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Key Characteristics of Non-Research Activities: ORD Program Guide 1200.21: 
VHA Operations Activities That May Constitute Research 

• Issued by ORD on January 9, 2019 that includes criteria to assist in determining whether a 
VHA operations activity constitutes research. 

• Replacement for VHA Handbook 1058.05 “VHA Operations Activities that May Constitute 
Research,” dated October 28, 2011. 

• Establishes procedures for verifying and documenting the non-research status of certain 
operations activities prior to publication of findings outside the Department of Veterans Affairs. 

• Primary purpose of quality assessment and quality improvement for internal VA purposes. 

• The activity is designed and implemented for internal VA operational purposes (i.e., its findings 
are intended to be used by VA or by entities responsible for overseeing VA). 

• Not designed for generalizability beyond VA. 

• The activity is not designed to produce information that expands the knowledge base of a 
scientific discipline (or other scholarly field). 

• However, this does not mean that a research activity done solely within VA is not research if it 
is only conducted within VA. 

4 

https://www.research.va.gov/resources/policies/ProgramGuide-1200-21-VHA-Operations-Activities.pdf


 

         
       

  

          
          
         

   

QUERI Non-Research Projects 

• QUERI projects are non-research projects because of the funding 
source (medical administration, 0160 funds) and their focus on 
improvement within VA. 

• Protocols involving data collection are non-research if the data are 
fed back to providers or operations leaders to directly improve 
care and/or other VA processes. The activity does not meet the 
definition of research. 
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   Examples of QUERI Non-research Protocols 

• Maintaining  Implementation  through  Dynamic  Adaptations  (MIDAS):  protocol  for  a  cluster-randomized  
trial  of  implementation  strategies  to  optimize  and  sustain  use  of  evidence-based  practices  for  VHA  
patients 

ClinicalTrials.gov: NCT05065502 

Getting  to  implementation:  a  protocol  for  a  Hybrid  3  stepped  wedge  cluster  randomized  evaluation  of  
using  data-driven  implementation  strategies  to  improve  cirrhosis  care  for  Veterans 

ClinicalTrials.gov: NCT04178096 

Provision  of  peer  specialist  services  in  VA  patient  aligned  care  teams:  protocol  for  testing  a  cluster  
randomized  implementation  trial  (Hybrid  Type  3) 

ClinicalTrials.gov: NCT02732600 

Comparing  two  implementation  strategies  for  implementing  and  sustaining  a  case  management  practice  
serving  homeless-experienced  veterans:  a  protocol  for  a  type  3  hybrid  cluster-randomized  trial  (Non-
research  determined  per  letter  and  MOU  from  national  program  office) 

Clinicaltrials.gov: NCT05312229 

• 

• 

• 
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https://pubmed.ncbi.nlm.nih.gov/35568903/
https://clinicaltrials.gov/ct2/show/NCT05065502
https://pubmed.ncbi.nlm.nih.gov/33087156/
http://clinicaltrials.gov/show/NCT04178096
https://pubmed.ncbi.nlm.nih.gov/28464935/
http://clinicaltrials.gov/show/NCT02732600
https://pubmed.ncbi.nlm.nih.gov/36192785/
http://clinicaltrials.gov/show/NCT05312229


  

           
          

         
  

         
          

       

          
    

         
         

 

Adding a Research Protocol 

• In situations when a QUERI project wants to collect additional data 
beyond what is needed for informing improvement within VA, then a 
determination should be sought as to whether the project’s activities 
constitute research. 
• In Program Guide 1200.21, this is called collecting “extra” data for systematic 

investigation to produce information that expands the knowledge base of a scientific 
discipline (or other scholarly field of study). 

• In contrast, data involving non-research activities are directly fed back to providers or 
operations leaders to improve processes in the VA. 

• However, a research protocol involving extra data or other creation of 
generalizable knowledge can be “piggy-backed” on top of a QUERI non-
research activity 
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Examples with Elements of Research and Non-research 

• Implementation and evaluation of the VA DPP clinical demonstration: protocol for a multi-site non-

randomized hybrid effectiveness-implementation type III trial 

➢DPP intervention rolled out by the national program office (non-research) 

➢Patient, provider outcomes data ascertainment (research component) 

• Enhancing Mental and Physical Health of Women through Engagement and Retention 

(EMPOWER) 

• Compare in-person, peer-led, or virtual Diabetes Prevention Program for women Veterans 

• Facilitating CVD risk screeningand risk reduction for women Veterans 

• Tailored mental health collaborative care for women Veterans 

All three involved implementation of evidence-basedpractices but ascertainedextra data on patient, 

provider, and organizational factors to understand implementation impacts 

Clinicaltrials.gov: NCT02991534, NCT02950961 

8 

http://implementationscience.biomedcentral.com/articles/10.1186/s13012-015-0250-0
https://implementationscience.biomedcentral.com/articles/10.1186/s13012-017-0658-9
http://clinicaltrials.gov/show/NCT02991534
http://clinicaltrials.gov/show/NCT02950961
https://Clinicaltrials.gov


 

       
   

        
    

Points of Contact 

• For QUERI-funded activities, contact Kara Beck, QUERI 
Program Manager, at kara.beck@va.gov. 

• For ORD projects, contact the Scientific Program Manager for 
the specific project with questions. 

• For  ORD  regulatory  policy  questions,  contact  VHA  CO  ORD  
Regulatory VHACOORDRegulatory@va.gov with  regulatory  
questions. 

