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I.  Conditions for Determination of QI/QA versus Research 

  

 

Research Form 130  
Determination of Research 

This form must be accompanied by a research protocol or a Quality Improvement (QI) project template. 
ONLY electronically completed applications and signatures will be accepted. 

Title of Project:  

     VA Staff          Resident         Other Student (if applicable – Residents & Other Students must have a 
Preceptor) 

Project Director/Student: Phone Number: 

Project Preceptor:  
(if applicable) 

Phone Number: 

Service Chief: Phone Number: 

Brief project summary (In two or three sentences, please describe the purpose of the project): 

Please respond to the following questions using either “YES” or “NO” to determine if your project 
meets the definition of Research. 

 Yes No 

1. This activity is designed and implemented for internal VA purposes?   

2. This activity is not designed to produce information that expands the knowledge 
base of a scientific discipline (or another scholarly field)? 

Which phrase best describes the purpose of your project? 

To improve internal organizational processes, practices, costs or 
productivity 

To generate new knowledge that can be generalized. 

  

3. Are the activities funded or otherwise supported as research by Office of 
Research & Development (ORD) or any other sponsor? 

  

4. Is the activity a clinical investigation as defined under Food and Drug 
Administration (FDA) regulations? 

  

5. Does the activity include double-blind interventions?    

6. Does the activity include the use of placebo controls?   

7. Does the activity include prospective patient-level randomization to clinical 
interventions not tailored to individual patient benefit? 

  

8. Is operations activity designed to develop or contribute to generalizable 
knowledge if the conceptualization, plan, or implementation of the activity is 
supplemented or modified to produce information that expands the knowledge 
base of a scientific discipline (or other scholarly field of study)? 
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If you answered “YES” to questions 1-2, and/or “NO” to questions 3-8, your project does not 
constitute research and you can stop here. 

If you answered “NO” to questions 1-2, and/or “YES” to questions 3-8, your project constitutes 
research and a protocol must be submitted along with this form. 

10. Does your project constitute research as described above?

Yes No 

By signing this document, the above is true and complete to the best of my knowledge. 

Project Director/Student Signature Project Preceptor (if student) Signature 

By my signature, I acknowledge that I have read, understand, and agree to support the 
Project Director/Student with this project.

Service Chief Signature 

If you answered “YES” to question 10 above, continue to section II. If you answered “NO” to question 
10 above, stop here and please submit this Research Form 130 to the Research office accompanied 

with the QI Project Template to 
V21REN RESEARCH@va.gov 

Individuals conducting non-research operations activities (as well as the relevant Program Office, 
Network, or facility) incur an obligation to ensure that the safety, rights, and welfare of affected 
patients and staff are appropriately protected. 

9. Have the (including physical, psychological, social, financial, privacy,
confidentiality, and other reasonably foreseeable risks) associated with non-
research operations activities been thoroughly evaluated, and appropriate
protections been established to mitigate them?

If YES, please identify the page and paragraph number in your template where 
you determined there is NO identified risk associated with project 
participation beyond nominal risks and, if applicable, indicate protections that 
will be implemented to mitigate risks: 

mailto:V21REN%20RESEARCH@va.gov
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II.  Exemption Category 
Select the category/categories under which your study that qualifies for an exemption.   If this is a multi-site 
study and activities are varying between sites, please only describe activities occurring at this site.  Please be 
sure to read the qualifying criteria and check all options as applicable. 

Category 1 

 

Research, conducted in established or commonly accepted educational settings, that specifically 
involves normal educational practices that are not likely to adversely impact students’ opportunity to 
learn required educational content or the assessment of educators who provide instruction.  This 
includes most research on regular and special education strategies, and research on the 
effectiveness of or the comparison among instructional techniques, curricula, or classroom 
management methods. 

Category 2 

 Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, 
achievement), survey procedures, interview procedures, or observation of public behavior (including 
visual and auditory recording). 
 
A copy of any surveys or interview questions must be included with this submission. 
 
Please answer the following questions to determine if the study meets the criteria for this category: 
 
1. What methods will be used in this study?  Check all that apply below: 

 
Educational Tests                       Surveys 

Interviews                                   Observations of Public Behavior 
 

If Observations of Public Behavior are checked above, is the investigator participating in the 
behavior being observed? 
 

Yes           No 
 

2. Is the information obtained recorded by the investigator in such a manner that the identity of 
human subjects can be readily ascertained, directly or through identifiers linked to the subjects? 
 

Yes           No 
 

If yes is checked, will any disclosure of the human subjects’ responses outside the research 
reasonably place the subjects at risk of criminal or civil liability, or be damaging to the subjects’ 
financial standing, employability, educational advancement, or reputation? 
 

