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Let’s first make sure we are 
speaking the same language
• iSTAR – 
• IRB Approval -
• HSPP/IRB Administrators –
• Designated Reviewer –
• The IRB –
• Waiver of consent/HIPAA (or partial waiver) –
•  A formal determination from the CHLA IRB - 
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Takeaway from today’s 
presentation;

• WHEN IN DOUBT:
• Investigators planning quality improvement activities should submit an iStar 

application to the IRB. Under the category “Type of Study Review” the PI should 
indicate that the study falls under the category “Expedited Review”. If the HSPP 
office concurs, a determination letter will be issued confirming that the activity is 
quality improvement and not research.

• CHLA IRB review and approval, certification of exemption, and/or 
“not human subject research” determinations must be obtained 
PRIOR to any contact with human subjects or any use of specimens, records or data. 

The CHLA IRB does not grant retroactive 
approvals, exemptions or determinations 

for activities that have already been 
performed

3



Quality Assurance (QA) and Quality 
Improvement (QI) Activities
• Clinical QI/QA: Systematic, data-guided activities designed 

to improve clinical care, patient safety and health care 
operations. The activity is designed to bring about 
immediate positive changes in the delivery of health care, 
programs or business practices in the local setting. Intent 
is limited to improving care, operations, etc.

• Non-clinical QI/QA: Data collected with the limited intent 
of evaluating and improving existing services and 
programs or for developing new services or programs. 
Examples include teaching evaluations or customer 
service surveys. Intent is limited to evaluating services or 
programs.
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Regulatory Definitions
According to 45 CFR 46.102:
• Human subject means a living individual about whom an investigator (whether 

professional or student) conducting research: (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.

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

• Intervention includes both physical procedures by which data are gathered (for 
example, venipuncture) and manipulations of the subject or the subject’s 
environment that are performed for research purposes.

• Interaction includes communication or interpersonal contact between investigator 
and subject. Private information includes information about behavior that occurs in 
a context in which an individual can reasonably expect that no observation or 
recording is taking place, and information which has been provided for specific 
purposes by an individual and which the individual can reasonably expect will not be 
made public (for example, a medical record). 

• Private information must be individually identifiable (i.e., the identity of the subject is or may 
readily be ascertained by the investigator or associated with the information) in order for 
obtaining the information to constitute research involving human subjects.”
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Quality Improvement vs. Research

• Determining if an activity is Research or Quality Improvement can be 
challenging. 

• Federal regulations require human subject research to be reviewed 
and approved by the IRB, while strictly QI activities do not require IRB 
oversight. However, some QI activities may also be research and 
therefore need IRB approval. 

• A QI activity may be a systematic investigation that is planned in advance 
and may use data collection and analysis to answer a question.

• Although research must include systematic investigation, many non-
research activities also include systematic investigation. Systematic 
investigation does not, in and of itself, define research.

Start at the end - INTENT

One of the keys to putting together a good QI project is to look at your end 
goal. Imagine getting results that point to “success,” and think carefully about 

what you need to put in place before you even begin. Consider the primary 
intent and design of the project. 
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The Intent to Publish

• The intent to publish is an insufficient criterion for 
determining whether a quality improvement activity 
involves research. 

• Planning to publish an account of a quality 
improvement project does not necessarily mean that 
the project fits the definition of research; 

• People seek to publish descriptions of non-research 
activities for a variety of reasons, if they believe others may 
be interested in learning about those activities. 

• Conversely, a quality improvement project may involve 
research even if there is no intent to publish the results.
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Examples of QI activities that are 
likely NOT research include:

• Implementing a practice to improve the quality of patient care 

• Collecting patient or provider data regarding the implementation of the 
practice for clinical, practical, or administrative purposes 

• Measuring and reporting provider performance data for clinical, practical, or 
administrative uses 
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Non-Research Examples
• A radiology clinic uses a database to help monitor and forecast radiation 

dosimetry. This practice has been demonstrated to reduce over-exposure 
incidents in patients having multiple procedures. Patient data are collected 
from medical records and entered into the database. The database is later 
analyzed to determine if over-exposures have decreased as expected.

