.research.uci.edu/forms/index.html 
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Application & Forms 

http://www.research.uci.edu/forms/index.html 
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Application & Forms 

http://www.research.uci.edu/forms/index.html 
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Applications & Forms 

http://www.research.uci.edu/forms/index.html 
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Electronic IRB Application 

http://research.uci.edu/compliance/human-research-protections/researchers/how-to-submit-electronic-irb-applications-for-review.html 
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IRB Application Submission Tips 

http://www.research.uci.edu/compliance/human-research-protections/researchers/common-irb-submission-errors.html 

COMMON ERRORS: 
 
 There is inconsistency between study documents 
 Ancillary Committee requirements are not addressed 
 Research staff have not completed the CITI training 
 Off-site IRB approval are not provided (where applicable) 
 Applicable appendices are not provided 
 Protocol Narrative:  instructions located in grey box are not 

addressed 
 Consent Form:  (applicable) instructions in r e d  text are not 

addressed  
 Recruitment materials:  materials are not submitted 
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IRB Review Process 
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IRB Review Process 
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After IRB Approval – Research Responsibilities 

http://www.research.uci.edu/compliance/human-research-protections/researchers/index.html 
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Lead Researcher Recordkeeping Responsibilities 

http://www.research.uci.edu/compliance/human-research-protections/researchers/lead-researcher-recordkeeping-responsibilities.html 

Records to keep when a 
study is approved by the 

IRB 
 
 Approved/Stamped 

Protocol Narrative 
(electronic and/or paper 
copy) 
 

 Approved/Stamped 
Consent Form 
 

 Approved Modifcation 
Submissions 
 

 Approved Continuing 
Protocol Submissions 
 
 
 

* Maintain in a regulatory 
binder, and according to 
the privacy and 
confidentiality and data 
security plan (per protocol 
narrative) 
 
 

 

Records Retention Requirements 
 
 Retain all study records for a minimum of three years past the close of the study - approved IRB 

documents, as well as case-report forms, tapes or transcripts, and all other data-collection 
instruments and source documents 
 

 UC General Counsel recommends longer retention periods for certain research records: 
 Records involving the generation, disclosure, and/or use of Protected Health Information 

(PHI) should be retained for six years 
 Minors in research: records retained for seven years after all minors enrolled in the study 

reach the age of majority [age 18 in California] 
 Records pertaining to in vitro fertilization studies or research involving pregnant women 

must be retained 25 years after study closure 
 

 In the case of FDA-regulated studies, investigators are required by regulation to retain records for 
periods which may be significantly longer than six years after study closure of the IRB protocol at 
UCI. 

 For drugs with an approved marketing application, the retention period is two years after 
FDA approval 

 For drugs where the marketing application is not filed/not approved, the retention period 
is two years after the investigation is discontinued and FDA is notified 

 Contractual obligations may require records to be maintained per the agreement with the 
trial sponsor 
 

 
 

 
Suggested templates for record-keeping documenetation 

 
 NIH:  http://www.nidcr.nih.gov/research/toolkit/#startup5  
 UCSF:  http://hub.ucsf.edu/virtual-regulatory-binder  
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Modifications to an approved protocol 

http://www.research.uci.edu/compliance/human-research-protections/researchers/modification-to-approved-research.html 
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Continuing Review Process 

http://www.research.uci.edu/compliance/human-research-protections/researchers/continuing-review-process.html 

 
 
Include the following information: 
 # participants enrolled 
 Summary of AEs/UPs 
 # participants withdrawn + 

rationale 
 Summary of complaints 
 Summary of relevant recent 

literature, interim findings, and 
modifications since last review 

 Current risk/benefit assessment 
based on existing study results 

 Other relevant information (risks 
associated with the research) 

 Copy of current consent form 
 

Expedited Studies may qualify for an 
Extended IRB Approval period 
(continuing review every 3 years), 
when these conditions are met: 
 Research is permanently closed to 

enrollment of new subjects 
 All subjects completed research-

related interventions 
 Active only for long-term follow-up 

of subjects 
 Remaining research activities limited 

to data analysis 
 

In order to ensure that research 
protocols continue to meet current 
regulatory and institutional standards, 
every seven years, protocols will be 
required to undergo a "Seven-Year De 
Novo Review." 
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Adverse Events, Unanticipated Problems, Protocol Violations  

http://www.research.uci.edu/compliance/human-research-protections/researchers/reporting-of-adverse-events-unanticipated-problems-and-violations.html 

 
 
 
 
 
 