Yes          No 
 

Note:  Exempt Category 2: The exemption involving survey or interview procedures, or observations 
of public behavior does not apply to research involving children, except for research involving 
educational tests or the observation of public behavior when the investigator(s) do not participate in 
the activities being observed. 

 
Children cannot be included in research involving surveys or interviews under Exempt Category 2 

Category 3 

 Research involving benign behavioral interventions in conjunction with the collection of information 
from an adult subject through verbal or written responses (including data entry) or audiovisual 
recording if the subject prospectively agrees to the intervention and information collection. 
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Benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not 
likely to have a significant adverse lasting impact on the subjects and the investigator has no reason 
to think the subjects will find the interventions offensive or embarrassing.   Examples include having 
the subjects play an online game, solve puzzles under various noise conditions, or have them decide 
how to allocate money between themselves and someone else. 

Please answer the following questions to determine if the study meets the criteria for this category: 

1. Describe the nature of the benign behavioral intervention(s) used in this study and how the
prospective agreement is obtained or reference where in the protocol the description can be
found:

2. Does this research involve deceiving the subjects regarding the nature and/or purposes of the
research?

Yes    No 

If checked yes, this exemption is not applicable unless the subject authorizes the deception 
through a prospective agreement to participate in research in circumstances in which the subject 
is informed that he/she will be unaware of or misled regarding the nature or purposes of the 
research.  Ensure this requirement is adequately documented in the protocol. 

3. Is the information obtained recorded by the investigator in such a manner that the identity of
human subjects can be readily ascertained, directly or through identifiers linked to the subjects?

Yes    No 

If yes is checked, will any disclosure of the human subjects’ responses outside the research 
reasonably place the subjects at risk of criminal or civil liability, or be damaging to the subjects’ 
financial standing, employability, educational advancement, or reputation? 

Yes   No 

Category 4 

Secondary research uses of identifiable private information or identifiable biospecimens if at least 
one of the following criteria is met: 

The identifiable private information or identifiable biospecimens are publicly available. 

Information, which may include information about biospecimens, is recorded by the investigator in 
such a manner that the identity of the human subjects cannot readily be ascertained directly or 
through identifiers linked to the subjects, the investigator does not contact the subjects, and the 
investigator will not re-identify subjects. 

The research involves only information collection and analysis involving the investigator’s use of 
identifiable information when that use is regulated under 45 CFR parts 160 and 164, subparts A 
and E, for the purposes of health care operations or research as those terms are defined at 45 
CFR 164.512(b). 

The research is conducted by, or on behalf of, a Federal department or agency using 
government-generated or government-collected information obtained for non-research activities; 
if the research generates identifiable private information that is or will be maintained on the 
information technology that is subject to and in compliance with section 208(b) of the E-
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Government Act of 2002, 44 U.S.C. 3501note; if all of the identifiable private information 
collected, used, or generated as part of the activity will be maintained in systems of records 
subject to the Privacy Act of 1974, 5 U.S.C. 552a; and, if applicable, the information used in the 
research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq. 

Category 5 

Research and demonstration projects that are conducted or supported by a Federal department or 
agency, or otherwise subject to the approval of department or agency heads (or the approval of the 
heads of bureaus or other subordinate agencies that have been delegated authority to conduct the 
research and demonstration projects), and that are designed to study, evaluate, improve or otherwise 
examine public benefit or service programs, possible changes in or alternatives to those programs or 
procedures, or possible changes in methods or levels of payment for benefits or services under those 
programs. 

NOTE:  The determination of exempt status for research and demonstration projects under 
this category must be made by the Under Secretary for Health on behalf of the Secretary of 
the Department of Veterans Affairs, after consultation with the Office of Research and 
Development (ORD), the Office of Research Oversight (ORO), the Office of General Council 
(OGC), and other experts, as appropriate. 

Research or demonstration projects approved under Exempt Category 5 must be published 
on a publicly accessible Federal Web Site. 

If this study involves Exempt Category 5, refer the study to ORD. 

Category 6 

The research only involves taste and food quality evaluation and consumer acceptance studies if one 
of the following criteria is met: 

One or both boxes must be checked below: 

Wholesome foods without additives will be consumed.  Studies involving alcohol, vitamins, 
or supplements cannot be exempt under this category. 

A food will be consumed that contains a food ingredient at or below the level found to be safe, 
or agricultural chemical or environmental contaminant at or below the level found to be safe 
by the Food and Drug Administration (FDA) or approved by the Environmental Protection 
Agency (EPA) or the Food Safety and Inspection Service of the US Department of 
Agriculture. 

If your project involves FDA-regulated food products, Category 6 is the only category that can 
be used to request exemption. 