9 

mailto:melissa.braganza@va.gov
mailto:VHACOORDRegulatory@va.gov


  

   Operationalization of Non-Research Guidance 

Melissa Braganza, MPH 



VA investigators, 

in partnership with 

health system leaders, 

submit applications that 

undergo peer review 

  

   

 

 

 

  

  

 

  

 

  
   

 

   
 
  

  

 
 

  
  

 
   

  

   

   

   

 

  
 

 

  
 

 
  

 

   

  
 

  
 

 

       
  

  
 

  

   
  

  
 

  

QUERI Addresses VHA Priorities 

QUERI activities 
driven byVHA 

operational needs 

✓ Alignment with VHA 
priorities e.g., VA 
Strategic Plan for 
FY2022-2028 

✓

✓

QUERI Requests for 
Applications 
highlighting 
emerging priorities 

Reporting focused 
on impacts on 
Veterans, 
employees, and the 
health system 

1 

Local, regional, and 

national VA leaders 
identify priorities via 

qualitative discussions, 
national survey 

QUERI reports 

progress to VA 
leaders, 

benchmarking 
on QUERI 

Impact 
Framework 

metrics 

5 
QUERI funds 

teams with the 
highest quality 

applications that 
address priorities 4 

2 
National leaders 

vote and concur on 
top priorities, 

informing QUERI 
Requests for 

Applications 

3 
VA investigators, 

in partnership with 
health system 

leaders, submit 
applications that 

undergo peer 
review 

Multiple rounds of 

review for non-

research definition: 

✓

✓

✓

Operations partner: 

non-research letter, 

letter of support 

Rigorous scientific 

merit review 

QUERI Central 

Office review 
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https://www.va.gov/oei/docs/va-strategic-plan-2022-2028.pdf


 

      

   

  
  

  

  
   

 

  

  

    

     

QUERI Impact Measures 

ACTION Impact Framework, Braganza, et al, JGIM, 2020 

Domain Measures 

Alignment Priorities, metrics, partners 

Commitment 
Shared operational resources and financial support, 

evidence-based strategies and products 

Tailoring to local context 
Implementation sites, providers using effective practice, 

Veterans/family members/caregivers served 

Informing the field 
Briefings with key decision-makers, publications, scale-up 

and spread 

Observing healthcare change and 

generating New projects 

Sustainability, quality of care and health outcomes, policy, 

culture, employee engagement and new projects requests 

12 



 

      
      
     

       

     
  

       
     

   
     

QUERI Non-Research Letter 

• Describes how the project (and data collected 
during the course of the project) is designed for 
internal quality improvement purposes, as part of 
the agreed-upon protocol established with the VA 
operations partner 

• Signed by the VA operations partner affiliated with 
the QUERI project 

• QUERI Central Office developed a template, which 
is posted on the QUERI SharePoint site 

• Helpful for communications with different groups 
and implementation sites, journals, data access 
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https://dvagov.sharepoint.com/:w:/r/sites/VHAHSRD/QUERIResources/Documents/Non%20Research%20Documentation%20and%20Templates/Non-Research%20Letter%20Template%20-%20Updated%20April%202019.docx?d=w888460450b184ed3bf3927324fcb0147&csf=1&web=1&e=r27kB2


  

   

   
   

      
  

    
 

    

   
     

 

MOU for RRTs, EBPs, PEI Extensions 

• Promotes shared goals, approach, metrics 

• Includes non-research template language 
from non-research letter to reduce 
duplication 

• Two different MOU templates, depending on 
the QUERI mechanism: 
• QUERI Partnered Evaluation Initiative and RRT 

MOU Template 
• QUERI Evidence-based Policy Evaluation Center 

MOU Template 

• Helpful for communications with different 
groups and sites, staff turnover, journals, 
data access 
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https://dvagov.sharepoint.com/sites/VHAHSRD/queriresources/documents/forms/allitems.aspx?id=%2Fsites%2FVHAHSRD%2FQUERIResources%2FDocuments%2FPartnered%20Resources%20%28MOU%20Template%2C%20DUA%2C%20etc%2E%29&viewid=dff4e321%2Dc1d4%2D476b%2D874a%2D77ff2249b086


  

    
             

     
 

       
      

         
  

       
         

      
        

Participating Site Agreements 

• When implementing evidence-based practices/programs and/or conducting 
data collection at a site, it is important to notify the facility leadership and 
ACOS/R at the implementation sites before conducting any surveys or 
interviews. 

• If the implementation/evaluation initiative has a research component, 
contact vacoqueri@va.gov for a template to help with communications 
with key personnel at the site to clarify which activities are considered 
research and non-research. 

• Some sites may request information about how the activity does not 
constitute engagement in (human subjects) research, and in these cases, 
consider adapting the participating site agreement for those specific 
situations, even if the project fully meets the definition of non-research. 

15 
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Key Points to Keep in Mind 

• Non-research projects should register as a clinical trial 
via Clinicaltrials.gov or ISRCTN if they meet the ORD 
definition of a clinical trial (ICMJE/WHO): 

“Any study that prospectively assigns human participants 
or groups of humans to one or more health-related 

interventions to evaluate the effects on health 
outcomes.” 

• Data collection in the course of a non-research project 
require reviews similar to other ORD work (e.g., union 
notification, OAC review) 

• Publication of protocols and results is highly 
encouraged 

CyberSeminar: 

Everything You Need 

to Know About VA 

Non-research 

Protocols 

Link to Recording 
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https://www.hsrd.research.va.gov/for_researchers/cyber_seminars/archives/video_archive.cfm?SessionID=5267&Seriesid=91
https://Clinicaltrials.gov


 

 

Non-Research Data Access 

Amanda Taylor, PhD 



   Access Category Finder Tool 
https://vaww.virec.research.va.gov/Access/Research-vs-Operations-Decision-Tool.pdf?pdf=Decision-Tool 

https://vaww.virec.research.va.gov/Access/Research-vs-Operations-Decision-Tool.pdf?pdf=Decision-Tool


       

       

        

VIREC GOOD DATA PRACTICES: ACCESS TO VA DATA SERIES 

Session #3 

Operations  Access  to  VA Data 
April  25,  2022 

Angela Jannotta, BA, Data Policy and Access Specialist 

Linda Kok, MA, Senior Analyst for Data Policy and Access 

https://www.hsrd.research.va.gov/for_researchers/cyber_seminars/archives/video_archive.cfm?SessionID=4136


