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Is my project an improvement project or research/clinical investigation?  

There is often confusion in determining whether Improvement Project (IP)  (e.g. Performance Improvement, Practice Improvement, Quality Improvement) falls under the jurisdiction of the IRB. Other attributes such as methodological design, selection of subjects and hypothesis testing do not necessarily differentiate human subject research/clinical investigation from an Improvement Project because these attributes can be shared by both research and non-research activities. The distinction between Improvement Projects and human subject research is challenging and evolving. 

IMPORTANT:  

· It is strongly recommended that the determination be made by more than one person from the project team. 
· If the team determines the project is an Improvement Project, they are reminded they must follow the Institutional Security Policies and HIPAA regulations for protecting the information found in the Determination of Human Subjects Research Form.
· If data is shared outside of UVA with any HIPAA identifiers ( see Appendix A) the project team must contact Medical Center Procurement to establish a HIPAA Business Associates Agreement ( BAA) 
· If, after reviewing the guidance, the team is unsure how to answer the questions, or if the Journal requires documentation of IRB review the team should submit a Determination of Human Subjects Research Form to the IRB-HSR.

· Consult with the IRB for Social and Behavioral Sciences (IRB-SBS) regarding the difference between and Improvement Project and Research if this project does not involve improving the quality of health care delivery.  

· Also consult with the IRB-SBS if this project involves evaluating an educational process or curriculum and does not involve access to a patients’ health information.
· Data may NOT be published with any HIPAA identifiers.

· If the project was an Improvement Project, the project must be described in any dissemination of information as an Improvement Project and NOT as research.

A Health Care Delivery Improvement Project (e.g.  Performance Improvement, Practice Improvement, Quality Improvement) is one that meets either of the following criteria

1. Implementing an accepted practice to improve the delivery or quality of care or services ( including, but not limited to education, training and changing procedures related to care or services) if the purposes are limited to altering the utilization of an accepted practice and collecting data or biospecimens to evaluate the effects on the utilization of the practice.
2. Data collection and analysis, including the use of biospecimens, for an institution’s own internal operational monitoring and program improvement purposes, if the data collection and analysis is limited to the use of data or biospecimens originally collected for any purpose other than the currently proposed activity, or is obtained through oral or written communications with individuals (e.g., surveys or interviews).
Use the algorithm below to determine if a project meets the definition of Human Subject Research. 
If you are still uncertain about the need for IRB review, please submit a Determination of Human Subject Research Form to the IRB.  The IRB-HSR will use information from Administrative Guidance 3-28 to make the IP vs Research Determination. 

Health Care Delivery Improvement Project  vs. Research:  IRB-HSR*











Appendix A:  HIPAA Identifiers  

	1.  Name

	2.  All geographic subdivisions smaller than a state, including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of the zip code if, according to the current publicly available data from the Bureau of the Census: (1) The geographic unit formed by combining all zip codes with the same 3 initial digits contains more than 20,000 people and (2) The initial 3 digits of a zip code for all such geographic units containing 20,000 is changed to 000. 

	3.  All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older. 

[This means you may record the year but not record the month or day of any date related to the subject if the subject is under the age of 89.  In addition if the subject is over the age of 89 you may not record their age and  you may not record the month, day or year of any  date related to the subject ]

	4.  Telephone numbers

	5.  Fax numbers

	6.  Electronic mail addresses

	7.  Social Security number

	8.  Medical Record number

	9.  Health plan beneficiary numbers

	10.  Account numbers

	11.  Certificate/license numbers

	12.  Vehicle identifiers and serial numbers, including license plate numbers

	13.  Device identifiers and serial numbers

	14.  Web Universal Resource Locators (URLs)

	15.  Internet Protocol (IP) address numbers

	16.  Biometric identifiers, including finger and voice prints

	17.  Full face photographic images and any comparable images 

	18. Any other unique identifying number, characteristic, code that is derived from or related to information about the individual (e.g. initials, last 4 digits of Social Security #, mother’s maiden name, first 3 letters of last name.)

	19. Any other information that could be used alone or in combination with other information to identify an individual. (e.g. rare disease, study team or company has access to the health information and a HIPAA identifier or the key to the code)
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YES





RESEARCH- 





Is the purpose of this project to establish a new clinical practice standard where one does not already exist? 








NO





NO





NO





Is the purpose of this project to bring immediate improvement in health care delivery in order to meet an established standard? 





YES





Is the purpose of this project to assess or improve a health care delivery process, program or system? 


Answer NO if project includes administering a drug/ use of a device. 








RESEARCH- 





NO





* Project team should consult with the IRB-SBS regarding the difference between an Improvement Project and Research if their project does not involve improving the quality of health care delivery.  They should also consult with the IRB-SBS if the project involves evaluating an educational process or curriculum and does not involve access to a patients’ health information.





IMPROVEMENT PROJECT (IP)


An IRB approval is not required to conduct an Improvement Project. 


Project team should consult with a Process Improvement committee to determine if they need to review the project. 





NO





If the project will involve randomization, are all of the processes, programs, or systems involved, established clinical standards? Note:  Only a content expert may be able to answer this question. 





YES





Could the project affect clinical decision making for an individual patient vs. a population of patients? 





YES or NA- Not Randomizing- 





RESEARCH- 





YESSS
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