Category 7 

Storage or Maintenance for Secondary Use for Which Broad Consent is Required 

Not currently implementable at the VA.  Current policy only allows for the use of broad 
consent when identifiable data or biospecimens are collected solely for research purposes. 
However, due to our current system of records, we are unable to collect solely for research 
purposes. 
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Category 8 

 Secondary research for which broad consent is required.  Research involving the use of identifiable 
private information or identifiable biospecimens for secondary research use. 

All three boxes below must be checked for the study to meet this category and a copy of the 
broad consent form(s) used in the non-VA study or studies and a request for a Waiver of 
HIPAA Authorization, must also be submitted. 

Broad consent for the storage, maintenance, and secondary research use of the identifiable 
private information or identifiable biospecimens was obtained from a non-VA study or studies. 

The research plan for this project does not include returning any results to subjects.  This 
provision does not prevent an investigator from abiding by any legal requirements to return any 
individual research results. 

Repository or original Investigator has attested that the broad consent process met the 
requirements of 38 CFR 16.116(a) (1-4) ;(a) (6); d – Attach 2.7A Attestation of Broad Consent 

 

 

This proposal does not meet any categories of exemption 
 

 

 

 

 

 

 

 

Please submit this Research Form 130 to the Research office accompanied with a protocol to: 

 V21REN RESEARCH@va.gov 

 

 

  

mailto:V21REN%20RESEARCH@va.gov?subject=Non-Research
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Reviewer Recommendation (to be filled out by Exempt Determination Official) 

This project is a non-research per Program Guide 1200.21 VHA Operations Activities 

This project is eligible for exemption under the category(ies) indicated in Section II. (Check 

all boxes that apply). 

Category 1 Category 2 Category 3 Category 4 

Category 5 Category 6 Category 7 Category 8 

This project requires a Limited IRB review. 

This project requires a full IRB review 

This project’s exempt determination status is unclear.  A determination decision is being 

deferred pending response by study team to comments made below. 

Please use this space to address any comments or concerns: 

______________________________________________  ______________________ 

Signature of Reviewer  Date 

______________________________________________ 

Name of Reviewer 

VASNHCS ACOS/R Determination: 

Not Research.  The ACOS/R has determined that based on the responses above and the proposed 
project description, approval by IRB or other review committee is not needed.  The project is non-research 
VHA operations activity.  If the results of this project are presented or published, they cannot be presented as 
research, nor does it have research approval. Please proceed to the implementation phase of your project. No 
further action needed. *  

IRB Exempt Research Project.  As designed this project falls under the Exempt Research Under the 

Revised Common Rule and requires to be reviewed by the Research & Development Committee (RDC) prior 

to initiation.  Contact Research services for next steps at (775) 326-2789    

Research Project.  As designed this project requires review by a full or limited IRB board and RDC 
prior to initiation.  Contact Research services for next steps at (775) 326-2789    

*If this has been approved as non-research, keep a copy of this determination form with your records.

VASNHCS ACOS/R Signature: _________________________________Date: ______________ 


	Title of Project: 
	Project DirectorStudent: 
	Phone Number: 
	Project Preceptor if applicable: 
	Phone Number_2: 
	Service Chief: 
	Phone Number_3: 
	Brief project summary In two or three sentences please describe the purpose of the project: 
	This projects exempt determination status is unclear A determination decision is being deferred pending response by study team to comments made below Please use this space to address any comments or concerns: 
	Name of Reviewer: 
	Check Box1: Off
	Check Box2: Off
	Check Box3: Off
	Check Box4: Off
	Check Box6: Off
	Check Box8: Off
	Check Box10: Off
	Check Box12: Off
	Check Box14: Off
	Check Box16: Off
	Check Box18: Off
	Check Box20: Off
	Check Box22: Off
	Check Box24: Off
	Text26: 
	Check Box27: Off
	Check Box32: Off
	Check Box33: Off
	Check Box34: Off
	Check Box35: Off
	Check Box36: Off
	Check Box37: Off
	Check Box38: Off
	Check Box40: Off
	Check Box42: Off
	Check Box44: Off
	Text45: 
	Check Box46: Off
	Check Box48: Off
	Check Box50: Off
	Check Box52: Off
	Check Box53: Off
	Check Box54: Off
	Check Box55: Off
	Check Box56: Off
	Check Box57: Off
	Check Box58: Off
	Check Box59: Off
	Check Box60: Off
	Check Box61: Off
	Check Box62: Off
	Check Box63: Off
	Check Box64: Off
	Check Box65: Off
	Check Box66: Off
	Date67_af_date: 
	Check Box68: Off
	Check Box69: Off
	Check Box70: Off
	Check Box71: Off
	Check Box72: Off
	Check Box73: Off
	Check Box74: Off
	Check Box75: Off
	Check Box76: Off
	Check Box77: Off
	Check Box78: Off
	Check Box79: Off
	Check Box80: Off
	Check Box81: Off
	Check Box82: Off
	Check Box83: Off
	Date85_af_date: 