• A group of affiliated hospitals implements a procedure known to reduce 
pharmacy prescription error rates and collects prescription information from 
medical charts to assess adherence to the procedure and determine whether 
medication error rates have decreased as expected.

• A clinic increasingly utilized by geriatric patients implements a widely accepted 
capacity assessment as part of routine standard of care in order to identify 
patients requiring special services and staff expertise. The clinic expects to 
audit patient charts in order to see if the assessments are performed with 
appropriate patients and will implement additional in-service training of clinic 
staff regarding the use of the capacity assessment in geriatric patients if it finds 
that the assessments are not being administered routinely.

These processes are already or are going to be routine
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Research = Intent to contribute to 
generalizable knowledge

• The activity is NOT intended for generalizable knowledge;

• If the primary intent of the project is not generalizability (e.g., it is 
program evaluation/practice improvement related to a specific 
initiative) OR the project is not designed in a way that the findings 
would be generalizable (i.e., limitations to project design)

• If the intended outcome is simply to report on what happened at 
the institution/program, this does not indicate research design or 
intent as it may or may not be generalizable outside of the 
institution. 
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Examples of activities that are likely 
QI and research

• A project involves introducing an untested clinical intervention for 
purposes which include not only improving the quality of care but also 
collecting information about patient outcomes for the purpose of 
establishing scientific evidence to determine how well the intervention 
achieves its intended results. 

• Collaborative (multi-site) – All the sites are trying to improve some 
aspect of clinical care (ex. implementing an application to help 
improve making clinical decisions). 

• A department decides an app will improve care, and implement the app. They 
collect data as the app is implemented, and in addition, analyze this data for 
generalizable knowledge. 
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IRB review may be required when;
• In general, any research that involves either the participation 

of human subjects or the use of human biological specimens, 
medical charts, or databases with identifying information 
about humans is considered to be human research and 
requires IRB review.

• The funding for the activity comes from the outside 
organizations such as the NIH or those with a commercial 
interest in the results (Industry)

• The activity requires rigid and strict adherence to a process or 
protocol, indicative of a “systematic investigation” which would 
mean that the activity may be research

• The methodology employs a standard research design, such as 
randomization

• Multiple sites are involved, and all are implementing 
standardized procedures, indicating that the results may be 
generalizable, and the outcomes are likely not being used only 
for QI or program evaluation at the local institution
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IRB review may be required when;

• The project involves testing an experimental drug, device (including 
medical software or assays), or biologic; activity will try to test or 
prove something that is untested or unproved in other settings 

• The project seeks to develop new knowledge or validate new 
treatments rather than to assess the implementation of existing 
knowledge

• The risks to the participants from the intervention are greater than 
minimal

• One intends to further study a completed QI project (use of 
secondary data) and make it generalizable (research)

iSTAR submission of your project is not the same as “needing IRB 
review and oversight though the life of your project” – You may get a 

NHSR or Exempt determination!
Journals and/or national organizations may require a formal 

determination from the IRB in order to submit a manuscript or 
abstract (you’ll need IRB approval prior to the research)
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Examples of secondary data for research
• A QI project is implemented, and upon completion, the investigator realizes they 

want to do research about the project, and interview clinicians. The data they will 
collect from the interviews will be used for research, therefore, they would submit 
to the IRB before beginning interviews. 

• A team uses biologic samples to compare two different types of tests to determine 
which one is better and therefore which one should be used (intent to improve care 
at Institution). After they complete the comparison, they realize they want to share 
the success of these tests because they believe it will help other institutions (intent 
to contribute to generalizable knowledge). They then submit to IRB and request to 
use the data collected for the QI project as secondary data for research before they 
complete further analysis.

