
 Quality Improvement Certification Form



If the answer to all questions is “QI” then the Investigators may sign the affirmation on the next page. Submit to the Office of Research Administration at Research@summahealth.org for sign-off for physicians and staff. Use the Certificate as documentation that their project is not research requiring further IRB review. If one or more responses is “Research”, then the project maybe research.


	Research versus QI Questions for Not Human Subject Certification
	Yes/ No

	1. Does the analytical or evaluative component of the activity change the way that the clinical care will be delivered in such a way that risks may be higher for those who participate (e.g., will those who participate be randomized to different Interventions to permit statistical comparison of outcomes)?

Yes – Research	No – QI
	

	2. Is there funding from an external organization based on support of a “research paradigm” to carry out the proposed activity?

Yes – Research	No – QI
	

	3. Is there funding from an external organization with a commercial interest in the results or will the results of the study or project be used for commercial purposes?

Yes – Research	No – QI
	

	4.   Is the primary intent of the project or study to contribute to generalizable knowledge?

Yes – Research	No – QI
	

	5. Has the study been designed so that results will be generalizable (e.g. randomization of subjects, comparison of cases vs controls)?

Yes – Research	No – QI
	

	6. Does the project seek to test Interventions that are beyond current science and experience, such as new treatments, drugs, biologics or devices?

Yes – Research	No – QI
	

	7. Does the project involve care practices, Interventions, or treatments that are not standard of care or have not been established in other settings?

Yes – Research	No – QI
	

	8. Is the project undertaken by or for Summa Health AND the goal of the project is immediate audit, evaluation or improvement in Summa Health patient safety or care?

Yes – QI	No – Research
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9.   What if my project is determined to be QI and I want to publish the results of my QI initiative?

Intrinsic components of QI are shared learning. It is entirely appropriate to disseminate and replicate QI successes, including through channels that are external to an organization. This may include presentations at meetings and publications in professional journals. Therefore, the mere intent to publish the findings of a QI project does not obligate IRB review as long as the publication does not describe a project that falls under the definition of human subjects regulated research and makes it clear the publication is the result of a quality improvement



Title of Project:  	



PLEASE ATTACH A DATED DESCRIPTION OF THE QI PROJECT, INLCUDING OUTCOMES THAT WILL BE COLLECTED.

The project leader/lead Investigator may sign on behalf of all Investigators associated with this project that all questions have been correctly answered.  Mentors must sign off on behalf of trainees.

I certify that all responses to the above questions are correct.



Printed Name of Project Lead	Email



Project Lead Signature	Date



Printed Name of Office of Research Administration	Email



Signature of the Office of Research Administration	Date



NOTE: If your project involves constructing a QI database, the investigator(s) may observe patterns and trends that might contribute to generalizable knowledge. If it is decided at this point to expand the scope of this project by, for example, generating testable hypotheses, then the new project would be research. The investigator(s) could still analyze their QI data as described in the original QI protocol and submit for publication, but any new or additional analyses, with research goals as described in the questions above would be considered research. The investigator(s) would then need to submit an IRB protocol to conduct a research study. If the investigator(s) would like guidance on this process, please contact research@summahealth.org.
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              If the answer to all questions is “QI” then the Investigators may sign the affirmation on the next page. Submit to  the Office of Research Administration at  Research@summahealth.org  for sign - off for physicians and staff. Use  the Certificate as documentation that their project is not research requiring further IRB review. If one or more  responses is “Research”, then the project maybe research.      
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2. Is there funding from an external organization based on support of a “research paradigm” to  carry out the proposed activity?     Yes  –   Research   No  –   QI   

3. Is there funding from an external organization with a commercial interest in the results or will  the results of the study or project be used for commercial purposes?     Yes  –   Research   No  –   QI   
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