 
Adverse Event 
untoward or undesirable experiences associated with 
research 
 
Unanticipated Problems Involving Risk to Participants or 
Others 
any event, experience, or problem that is: (1) unexpected (in 
terms of nature, severity, or frequency) given (a) the research 
procedures that are described in the IRB-approved 
documents, such as the protocol and informed consent 
document, and (b) the characteristics of the subject 
population being studied; (2) related or possibly related to 
participation in the research (possibly related means there is a 
reasonable possibility that the incident, experience, or 
problem may have been caused by the procedures involved in 
the research); and (3) suggests that the research places 
subjects or others at a greater risk of harm (including physical, 
psychological, economic, or social harm) than was previously 
known or recognized 
 
Protocol Violation 
accidental or unintentional change to, or non-compliance with 
the IRB approved protocol without prior sponsor and IRB 
approval. Violations generally increase risk or decrease 
benefit, affects the subject's rights, safety, or welfare, or the 
integrity of the data 
 
 
* If an event does not meet this 3-criteria threshold, it can be  
reported at the time of continuing review 
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Closing a Protocol 

http://www.research.uci.edu/compliance/human-research-protections/researchers/closing-a-protocol.html 

 “Auto-closed”:  when the study never received IRB approval, 
and PI did not respond to IRB memo 

 “Discontinued”:  when a closing report has been submitted 
to the IRB 

 “Auto-closed”:  when the study never received IRB approval, and 
PI did not respond to IRB memo 

 “Discontinued”:  when a closing report has been submitted to 
the IRB 



28 

Research Protections Roadmap 

https://services.adcom.uci.edu/fars/submitter/?form=rp_roadmap 
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IRB New Submitters Training Video 

http://www.research.uci.edu/assets/videos/irb-intro/html5/index.html 
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Reference 

 
Human Research Protections:  http://www.research.uci.edu/compliance/human-research-protections/index.html 

 
Guidance for Researchers:  http://www.research.uci.edu/compliance/human-research-protections/researchers/index.html 

 
Applications & Forms:  http://www.research.uci.edu/forms/index.html  

 
IRB Calendar:  http://www.research.uci.edu/compliance/human-research-protections/docs/2014-irb-meetings-and-deadlines.pdf 

 
HRP Staff Directory:  http://www.research.uci.edu/compliance/human-research-protections/about-the-irb/hrp-contact-list.html 
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Helpful Tips 

 SBE research vs Biomedical Research 

 Difference between NHSR, Exempt and Expedited 
Review for a minimal risk medical record chart review 
study 

 Exempt and Expedited Review criteria 

 Waiver of Informed Consent criteria           

 HIPAA/PHI 

 Waiver of HIPAA Authorization criteria 

 Device/IDE requirement 

 Drugs/IND requirement 

 Dietary Supplements/IND requirement 

 Humanitarian Use Device criteria 

 Scientific Review criteria 

 IRB Chair’s review/perspective 

 QI vs Research 

 Tips for completing the Protocol Narrative 
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Social Behavioral Research  
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Biomedical Research 
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NHSR, Exempt, and Expedited criteria for medical record chart review study 
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Eligibility for Exempt and Expedited Review 

Exempt and Expedited Review 
 

 Minimal Risk 
 

 Identification of subjects or their responses will not 
reasonably place them at risk of criminal or civil 
liability or be damaging to their financial standing, 
employability, insurability, reputation, or be 
stigmatizing, unless reasonable and appropriate 
protections will be implemented so that risks related 
to invasion of privacy and breach of confidentiality 
are no greater than minimal 
 

 Not classified research 
 
 

 

http://www.research.uci.edu/compliance/human-research-protections/researchers/levels-of-review.html 
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Waiver of Informed Consent 

Waiver of written documentation of Informed 
Consent  

(verbal consent/Study Information Sheet) 
 

 Minimal risk 
 Verbal consent contains required elements 

of informed consent 
 Involves no procedures for which written 

consent is normally required outside the 
research setting 
 

OR 
 
 Not FDA regulated 
 Verbal consent contains required elements 

of informed consent 
 The only record linking the subject and the 

research is the consent form 
 The principal risk of a signed consent would 

be the potential harm from a breach of 
confidentiality 
 
 
 

 

Waiver of Informed Consent (no consent) 
 

 Not FDA-regulated 
 Does not include non-viable neonates 
 Minimal risk 
 Does not adversely affect the rights and 

welfare of subjects 
 Research could not practicably be done 

without the waiver 
 If appropriate, subjects will be provided with 

pertinent information 
 

OR 
 
 Not FDA-regulated 
 Does not involve non-viable neonates 
 A research or demonstration project 

conducted by the state/local government 
 Research could not practicably be conducted 

without the waiver 
 
 
 