 
 

 
 

 

VHA Data Portal 

Your best source 
for learning 

about VA data 
sources and how 
to request access. 

http://vaww.vha 
dataportal.med.v 

a.gov/ 

http://vaww.vhadataportal.med.va.gov/












   Healthcare Operations Request Process (va.gov) 

http://vaww.vhadataportal.med.va.gov/DataAccess/HealthcareOperationsRequestProcess.aspx


http://vaww.vhadataportal.med.va.gov/DataAccess/HealthcareOperationsRequestProcess.aspx


    
  

VHA NDS Access Form for Health Operations 
For questions contact NDS.OperationalAccessRequests@va.gov 

https://epas.r02.med.va.gov/submit.cfm?action=select&doc_type=690
mailto:NDS.OperationalAccessRequests@va.gov


  

    

Accessing Operational Data on VINCI Workspace 

Operations & Quality Improvement How-To (va.gov) 

https://vincicentral.vinci.med.va.gov/SitePages/VINCI_University-OPS_QI_Study_How_To.aspx


   

          
       

        
    

     

 

  

 

           

 

     

  

             

       

Accessing Operational Data on VINCI Workspace, con’t 

All team members for the project must be approved for the same healthcare operations data access if 
you intend to use any identifiable data in your VINCI Workspace Operations folder. 

After all team members needing access receive their approvals through ePAS, you can apply for VINCI 
Workspace access and a project folder. Only one request per project is needed. 

Applying for VINCI Workspace access and folder 

• Apply through the BaseCamp application. 

• Select Operations under Workgroup Type 

• Select VINCI under default environment 

• Make sure to fill out all of the fields, including VA sponsor (likely Program Office or QUERI) 

What happens next? 

1. The request is reviewed for completeness and accuracy by CDW staff. 

2. The project is approved. 

3. In most cases the file folder is created within 24 hours but it can take days depending on workload. 

4. Customer is notified by VA email once the file folder has been created. 

https://basecamp.cdw.va.gov/App/home


  
   

         
      

         
     

        
         

 

VINCI Workspace: 
Operational Data not requested through ePAS 

It may be possible to access data for operations use in the VINCI environment that is not requested 
through ePAS, for example data created by a specific program office. 

If you wish to access this type of operational data in VINCI Workspace Operations folder you must 
have first permission from the data steward to do so. 

After obtaining approval from the data steward you should contact the VINCI Concierge Desk 
at VINCI@VA.gov to find out if it is possible for the data to be accessed via a VINCI Workspace 
Operations folder. 

mailto:VINCI@VA.gov


   Access Category Finder Tool 
https://vaww.virec.research.va.gov/Access/Research-vs-Operations-Decision-Tool.pdf?pdf=Decision-Tool 

https://vaww.virec.research.va.gov/Access/Research-vs-Operations-Decision-Tool.pdf?pdf=Decision-Tool




    

        

     

          
    

      

      

       

        

Staying in the Appropriate Data Access Lane 

VA data can only be accessed for its approved use, i.e., Operations OR Research. 

Projects with research and non-research components: 

• Access approval for operations (e.g., non-research) data use cannot be used to access data 
for research or to prepare a research protocol. 

• Separate data access requests and approvals are needed for operations and research data use. 

• Data for the research and operations project components must be stored & accessed 
separately. 

• Data for the two components can not be combined or stored in the same folder. 

• Operations access cannot be used to identify or pull a cohort for a research project. 



   

   

    

  

   

              

                     

            

           

          

              
            

                 

                
       

Data Tools and Software 

Digital Voice Recorders (DVRs) 

▪ Philips Voice Tracer DVT1160 Digital Recorder 

▪

▪

Olympus 9500 Voice Recorder 

Philips Pocket Memo Voice Recorder DPM8000 

How can I look up what recording tools are permitted for use in the VA? 

To determine if a VA digital camera, audio recorder or video camera is approved for use in the VA, search the OIT Solution 

Delivery, Security Engineering Research Analysis (SERA) documents to determine if your device has been approved or submit 

a ticket to OIS VHA Regulatory Research Cybersecurity Guidance Request Process in ServiceNow (YourIT). 

How can I determine what software is approved in the VA? 

The VA Investigator or applicable VA individual can check the TRM Technology/Standard List to determine if the software is 
approved. When reviewing the software’s TRM entry, special attention should be paid to the Decision tab. This tab discusses 
the decision, constraints on the use of the software, and the software versions that are approved for use in VA. 

If the devices software is not approved by TRM, the VA Investigator or applicable VA individual must submit the software to 
TRM for approval using the TRM Content Request Form. 

https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fdvagov.sharepoint.com%2Fsites%2FOITSE%2FSitePages%2FSERA.aspx&data=05%7C01%7C%7C18b6c572acbb455a4d0908da5b7bfbeb%7Ce95f1b23abaf45ee821db7ab251ab3bf%7C0%7C0%7C637922885308141055%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=b2xQZRbB3SBqiwKawKcLDZ0dZqwwucxA2abhZKpzaAQ%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fyourit.va.gov%2Fva%3Fsys_id%3D88e5a9061bf5289012979796bc4bcb47%26id%3Dsc_cat_item%26cat_sys_id%3Dbbcf88e81b352850a25d0d08ec4bcbc0&data=05%7C01%7C%7Ce61edf34255c48b9fa5708da5f6016f3%7Ce95f1b23abaf45ee821db7ab251ab3bf%7C0%7C0%7C637927163542034826%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=nmaw%2FsN%2FV0ry%2FWjPcFgl65mYLUOJGpCo85k%2BlNSxly4%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=http%3A%2F%2Ftrm.oit.va.gov%2FToolListSummaryPage.aspx&data=05%7C01%7C%7C18b6c572acbb455a4d0908da5b7bfbeb%7Ce95f1b23abaf45ee821db7ab251ab3bf%7C0%7C0%7C637922885308297273%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=gC%2FwElLuKlOMzXYz9KXsjqEq4VT2xwaZITnlreW10oU%3D&reserved=0
https://gcc02.safelinks.protection.outlook.com/?url=http%3A%2F%2Ftrm.oit.va.gov%2FTRMRequestForm.aspx%3FrequestType%3DAdd&data=05%7C01%7C%7C18b6c572acbb455a4d0908da5b7bfbeb%7Ce95f1b23abaf45ee821db7ab251ab3bf%7C0%7C0%7C637922885308297273%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=iEmXJF3Ke6DW2g9DJd2zl1ARop%2FThGnSG6RnjWfG9Cc%3D&reserved=0


