Application for Designation of Activity as Quality Assurance/Quality Improvement or Research 


	Stony Brook Medicine Division of Medical and Regulatory Affairs
	SBU Office of Research Compliance

	Application for Designation of Activity as 
Quality Assurance/Quality Improvement 
or

Research 

v. 3.11.19


	Title of Activity:
	     

	Applicant Name:
	     

	Department:
	     


NOTE: 
·  Section 17.1 of the SBU Standard Operating Procedures should be reviewed prior to using this form.

· The phrase “Hospital QA’ refers to activities involving patients, their data or their tissues that have been required, or require specific endorsement (documented via this application), by Stony Brook Medicine’s Division of Medical and Regulatory Affairs and/or a hospital-recognized departmental quality assurance committee.
· Be sure to carefully choose the correct category below. As an example of possible problems in not doing so: If a journal asks for IRB approval, and the activity in question needed, but did not receive, such approval, there can be no ‘retroactive’ IRB approval issued. 
A. Which of the following descriptions accurately describe your proposed activity?
Check all that apply, and be sure to check category and subcategory, where applicable  
I.  FORMCHECKBOX 
 A hospital QA initiative, or presentation/publication of results thereof, that is conducted within Stony Brook Medicine only, and that serves to:

a.  FORMCHECKBOX 
  measure or improve Stony Brook University’s ability to meet or exceed an existing national standard of care or benchmark (JCAHO, etc)
OR

b.  FORMCHECKBOX 
  develop a standard of care or benchmark for applicability within Stony Brook Medicine.  

II.  FORMCHECKBOX 
 Submission of data to a national or state registry/database:

a.  FORMCHECKBOX 
 that is mandated at the state or federal level
OR

b.  FORMCHECKBOX 
 that directly impacts reimbursements and funding available from the state Department of Health or federal Centers for Medicare & Medicaid Services (CMS) based on performance and/or clinical or quality outcomes.
OR

c.  FORMCHECKBOX 
 that is maintained by an organization formally recognized by Stony Brook Medicine’s Division of Medical and Regulatory Affairs, the principal purpose of which is benchmarking and/or performance improvement, the use of which is for internal SBU activities
III.  FORMCHECKBOX 
  Hospital QA use of data from a registry/database that meets the criteria in II a, b, or c above for the purpose of:

a.  FORMCHECKBOX 
 measuring or improving Stony Brook Medicine’s ability to meet or exceed an existing national standard of care or benchmark (JCAHO, etc).  
OR

b.  FORMCHECKBOX 
 developing a standard of care or benchmark for applicability within Stony Brook Medicine. 
IV.  FORMCHECKBOX 
  A hospital QA initiative, conducted within Stony Brook Medicine only, designed to develop a standard of care or benchmark for general applicability (i.e., not only for operations within Stony Brook Medicine, but to outside entities as well).  

V.  FORMCHECKBOX 
 Submission of data to a registry/database that is not identified in Section II a, b, or c above 

VI.  FORMCHECKBOX 
 Use of data from any registry/database for the purpose of measuring, improving or developing a standard or benchmark, under any condition not covered in section III above, including the use of registry data for the purpose of research.
VII.  FORMCHECKBOX 
 Any activity that proposes comparisons of one or more prospective interventions that are deliberately administered or made available (through randomization or other process) to some patients (if within SBU) or some hospitals (if part of a consortium or organizational effort) and not to others. This does not include, e.g., initiating a QI process in a small % if patients at Stony Brook Medicine first to ensure feasibility, before introducing it to the entire patient population. 
B. Depending on which categories you chose above, you will need to do the following:  
· If your activity is accurately described by category I, II, or III, it is considered to be a hospital endorsed QA/QI initiative, and is under the jurisdiction of Stony Brook Medicine’s Division of Medical and Regulatory Affairs and/or the applicable hospital-recognized departmental quality assurance committee, The ethical and safe conduct of the activity must be in accordance with requirements set forth by these entities.  
Complete this form and attach any and all supporting documentation.  Sign below in Section C and obtain endorsement from the Division of Medical and Regulatory Affairs. Once this is done, you will be able to commence with your activity. Be sure to maintain a copy of this documentation with your records as proof that your activity has been filed appropriately with the Division of Medical and Regulatory Affairs.
· If your activity is accurately described by category IV, V, VI, or VII it constitutes research and is under the jurisdiction of the Office of Research Compliance and/or the Institutional Review Board. 
You do not need to sign or submit this form, but you do need to apply for approval/exemption from the Institutional Review Board (IRB). Please review SBU’s Human Subject Website for full details relating to applications, training, regulations etc.  
· If your activity involves components that are described by more than one category, some of which constitute QA/QI and some of which constitute research, you will need to ensure compliance with the applicable entity, i.e., Stony Brook Medicine’s Division of Medical and Regulatory Affairs for the QA/QI aspects and the Office of Research Compliance/Institutional Review Board for the research aspects of the activity (including securing approval prior to conducting the research).  
You need to receive approval both entities in order to conduct your activity: 

a. Complete this form, along with any and all documentation that will support your assessment that part of your activity constitutes Hospital QA/QI. Sign below in Section C and obtain endorsement from the Division of Medical and Regulatory Affairs or the hospital recognized departmental QA committee entity prior to initiating your activity. 

and

b. Apply to the ORC/IRB for approval/exemption  Please review Stony Brook University’s Human Subjects Website for full details relating to applications, training, regulations etc. You may not commence with your activity until you receive approval from ORC/IRB.

C. Attestations: 
Applicant:

My e-signature confirms that the information I have provided in this document and supporting materials is accurate. I confirm that I will follow all policies and procedures required by the Division of Medical and Regulatory Affairs (and the Office of Research Compliance, where both QA/QI and research are present in the proposed activity) 


     





     



--------------------------------------------------

---------------------------------------------------------------
Applicant’s Name (printed)


Title
Stony Brook Medicine’s Division of Medical and Regulatory Affairs

Chief Quality Officer (CMO) approval via ancillary review in myResearch confirms that he/she has reviewed this application and supporting materials. The CQO concurs that the activity as described constitutes QA/QI that is under the jurisdiction of either his/her division, or a hospital-recognized departmental quality assurance committee. He/she endorses and accepts oversight responsibility for this activity. 
A copy of this signed document and supporting materials will be forwarded to the Office of Research Compliance for appropriate action as necessary (for filing purposes, or further action where there is a research component).    


