Portland VA Medical Center

Checklist:  Quality Improvement or Assurance (QA/QI) or Research? 
Research is defined as “a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.” Work which is a systematic investigation designed to produce information to expand the knowledge base of a scientific discipline or other scholarly field of study is considered research. If you are not sure if your project would be considered research or quality assurance/quality improvement, complete this checklist. If you have questions, please contact the Research Office at ext. 55125.

If this project is not being conducted at the Portland VA Medical Center, please obtain approval to conduct your project from your Medical Center Director, and document such approval through their signature on the second page of this form.

Responsible Individual (may not be a student):       


Facility Name:      

Department/Service:       
Mailcode:       


Phone:      

E-mail:      
Project Title:       

Please submit this completed checklist and a brief (1 page) description of the proposed project, clearly stating the purpose of the activity, how the work will be conducted, and what will be done with the resulting information, to the Research Office (Bldg. 101, Room 502, or fax to 503-273-5351).

	CONDITIONS FOR DETERMINATION OF QA/QI STATUS
	Yes
	No

	1. Is this project or activity designed to be implemented and used solely for internal VA purposes? (ie, findings are intended to be used by and within VA or by entities responsible for overseeing VA, such as Congress or the Office of Management and Budget).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Does the project aim to produce information that expands the knowledge of a scientific discipline or scholarly field?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Does the project consist of “operations activities
”? (see footnote for examples)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	a. If “Yes”, has the activity been supplemented or modified in order to produce information that is not needed for internal operations purposes?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Will data that was (or will be) collected for an internal evaluation of a VA program be subsequently accessed or analyzed in a different way in order to produce information that expands the knowledge base of a scientific discipline?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Will an operations activity or internal evaluation be supplemented or modified in order to produce information that expands the knowledge base of a scientific discipline?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Will the proposed project meet requirements set forth by a masters program (or other university level degree program) that requires that “research” be conducted?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 

	Variation from standard of practice
	 FORMCHECKBOX 

	Rate of adoption

	 FORMCHECKBOX 

	Improved adherence with standard of practice
	 FORMCHECKBOX 

	Ease of implementation

	 FORMCHECKBOX 

	Satisfaction with standard of practice
	 FORMCHECKBOX 

	Cost reduction

	 FORMCHECKBOX 

	Feasibility
	 FORMCHECKBOX 

	Other:      

	8. Might this project lead to publication(s) or presentation(s) reporting something other than those items checked in #7 above?  
	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


	10. Does the project involve a “control group” (patients or employees) in whom an intervention is intentionally withheld or process not done to allow an assessment of its efficacy?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Yes
	No

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

	 FORMCHECKBOX 


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

	 FORMCHECKBOX 


	13. Who will participate?      

	14. Is participation voluntary?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


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

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


____________________________________________   
_____________________

Signature of Responsible Individual 

Date
*Please note that it is the responsibility of this individual and/or each VA author and coauthor (in cases of publications) to retain a copy of this form signed by the ACOS/Research for a minimum of 5 years after publication and in accordance with any applicable records retention schedules. A copy will also be retained by Research Service and Quality & Performance Service.
If the project is not conducted at PVAMC:

____________________________________________
_____________________

Signature of Medical Center Director 

Date
Office Use only
 FORMCHECKBOX 
 Determined to not be research. No research approvals required

 FORMCHECKBOX 
Research - requires IRB approval  
 _______________________________________  ______ 

ACOS/R&D – Portland VA Medical Center
        Date
 FORMCHECKBOX 
 See comments, below, on back of form or attached.

� Examples of operations activities include activities designed for internal VA purposes, including routine data collection and analysis for operational monitoring, evaluation and program improvement purposes, VHA system redesign activities, patient satisfaction surveys, case management and care coordination, policy and guidance development, benchmarking activities, Joint Commission visits and related activities, medical use evaluations, business planning and development such as cost-management analyses, underwriting, and similar activities.


� 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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