   

 
         
    

     

  

    

   

Guidance and Resources for Data Access 

• VIReC’s Cyberseminars 
• Navigating VA Data Access: An Overview of the Process for Requesting 

Permission to Use VA Data 

• Good Data Practices: Access to Data Series 

• VHA Data Portal 

• VINCI Concierge Desk or email VINCI@VA.gov 

• For questions, contact: 
• VIReC HelpDesk 

• Amanda  Taylor  (Amanda.Taylor2@va.gov), VIReC QUERI L iaison  

• Linda  Kok  (Linda.Kok@va.gov), VIReC Senior  Analyst for Data Policy  and  Access 

https://www.hsrd.research.va.gov/for_researchers/cyber_seminars/archives/video_archive.cfm?SessionID=5222&Seriesid=22
https://www.hsrd.research.va.gov/cyberseminars/catalog-archive-virec.cfm?SeriesSortParam=y&SeriesIDz=71
http://vaww.vhadataportal.med.va.gov/DataAccess/DataAccessOverview.aspx
https://vincicentral.vinci.med.va.gov/SitePages/Support-Help_Desk.aspx
mailto:VINCI@VA.gov
https://varedcap.rcp.vaec.va.gov/redcap/surveys/?s=KXMEN77LXK.
mailto:Amanda.Taylor2@va.gov
mailto:Linda.Kok@va.gov


     

  

Project Documentation and Data Collection Requirements 

Kara Beck, PhD 



 

  
 

  

   

 

 

 

 

  

  
 

  

 

 

  

 
 

 
 

 

QUERI Project Requirements 

Pre-Funding 

• PI/Local Site 
Assurance Forms 

• ACOS/R Assurance 
Forms 

• Memo Verifying VA 
Employment 

• Non-Research 
Letter 

• MOU (for PEIs) 

• Executive Summary 

• Non-Veteran Waiver 

• Budget Table & 
Justification 

Ongoing (Prior to 
Data Collection) 

• Clinical Trial 
Registration 

• Union Notification 

• OAC Review 

• MOU (for EBPs, 
RRTs) 

Dissemination 

• QUERI 
Midyear/Annual 
Reports 

• Publication 
Requirements: 
Notification & 
Attribution 

38 



    

   
        

    
 

       
   

    
      

       
    

PI and Local Site Investigator Assurance Forms 

• PI and Local Site Investigator Assurance 
Forms attest to the PI and local site 
investigator’s agreement to comply with VA 
policies. 

• The PI must agree to comply with VA 
regulations and policies concerning intellectual 
property, complete and submit progress 
reports as specified by QUERI, and cite the VA 
support of the work in all publications, in 
accordance with VA Handbook 1200.19. 

39 

https://vaww.infoshare.va.gov/sites/hsrd/QUERIResources/Documents/Just%20In%20Time%20(JIT)%20Paperwork%20(OMB,%20PI%20and%20ACOS%20assurance%20forms)/Primary%20Site%20PI%20Assurance%20Form.pdf
https://vaww.infoshare.va.gov/sites/hsrd/QUERIResources/Documents/Just%20In%20Time%20(JIT)%20Paperwork%20(OMB,%20PI%20and%20ACOS%20assurance%20forms)/Local%20Site%20Investigator%20Assurance%20Form.pdf


  

          
           

        

       
       
 

    

Memo Verifying VA Employment 

• A Memo Verifying VA Employment from the Medical Center Director, stating that 
the awardee has, at this time, a VA-paid appointment which will extend 
continuously through the duration of the Merit Review award. 

• State the fractional VA effort (8ths) for this awardee. For appointments less than 
5/8ths, an eligibility waiver or project modification form signed by the Director, 
QUERI is required. 

• Generally included as part of application submission. 

40 



  

   
       
        

     
 

     

       
         

     
     
 

      
      

    

ACOS Assurance Forms 

• Non-Research ACOS Assurance Form affirms the research 
office’s awareness and support of the QUERI project, as well as 
the PI’s eligibility to receive VA funding based on VA 
employment status. 

• Needs to be completed for all sites that are receiving 
QUERI funds. 

• The project lead is the site PI for that site. 

• Describes how QUERI funds are medical administration (0160) 
funds and how all QUERI funds sent to the facility receive VERA 
credit at the same level as other ORD-funded projects, see the 
VERA Research Support Back-Up Data and Allocations table 
posted here. 

• Even if a project site is not receiving QUERI funds, local site 
investigators are encouraged to notify their local research office 
of their participation in a QUERI project. 