 

Use Appendix O or P 
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HIPAA/PHI 

http://www.research.uci.edu/compliance/human-research-protections/researchers/protected-health-information-hipaa.html 
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Requesting a Waiver of HIPAA Authorization 

Use Appendix T (Appendix O or P may also be applicable) 
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IDE requirement  
 
 
Appendix K 
 Definition of Device 
 Definition of Clinical 

Investigation:  safety data 
collection 

 Intent of study 
 

 Categories: 
 No IDE required: 

studies of 
physiology and 
practice of 
medicine 
 

 IDE required: 
studies of  
safety, 
effectiveness 
 

– SR:   
support or 
sustain 
human life, 
serious risk 
 

          –  NSR:  
 not SR 
 
 Abbreviated IDE:  

NSR devices; 
only IRB review 
is required 

 
 Exempt from 

IDE: devices 
used according 
to label, non-
invasive 

 
* In Vitro Diagnostic (IVDs) and 
programs/softwares may also be a 
device 

 

http://www.research.uci.edu/compliance/human-research-protections/researchers/drugs-biologics-and-devices-clinical-investigations.html 
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IND requirement 

http://www.research.uci.edu/compliance/human-research-protections/researchers/drugs-biologics-and-devices-clinical-investigations.html 

 
 
 
Appendix J 
 
 Definition of Drug 
 Definition of Clinical 

Investigation:  an experiment 
using a drug for research 
purposes 

 Intent of study 
 

 Categories: 
 IND required: 

studies of a drug 
(approved or 
unapproved) for 
research 
 

 Exempt from IND: 
– marketed 
drug used 
according to 
label and study 
results are not 
reported to 
FDA 
 
– serological 
tests 
 
– placebos 
 
– BA/BE studies 
 
– radioactive 
drugs for 
research use 
 
– cold isotopes 
for research 
use 
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IND requirement – Dietary Supplement  
 
 
Appendix J 
 
 If a Dietary 

Supplement is 
being used as a 
drug, complete 
Appendix J 

 

http://www.research.uci.edu/compliance/human-research-protections/researchers/drugs-biologics-and-devices-clinical-investigations.html 
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Humanitarian Use Device 

http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm110203.pdf 
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Scientific Review of Human Subjects Research, David B. Resnik, JD, PhD 

Bioethicist and IRB Chair, NIHEHS 

https://firstclinical.com/journal/2015/1508_Scientific.pdf 
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Dennis J. Mazur, MD, PhD,  

”Evaluating the Science and Ethics of Research on Humans, A Guide for IRB Members” 

https://firstclinical.com/journal/2015/1509_Red_Flags.pdf 
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Distinguishing QI activities from research 

RESEARCH 
 

Systematic investigation 
and designed to develop or 

CONTRIBUTE TO 
GENERALIZABLE 

KNOWLEDGE 

HUMAN SUBJECT 
 

Research about a living 
individual either through 

intervention/interaction or 
identifiable private 

information 

IRB REVIEW IS REQUIRED 

Publications:  DOI: 10.1177/1556264615575513 and DOI: 10.1177/1740774515597682 
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Tips for completing the Protocol Narrative 

Protocol Narrative Tips 

Non-Technical Summary similar to a journal abstract format/outline (1-2 paragraphs) 

Section 1 Answer each (applicable) item 

Section 2 Answer each item; in the consent form, list only those that are involved in consenting subjects 

Section 3 Include all subject populations  

Section 4 Describe recruitment (passive, active) for all subject populations, and complete applicable waivers (ICF/HIPAA) 

Section 5 Describe consent process for all subject populations, provide appropriate consent forms for all subject populations; if 
pre-screening is included, provide a verbal consent and screening scripts 
 
If the study involves secondary data analyses (use of existing data/specimens from a prior study), please include a copy 
of the prior consent form from the prior study 

Section 6 Describe all research activities (may want to include a timeline/chart of activities) for all subject populations; helpful to 
correlate the research activities to (each) study aims; if study is industry-sponsored, you may refer to the master 
protocol/IB (include the page #s); this section should be similar to the Procedures-section in the consent form 

Section 7 Describe all the risks (refer to each research activity described in section 6), for all subject populations; this section 
should be similar to the Risks-section in the consent form 

Sections 8-10 Answer each (applicable) item 

Section 11 Answer each (applicable) item for all subject populations; for most studies, identifiable data is necessary (multiple study 
visits, data quality assessment, etc), but the plan to protect the data needs to be described; this section should be 
similar to the Confidentiality-section in the consent form 


