Portland VA Medical Center

Checklist to Determine When Projects are “QA”/”QI” and when a Project Needs IRB Review
Responsible Individual:       


Department:       
Project Title:       

Please submit this completed checklist and a brief (1 page) description of the proposed project to the Research Assurance and Compliance Coordinator in the Research Office (Bldg. 101, Room 502).

	CONDITIONS FOR DETERMINATION OF QA/QI STATUS
	Yes
	No

	1. Is the project intended to measure variation by VA staff
 from standard of practice? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Is the project intended to improve adherence to standard of practice by VA staff?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.  Is the goal of the project to increase adherence to the formulary or national disease management guidelines?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Please indicate below all of the following that are measured with this project:  


a.   FORMCHECKBOX 
 Variation from standard of practice
e.   FORMCHECKBOX 
 Rate of adoption 


b.   FORMCHECKBOX 
 Improved adherence with standard of practice
f.    FORMCHECKBOX 
 Ease of implementation

c.   FORMCHECKBOX 
 Satisfaction with standard of practice                          g.   FORMCHECKBOX 
 Cost reduction


d.   FORMCHECKBOX 
 Feasibility                                                                    h.   FORMCHECKBOX 
 Other:       

	5. Is there a potential that this project could lead to publication(s) or presentation(s) reporting something other than those items checked in #4 above?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.  Does the project involve prospective assignment of patients to receive different or additional procedures or therapies?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.  Does the project involve a “control group” in whom an intervention is intentionally withheld to allow an assessment of its efficacy?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.  Will individuals be exposed to additional physical, psychological, social or economic risks or burdens (beyond satisfaction surveys)?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9.  Will the project collect and record identifiers + health information (PHI
) for purposes other than treatment, payment or operations?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10. Who or what VA organizational body (if any) authorized or sanctioned the project?       

	11. Please include any comments or clarifications here regarding the project and/or questions:      


____________________________________________   
_____________________

Signature of Responsible Individual 
Date

Reviewer Comments: (Please document additional comments on the back)

Reviewer Signature and Name: ___________________________________________
Date: _________________
� VA staff includes any individuals with a VA appointment.  This includes staff paid by the VA as well as individuals who have a Without Compensation (WOC) appointment.  


� PHI (Protected Health Information) = Health information + identifiers.  The 18 HIPAA identifiers include:  


1) Names; 2) All geographical 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: a) the geographic unit formed by combining all zip codes with the same three initial digits contains more than 20,000 people; and b) the initial three digits of a zip code for all such geographic units containing 20,000 or fewer people 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.�4) Telephone numbers; 5) Fax numbers; 6) Electronic mail addresses; 7) Social security numbers; 8) Medical record numbers; 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, or code.
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