41 

https://vaww.infoshare.va.gov/sites/hsrd/QUERIResources/Documents/Just%20In%20Time%20(JIT)%20Paperwork%20(OMB,%20PI%20and%20ACOS%20assurance%20forms)/Non-Research%20ACOS%20Assurance%20Form.pdf
http://vaww.arc.med.va.gov/reports/vera/vera2023/aa_vera23_model/aa_vera23_table7.htm


   

     
 

      
 

 

   

 

  

 

Non-Research Documentation by Ops Partner 

• Non-research letter or (combined) letter of support with non-research 
language 

• Newly funded peer reviewed initiatives, usually included as part of 
the application 

• PEI extensions 

• MOU with non-research language 

• PEI extensions 

• Rapid Response Team projects 

• Evidence-based Policy Center evaluations 

42 



    

    
   

     
   

 

     
  

     

Memorandum of Understanding: PEIs, RRTs 

• MOU is required for QUERI Partnered Evaluation 
Initiatives (PEIs) and Rapid Response Team (RRT) 
projects. 

• Describes the context of the work, the scope of the 
work to be done, the project milestones and timeline, 
and the reporting cadence. 

• PEI MOUs also state the funding commitment by the 
operations partner and QUERI. 

• Template is provided on the QUERI SharePoint site. 

• Prior to  gathering  signatures, the draft MOU needs  to be  
sent to the  QUERI  Center for Evaluation and  
Implementation  Resources  (CEIR; ceir@va.gov). After  
CEIR has  reviewed the  MOU, it can  be circulated  for  
operations  partner signatures  prior to  being  sent to  
vacoqueri@va.gov for the QUERI  Director’s  signoff. 

43 

https://dvagov.sharepoint.com/sites/VHAHSRD/queriresources/documents/forms/allitems.aspx?id=%2Fsites%2FVHAHSRD%2FQUERIResources%2FDocuments%2FPartnered%20Resources%20%28MOU%20Template%2C%20DUA%2C%20etc%2E%29&viewid=dff4e321%2Dc1d4%2D476b%2D874a%2D77ff2249b086
mailto:ceir@va.gov
mailto:vacoqueri@va.gov


  

  
  

   

   
  

     

  
   

  

Memorandum of Understanding: EBP Evaluations 

• MOU is required for QUERI-funded Evidence-Based 
Policy (EBP) center evaluations. 

• Similar content but briefer than PEI/RRT MOU. 

• No requirement to include operations partners 
commitment or garner operations partner 
signatures. 

• PEPReC-approved evaluation plan included as an 
addendum. 

• After approval of the evaluation plan by PEPReC, the 
MOU can be drafted, signed by the EBP center leads, 
and sent to vacoqueri@va.gov for review. 
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Executive Summary 

• Executive Summary presents an overview of the project for a non-
research audience. 

• Instructions and template found on the QUERI SharePoint site. 

• Updated version with impacts submitted every six months as part 
of annual/midyear reporting. 

• Summaries posted on the QUERI website to disseminate QUERI 
impacts to various groups. 

• Content supports QUERI presentations to different groups, 
including VA leaders. 

• Examples can be found on the QUERI website: 

• Function QUERI Program 

• LEARN Evidence-Based Policy Evaluation Center 

• Health Equity Partnered Evaluation 

• Randomized Evaluation of Caring Letters 
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https://dvagov.sharepoint.com/:w:/r/sites/VHAHSRD/QUERIResources/_layouts/15/Doc.aspx?sourcedoc=%7BA01C316C-0B7A-4DFD-A50F-8213B951C42E%7D&file=QUERI%20Executive%20Summary%20Template%20(two%20logos).docx&action=default&mobileredirect=true
https://www.queri.research.va.gov/centers/Function.pdf
https://www.queri.research.va.gov/centers/LEARN.pdf
https://www.queri.research.va.gov/centers/HealthEquity.pdf
https://www.queri.research.va.gov/centers/Caring-Letters.pdf


Non-Veteran Waiver 

• Projects  that involve  individuals  who  are not Veterans, 
such  as  VA  providers, should  submit a  Non-Veteran  
Waiver. The  template can  be found on the QUERI  
SharePoint site. 

The  waiver requires  a strong  justification  for including  
non-Veterans  in the  project.  

• 

https://dvagov.sharepoint.com/sites/VHAHSRD/queriresources/documents/forms/allitems.aspx?id=%2Fsites%2FVHAHSRD%2FQUERIResources%2FDocuments%2FJust%20In%20Time%20%28JIT%29%20Paperwork%20%28OMB%2C%20PI%20and%20ACOS%20assurance%20forms%29%2FQUERI%20Non%2DVeteran%20Waiver%20Template%2Epdf&parent=%2Fsites%2FVHAHSRD%2FQUERIResources%2FDocuments%2FJust%20In%20Time%20%28JIT%29%20Paperwork%20%28OMB%2C%20PI%20and%20ACOS%20assurance%20forms%29


   

  

      

   

    

   

   

    

Required Submissions After Project Begins 

• Clinical Trial Registration 

• ORD requirement for initiatives that meet the ICMJE/WHO definition 

• Helps ensure results are publishable 

• Primary Data Collection among VA Employees 

• Union notification: interviews, surveys 

• OAC review: large surveys 

• See HSR&D website for additional information 
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https://www.research.va.gov/resources/oasc.cfm


 

   

        
            

 

      
  

  

Clinical Trials Registration 

• ORD Definition (ICMJE/WHO): 

“Any study that prospectively assigns human participants or groups of 
humans to one or more health-related interventions to evaluate the effects on 

health outcomes.” 

• QUERI-funded studies that meet this definition can register at either 
Clinicaltrials.gov or Biomed Central (BMC). 

Huang et al, Contemp Clin Trials 2017 
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https://pubmed.ncbi.nlm.nih.gov/28414147/
https://Clinicaltrials.gov


 

     
   

 
  

  
     

  

  
  

  
    

 

 

  
 

  

 

Clinicaltrials.gov vs. ISRCTN 

Clinicaltrials.gov 

No fee 

Biomedical focused 
reporting requirements 

ISRCTN 

~£250 registration fee 

Implementation trials 
focused 

49 

To initiate the clinical trial 
registration process through 

Clinicaltrials.gov, please email 
the ART Program 

(ART@va.gov). ART will usually 
set up the clinical trial the same 

day they receive the 
information. 