 

• A surgeon believes that a certain technique will improve their own practice, so they 
implement it and record results as part of clinical practice. They then decide that 
this practice would help others, so they go back to their data to systematically 
analyze and generalize outcomes and results. They would need to submit to the IRB 
prior to the review of gathered data. 
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Not Human Subjects Research (NHSR)

• The IRB’s role is to oversee human subject research. Therefore, studies that 
do not involve human subjects or do not meet definition of research under 
45 CFR 46.102(d), are considered Not Human Subjects Research (NHSR).

• The CHLA IRB permits investigators to apply the definitions of “research” 
and “human subject” in order to determine whether their proposed 
activities meet the definition of human research. See HRP-001 SOP: 
Definitions for details. 

• However, investigators frequently are unsure whether their proposed 
activities meet the definition of “research” or “human subject.” It is 
strongly recommended that investigators request a formal determination 
about whether an activity is human research. 

Some funding agencies, sponsors, meetings, conferences and 
journals may require a formal determination from the CHLA 

IRB. 
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IRB review is not likely required;
• If the project is intended to directly affect institutional or 

programmatic practice, improve a process or delivery of 
care within a specific health care setting

• If the intention upon designing and conducting the project is 
to improve or evaluate a specific practice/program locally

• If the practice being implemented/mandated is based on 
sufficient existing evidence that indicates the practice should 
be effective when implemented locally 
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If submitted into iSTAR you’d receive a memo that verifies your project 
as “Activities not requiring IRB review” 



When submitting to the IRB you 
may ask for a waiver of consent
• For QI projects; This activity could be considered part of usual 

care. Consent beyond what is already obtained in clinical 
practice is generally not necessary. 

• For HS Research; The HHS regulations protecting human 
subjects allow an IRB to waive the requirements for 
obtaining informed consent of the subjects of the 
research when

• the risk to the subjects is minimal,
• subjects’ rights and welfare will not be adversely affected by the 

waiver,
• conducting the research without the waiver is not practicable, and
• if appropriate, subjects are provided with additional pertinent 

information after their participation (45 CFR 46.116(d)).
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IMPORTANT NOTE:
• When in doubt: Investigators planning quality improvement activities 

should submit an iStar application to the IRB. Under the category “Type of 
Study Review” the PI should indicate that the study falls under the category 
“Expedited Review”. If the HSPP office concurs, a determination letter will 
be issued confirming that the activity is quality improvement and not 
research.

• CHLA IRB review and approval, certification of exemption, and/or not 
human subject research determinations must be obtained prior to any 
contact with human subjects or any use of specimens, records or data. 

The CHLA IRB does not grant retroactive 
approvals, exemptions or determinations 

for activities that have already been 
performed
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How do you get an iSTAR account?
• Take an HS Research CITI training; please make sure you are registered with a free CITI account 

that is affiliated with CHLA using your CHLA email address. In order to avoid the paywall, go to 
www.citiprogram.org and click ‘Register’ in the far right-hand side.

• Beneath that, type “Children’s Hospital Los Angeles” into the “Select Your Organization 
Affiliation” section. Do not select the option that includes (SSO) at the end.

• Check the boxes as they appear and then click the “Create Account” button on the left hand 
side. Again, avoid the SSO-specified option.

• This should set you up with a free CHLA-affiliated account. The option should be accessible 
from there.

• If you need to add a course to your account, from your main log-in page, scroll down to your 
affiliations. Next to CHLA, click the ‘View Courses’ button.

• On the new page, scroll down to the bottom of the page. In the grey box at the bottom, click 
the ‘Add Courses’ option.

• Select which trainings are appropriate. The most commonly selected are Human Subjects 
Research (choose Biomedical or Social/Behavioral, depending on the type f research you are 
doing)

• Once complete, an iSTAR account should be generated for you if it does not already exist. If 
you find you do have an iSTAR account but it will not let you submit an application, please 
email your HS CITI Certificate to istar@usc.edu so they can update your account.
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iSTAR

• https://istar.usc.edu/
• Log in with your CHLA OKTA login 
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Don’t forget to fill out yearly 
disclosures or you will not be able 
to submit your iSTAR application! 