If you prefer to register using 
ISRCTN, submit your trial here. 

Guidance on making BMC 
payments is found on the 
QUERI SharePoint site. 

mailto:ART@va.gov
http://www.isrctn.com/
https://dvagov.sharepoint.com/sites/VHAHSRD/queriresources/documents/forms/allitems.aspx?id=%2Fsites%2FVHAHSRD%2FQUERIResources%2FDocuments%2FPublication%2FVeterans%20Affairs%20APC%20Payment%20Information%2Epdf&viewid=dff4e321%2Dc1d4%2D476b%2D874a%2D77ff2249b086&parent=%2Fsites%2FVHAHSRD%2FQUERIResources%2FDocuments%2FPublication
https://Clinicaltrials.gov
https://Clinicaltrials.gov
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Data Collection Involving VA Employees 

Prior union notification 
is required for all data 

collection (e.g., 
interviews, surveys) 

involving VA 
personnel when asking 

about conditions of 
employment of 
bargaining unit 

employees. See 
HSR&D website for 
more details on the 
process for union 

notification. 

Facility 
Level Only 

Contact Local HR for 
Local Union Approval 

Notify QUERI Central 
Office when complete 

VISN Level 
Only 

Contact VISN HR for VISN 
Level Union Approval 

Notify QUERI Central 
Office when complete 

Across 
Multiple 
VISNs 

Submit National Union 
Notification Packet to ORD 
via vhacohsrdjit@va.gov 

VA s LMR Office or ORD 
will contact relevant 

national union groups and 
ORD will notify PI when 

LMR has concurred. Notify 
QUERI Central Office 

when complete. 
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https://www.research.va.gov/resources/oasc.cfm
mailto:vhacohsrdjit@va.gov


   Large Multi-Site Surveys of VA Employees 

• 

• 

• 

• 

• 

Organizational Assessment  Committee  (OAC)  Review is  needed  for all  surveys  that involve  
VA  employees  and that also  meet at least one of the  following  criteria: 

• Surveys  10,000  or more  VA  employees  

• Surveys  VA  employees  across 20  or more  sites 

OAC review is  needed so  that the survey  does  not overlap  with  other National  VA  surveys. 

OAC has  no jurisdiction  over  surveys  to  Veterans. 

OAC only has  authority to  review  surveys  (paper and  pencil  or web  based) and  not interviews. 

See  the  HSR&D website for more  information  and  the process  for submission. 
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https://www.research.va.gov/resources/oasc.cfm


  

       
 

    

        
       

     

       
  

      
     

 

       

       

Dissemination of Results/Impacts: Reporting 

• QUERI midyear/annual reports provide an overview of QUERI center goals, activities, and key 
impacts achieved, to date. 

• Submitted every six months via VA Redcap. 

• Guidelines and templates are updated and sent out via email 4-6 weeks before the deadline 
(midyear due end of April, annual due end of October) and are posted on the QUERI 
SharePoint site. 

• Information from reports is utilized for multiple purposes, including: 

• Conveying the value of QUERI impacts on Veteran care across diverse groups, including 
leadership, frontline providers, and Veterans 

• Supporting VA’s enterprise approach to evaluation and the development of deliverables 
required as part of the Foundations for Evidence-Based Policymaking Act of 2018 (Public 
Law 115-435). 

• Responding to external requests (e.g., requests for information from Congress) 

• Recognizing and disseminating information to the public (e.g., QUERI website) 
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https://dvagov.sharepoint.com/sites/VHAHSRD/queriresources/documents/forms/allitems.aspx?id=%2Fsites%2FVHAHSRD%2FQUERIResources%2FDocuments%2FReport%20Guidelines&viewid=dff4e321%2Dc1d4%2D476b%2D874a%2D77ff2249b086


    Publication Requirements: Notification & Attribution 

•

•

•

•

 Written  attestations (from Appendix  A  of  Program Guide  1200.21 for non-
research  publications) are  not required  for QUERI-funded  work. 

 Notify HSR&D  via  the  ORD  PubTracker Website  
(https://vaww.pubtracker.research.va.gov) as soon  as you  have  an  article  
accepted  for publication.  

 Make  sure  to  acknowledge  VA  QUERI  support  in  articles,  presentations,  
interviews,  and  other professional  activities in  which  the  results of  QUERI-
funded  work are  publicized  or recognized.  

 For more  information  on  the  notification  process,  attribution,  and  disclaimer,  
see  the  HSRD  website. 
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https://www.research.va.gov/resources/policies/ProgramGuide-1200-21-VHA-Operations-Activities.pdf
https://www.hsrd.research.va.gov/for_researchers/pub_notice.cfm
https://vaww.pubtracker.research.va.gov


  

    Budget Guidance and Project Modifications 
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QUERI Budget Overview 

• QUERI funds are one-year funds and do not 
roll over to the next fiscal year and unused 
funds will be swept at end of FY 

• Notify QUERI as soon as possible regarding 
expected unused funds 

• Budget Modifications should match approved 
FY amounts, not only overall project budget 

• QUERI participates in VERA (VERA Support 
Table; VERA EDM) 

• QUERI budget guidance and templates 
available on the QUERI SharePoint site. 
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http://vaww.arc.med.va.gov/reports/vera/vera2023/aa_vera23_model/aa_vera23_table7.htm
https://dvagov.sharepoint.com/sites/VHAHSRD/queriresources/documents/forms/allitems.aspx?id=%2Fsites%2FVHAHSRD%2FQUERIResources%2FDocuments%2FBudget%20Guidance%20and%20Templates%2FEDM%20Additional%20VERA%20Process%2Epdf&viewid=dff4e321%2Dc1d4%2D476b%2D874a%2D77ff2249b086&parent=%2Fsites%2FVHAHSRD%2FQUERIResources%2FDocuments%2FBudget%20Guidance%20and%20Templates
https://dvagov.sharepoint.com/sites/VHAHSRD/queriresources/documents/forms/allitems.aspx?id=%2Fsites%2FVHAHSRD%2FQUERIResources%2FDocuments%2FBudget%20Guidance%20and%20Templates&viewid=dff4e321%2Dc1d4%2D476b%2D874a%2D77ff2249b086


  

    
       

  

    

  

    

 
  

   

       

  

              

Itemized Budget Table: Personnel 

Project  Budget  divided  into  FYs,  not  project  years • 

• Personnel should be grouped 
by site, with the site PI listed 
first 

• Include TBN positions 

• MPI and Site Investigator 
Requirements 

• ePromise account 

• Doctoral Degree and 5/8ths VA 

➢ UNLESS approved by 
QUERI Central Office 

• Title 38 Clinical Appointment 

• Salaries must be within OPM approved salary rates 

• 2% allowable COLA/year 

• May include anticipated personnel actions (e.g., within grade increases), but must be explained in the budget justification 

56 



  Budget Justification: Personnel 
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All Other: Equipment and Supplies 

• If equipment sounds like IT, please note in justification that you have already consulted with local 
IT and confirmed that item is non-IT. 

• Audio recorders should be categorized as supplies. 

• VA Microsoft TEAMS and VA WebEx may be used for interviews as long as all ORD human subject 
policy requirements regarding informed consent and applicable privacy regulations and policies are met. 
Zoom is not approved for interviews at this time. 
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All Other: Travel Budget Justification 

Traveler Purpose Destination Days/ 

date 

Lodging Per diem Transportation Miscellaneous 

(taxi, tip...) 

Estimated 

Total Cost 

• Travel costs should be itemized per trip for hotel and transportation and listed in a table in 
the justification. Please include FY of projected travel. 

• Conference fees should be categorized as Other expenses, not travel. 

• Travel is not authorized for non-VA employees; travel should be rolled into the contract or IPA 
mechanism with instructions to follow GSA and the VA’s travel policies. 
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All Other: Other Personnel Categorization 

• An IPA is not a contract. It is an 
agreement with a University or Federal 
Agency. An IPA must name an 
individual. 

• VA employees cannot be paid as IPAs 

• Contracts are for services, not people, 
and must go through contracting. 

• Describe the service; do not identify the 
individual(s) who will provide the service. 

• Contracting for clinical services is not 
permitted. 

• Consultant costs are limited to $500 per 
consultation and $2,500 per annum. 

• Clearly explain the involvement of 
each consultant with regard to the 
proposed project, and the nature of 
the service to be provided. 
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Other Direct Costs 

Other (IPA, contract, transcription, 

other items and payments)

Degree 

(for IPA)
Site

Licensed in U.S. 

(for IPA)
% Effort Year 1 Year 2 Year 3 Total

IPA:  Grimm, Wilhelm LCSW New Castle, ST N 0/0/30 0 0 16,050 16,050

Service Contract (University of Oz) New Castle, ST 10,000 10,000 10,000 30,000

Transcription Services New Castle, ST 1,000 0 0 1,000

Participant Payments New Castle, ST 5,700 5,400 5,400 16,500

Publication Costs New Castle, ST 0 0 3,000 3,000

Other (Conference Registration Fees) New Castle, ST 500 500 0 1,000

• HSR&D/QUERI is an intramural program; it is expected that any contracted services and/or IPAs 
will not exceed 30% of the proposed budget (COIN sites) or 40% (non-COIN sites). 

• Contracts cannot be for clinical services. 

• If devices, such as laptops or tablets, are intended for patient use only, they can be considered 
patient medical devices and can be a non-IT purchase (allowable cost). 

• If the devices will be used by both patients and personnel, then they are considered an IT 
purchase and cannot be purchased using QUERI funds 
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Other Direct Costs: Participant Payments 

• Participant Payments should be listed under the Other section. 

• If the project plans to compensate VA employees for participation, the investigator team needs 
to contact their local OGC STAR (Specialty Team Advising Research). 

• Payments to residents or other clinical trainees not authorized. 

• The justification should include a list or table that clearly shows how the total amount was 
calculated. 
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Final Steps: Summary Budget Site Table 

• Double check addition and formulas and ensure the Corresponding PI has reviewed the budget 
for accuracy. 

• Check that the budget justification, the itemized table, and the site-level tables match. 

• Confirm that the budget does not exceed the total amount requested in the original application for 
each FY – not only the total requested amount. 
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 Software Purchases 

• 

• 

• 

• 

• 

• 

QUERI  funds cannot  be  used  for  IT.  Consult  your  local  IT  on  any  items that  could  be  
considered  IT  to  confirm  they  are  not  and  state  that  this has been  confirmed  explicitly  in  
your  justification. 

Atlas software  is considered  scientific computing  and  can  be  purchased.  List  under  
Other  Direct  Costs.  

GoToMeeting:  Must  be  approved  by  local  CIO  before  funds can  be  provided.  Explicitly  
note  approval  in  budget  justification.  

SPSS,  SAS,  and  Stata:  See  ORD  FAQs and  Guidance 

Qualtrics:  See  the  ORD  Qualtrics Portal  to  request  access or  contact  
VHAORDQualtricsSupport@va.gov to  transition  an  existing  license  to  the  ORD  license.  