• Please make sure to sign in with CHLA OKTA 
https://disclose.usc.edu/diSClose/sd/PublicC
ustomLayouts/SSO/Selection
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How to create your QI application;

• Click on NEW IRB Study on the left of the screen after 
you are logged in
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This is 1 example of a possible QI 
project iSTAR entry
• Screenshots may not be representative of how YOUR 

project should be entered
• Remember iSTAR is a USC-CHLA shared platform that has 

its flaws and was created for the purpose of submitting 
Human Subjects Research

• Once submitted your project still needs to be reviewed by 
dept/division heads within iSTAR as well as ancillary 
reviews such as IS/IT for data/PHI uses (could take over a 
week)

• Once it reaches an IRB Administrator in the HSPP office 
the length of time before you have a memo stating the 
determination approval depends on which type; 
NHSR<Exempt<Expedited<Full-committee review

Be Specific with your INTENT
25
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35.2 says insert a CHLA Data Use Agreement, but it is not 
necessary to attach anything there…
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-Section 40 lets you attach additional info and/or describe anything additional that 
was not covered elsewhere. 
-Section 50 you will likely say NO to every question in there as it deals with 
lab/radiation/path/ER/nursing/data-sharing/heartinstitute pts. 

Click save & submit when ready!



Need Help?
  

• Contact the iStar Technical Support Desk: 
• istar@usc.edu

• Candice Mulder cmulder@chla.usc.edu
• RegulatoryAffairs@chla.usc.edu
• HSPP@chla.usc.edu
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References/Resources
• https://www.chla.org/research/hspp 
• Differences Between Research and Quality Improvement Activities
• Activities that Require IRB Review
• HRP-001 SOP: Definitions
• https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/quality-

improvement-activities/index.html
• https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4857497/
• Worksheet developed by Rachel Nosowsky, Esq. and is based on The Hastings 

Center Report The Ethics of Using QI Methods to Improve Health Care Quality and 
Safety Download the Worksheet.

• worksheet developed by the CHOP Quality Improvement Committee (QIC) Ethics 
Subcommittee Download the CHOP QI Screening Checklist.

• The SQUIRE Website(link is external) has numerous useful tools and guidelines for 
those doing Quality Improvement work.

• Publication Guidelines for Quality Improvement Studies in Health Care: The 
Evolution of the Squire Project Annals of Internal Medicine, 2008

• http://www.ihi.org/resources/Pages/Tools/Quality-Improvement-Essentials-
Toolkit.aspx
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https://irb.research.chop.edu/sites/default/files/documents/quality_improvement_vs._research_checklist_2018.pdf
http://www.squire-statement.org/
https://irb.research.chop.edu/sites/default/files/documents/evolution_squire_project.pdf
https://irb.research.chop.edu/sites/default/files/documents/evolution_squire_project.pdf
http://www.ihi.org/resources/Pages/Tools/Quality-Improvement-Essentials-Toolkit.aspx
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Additional Resources
• 45 CFR 46.102(e)(1):  Federal Policy’s definition of Human Subject (v 2018)
• 45 CFR 46.102(l):  Federal Policy’s definition of Research (v 2018)
• 45 CFR 46 (v 2018): Preamble for Quality Improvement Activities
• IRB Ethics & Human Research, Vol 39(3), May-June 2017, Pages 1-10
• Journal of Empirical Research on Human Research Ethics, 2015, Vol 10(2), Pages 209-210
• 45 CFR 164.506 (2013): Definition of Health Care Operations
• IRB Ethics & Human Research, Vol 35(5), September-October 2013, Pages 1-8
• Research Compliance Professional’s Handbook, 2nd Edition, 2013, Chapter 8, Page 79
• OHRP Quality Improvement Activities FAQ (2010)
• 2005 California Senate Bill 13 (SB 13) (*when applicable)
• Example of a published QI Project
• Paper on quality improvement in healthcare by Paul Batalden and Frank Davidoff 
• BMJ video on quality improvement 
• Exempt - https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-

46/index.html#46.101
• Expedited - https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-

of-research-expedited-review-procedure-1998/index.html
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https://journals.sagepub.com/doi/pdf/10.1177/1556264615575513
https://www.hhs.gov/sites/default/files/ocr/privacy/hipaa/understanding/coveredentities/sharingfortpo.pdf
https://www.jstor.org/stable/pdf/24574926.pdf
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Other Helpful Links 

1. The Ethics of Using Quality Improvements in Health Care contains a detailed discussion of the differences 
between QI and research

2. The Common Rule and Continuous Improvement in Health Care a discussion paper sponsored by the 
Institute of Medicine discusses the interactions and overlap between QI and research.

3. Vogelsang J. Quantitative research versus quality assurance, quality improvement, total quality 
management, and continuous quality improvement.(link is external)

4. Casarett et al. Determining when quality improvement initiatives should be considered research: proposed 
criteria and potential implications.(link is external)

5. Finkelstein et al. Oversight on the borderline: quality improvement and pragmatic research(link is external)
6. Baily et al. Special Report: The Ethics of Using QI Methods to Improve Health Care Quality and Safety(link is 

external)
7. Lynn et al. The ethics of using quality improvement methods in health care.(link is external)
8. Grady C. Quality improvement and ethical oversight.(link is external)
9. Davidoff et al. Publication guidelines for improvement studies in health care: evolution of the SQUIRE 

Project.(link is external)
10.Baily MA. Harming through protection?(link is external)
11.Miller and Emanuel. Quality-improvement research and informed consent
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*All services available for group or one-on-one study staff training sessions

For guidance, training & regulatory assistance on federal, state and local 
policies & CHLA procedures regarding research & clinical trials at CHLA 

Email RegulatoryAffairs@chla.usc.edu for assistance 

Candice B. Mulder, MPH, CCRP, CIP | (she/her/ella)
Manager, Clinical Research Regulatory Affairs - Human Subjects Protection Program  

  Children's Hospital Los Angeles
Ph: 323-203-7538  cmulder@chla.usc.edu

Please visit the HSPP website https://www.chla.org/research/hspp 
for guidance documents & templates.

Additional Clinical Research Tools - https://chla.sharepoint.com/sites/crso

mailto:CRSORegulatory@chla.usc.edu



	Quality Improvement vs. Research
	Let’s first make sure we are speaking the same language
	Takeaway from today’s presentation;
	Quality Assurance (QA) and Quality Improvement (QI) Activities�
	Regulatory Definitions�According to 45 CFR 46.102:�
	Quality Improvement vs. Research
	The Intent to Publish
	Slide Number 8
	Examples of QI activities that are likely NOT research include:
	Non-Research Examples
	Research = Intent to contribute to generalizable knowledge
	Examples of activities that are likely �QI and research�
	IRB review may be required when;�
	IRB review may be required when;�
	Examples of secondary data for research
	Slide Number 16
	Not Human Subjects Research (NHSR)
	IRB review is not likely required;
	When submitting to the IRB you may ask for a waiver of consent
	IMPORTANT NOTE: 
	How do you get an iSTAR account?
	iSTAR
	Don’t forget to fill out yearly disclosures or you will not be able to submit your iSTAR application! 
	How to create your QI application;
	This is 1 example of a possible QI project iSTAR entry
	Slide Number 26
	Slide Number 27
	Slide Number 28
	Slide Number 29
	Slide Number 30
	Slide Number 31
	Slide Number 32
	Slide Number 33
	Slide Number 34
	Slide Number 35
	Slide Number 36
	Slide Number 37
	Slide Number 38
	Slide Number 39
	Slide Number 40
	Slide Number 41
	Slide Number 42
	Slide Number 43
	Slide Number 44
	Slide Number 45
	Slide Number 46
	Slide Number 47
	Slide Number 48
	Slide Number 49
	Slide Number 50
	Slide Number 51
	Slide Number 52
	Slide Number 53
	Slide Number 54
	Slide Number 55
	Need Help?
	References/Resources
	Additional Resources�
	Other Helpful Links 
	Slide Number 60
	Slide Number 61