NVivo:  Follow  your  local  process for  software  installation  to  install  from  this link. 
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https://gcc02.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.research.va.gov%2Fresources%2Fpolicies%2Fguidance%2FORD-IT-FAQs-and-Guidance.docx&data=05%7C01%7C%7Cb72362fdf22549a323c808da341a7f18%7Ce95f1b23abaf45ee821db7ab251ab3bf%7C0%7C0%7C637879585641824303%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=1PR4%2Bl4sXFgGp0gW%2BHWnupL7UG4QvvkVyje2vLrFxoA%3D&reserved=0
https://dvagov.sharepoint.com/sites/VHAORPPE/Qualtrics
mailto:VHAORDQualtricsSupport@va.gov
https://download.qsrinternational.com/Software/NVivo/NVivo.x64.exe


 

         
 

           
        

             
            

          
 

       
       

Requesting Funds Transfers 

• QUERI funds are distributed directly to project sites according to the approved 
budget. 

• If funds need to be redistributed among existing project sites in the same 
fiscal year, please submit an email request to VACOQUERI@va.gov. 

• Please include in the email the sending and receiving site PIs, the location 
and station numbers, the amount and type of funds that need to be 
transferred, and the reason for the request (e.g., fund research assistant 
salary). 

• Note that the deadline for submitting requests for fund transfers may be as early 
as 10 weeks before the end of the fiscal year. 
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Project Modifications 

Submission of a project modification form is needed for: 

• No-cost extensions 

• Budget changes, including redistribution of funds between study sites for future 
fiscal years 

• Note: A revised project budget table and justification for all project years needs to be 
attached in the project modification form. 

• Addition, replacement, or closing of study site(s) 

• Changes in the corresponding PI, MPI, or site PI effort or eighths 

• Changes in the corresponding PI, MPI, or site PI receiving funds or a PI station 
transfer 

• Note for Personnel Changes: The corresponding PI, MPI, or site PI receiving funds must 
be at least 5/8 VA, have a doctoral degree, and be in ePromise at that site. 

• Please confirm this explicitly in the project modification form and provide an updated CV, 
budget table, and budget justification when adding/changing any MPIs or site PIs. 
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http://www.research.va.gov/resources/policies/guidance/ORD-ProjectModification.pdf


     
        

    

    

        
  

  

 

 

 

 

   

  

Other Requests 

Project Modification Forms are not needed for: 
• Redistribution of funds between existing study sites in the same fiscal year 

• Returning funds during the fiscal year 

• Adding Salt Lake City CTSP to provide transcription services 

Requests of this nature should be submitted to vacoqueri@va.gov with the 
following information: 

• Project ID • Sending station PI 

• Corresponding PI • Receiving station number 

• Fiscal Year • Receiving station PI 

• Funding category (salary or all other) • Amount 

• Sending station number • Brief explanation 
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 QUERI Resources 

Melissa Braganza, MPH 
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HSR&D/QUERI Resources 
─ Selecting and assessing fidelity to implementation strategies: QUERI's Center for 

Evaluation and Implementation Resources (ceir@va.gov) 

─ Aligning evaluations and implementation projects with legislative mandates, including 
the Evidence Act and MISSION Act: QUERI’s Partnered Evidence based Policy 
Resource Center (PEPReC) 

─ Cost/economic analyses and evaluation appropriatefor the selected strategies and 
training on data science/organization: HSR&D's Health Economics Resource Center 
(HERC) 

─ VA data resources and considerations regarding Cerner implementation: HSR&D’s VA 
Information Resource Center (VIReC) 

─ Reviews of medical and health care evidence: Evidence Synthesis Program(ESP) 

https://www.queri.research.va.gov/ceir/default.cfm
mailto:ceir@va.gov
https://www.peprec.research.va.gov/
https://www.herc.research.va.gov/include/page.asp?id=implementation
https://www.virec.research.va.gov/
https://www.hsrd.research.va.gov/publications/esp/


QUERI I mplementation  Roadmap 

CyberSeminar:  The  

QUERI Implementation  

Roadmap:  A  

Framework  to  Guide  

Partnered  

Implementation  and  

Quality  Improvement  

Efforts in a Learning  

Health System 

Link for recording 

Link for slide deck 

Link for QUERI 

Implementation  Roadmap  

Guide 
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https://www.hsrd.research.va.gov/for_researchers/cyber_seminars/archives/video_archive.cfm?SessionID=3710&Seriesid=83
https://www.hsrd.research.va.gov/for_researchers/cyber_seminars/archives/3710-notes.pdf
https://www.queri.research.va.gov/tools/roadmap.cfm


  

     
    

  

    
      

    

    

    

QUERI CEIR Evaluation Guide 

• Designed to support the development, 
planning, and implementation of 
rigorous evaluations. 

• Provides references, examples, and 
targeted materials that may be used 
side-by-side in designing an evaluation. 

• Audience: VA employees, investigators, 
leaders. 

• Posted on the QUERI website. 
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https://www.queri.research.va.gov/tools/queri-evaluation-guide.cfm


 Points of Contact 

• 

• 

Contact  Kara  Beck,  QUERI  Program  Manager,  at  
kara.beck@va.gov for  questions  re: 

• Request  for  Applications  (RFAs),  proposal  ideas 

• Non-research  and  data  collection  requirements  

• Clinical  trial  registration 

Contact  Stefanie  Gidmark,  QUERI  Program  Specialist,  at  
Stefanie.Gidmark@va.gov for  questions  re:  

• Midyear/Annual  reporting  

• Project  modifications,  including  extensions,  budgets 

• Prefunding  documents 
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QUERI VA Central Office Team 

Amy Kilbourne 

Director, Quality 
Enhancement 

Research Initiative 
(QUERI) 

Melissa  Braganza 

Deputy Director,  
QUERI 

Kara  Beck 

Program  
Manager,  QUERI 

Stefanie  Gidmark 

Program  
Specialist,  QUERI 

Markesia Howell 

Budget Analyst, 

VHA ORD Finance 



Questions?  

We  are  happy  to  answer  any  additional  questions!  Please  

submit questions  using  the  chat.  

For questions  that  arise  after the cyberseminar, please feel free  to  reach  
out  to our office  at vacoqueri@va.gov. 




