[image: image1.png]° Researvcﬂflgﬁme’;gl‘;';mem

Improvieg Veteran' Unes o wimesearch vagov




Office of Research and Development

Field Conference Call Notes

Monday, July 16, 2018
1. Welcome – Rachel Ramoni, DMD, ScD

2. Update on Human Subject Protections - Karen Jeans, Ph.D., CCRN 

1.
Trainings:

There are two trainings that will occur this week that we want to make sure everyone is aware of.

(a) Soundia Duche from ORD will be the lead presenter for the ORD Cyberseminar on Waivers, Common Rule, Privacy Rule, and FDA Regulations.  It will be July 17, 2018 from 2:00 p.m. to 3:45 p.m. EST.  The purpose of this seminar is to education attendees on the requirements and application of waivers of informed consent and HIPAA.  

(b) Dr. Borror from ORO will be presenting the next training on the revised Common Rule as part of the ORO and ORD training collaboration.  The presentation will be called Informed Consent:  Content, Documentation Broad Consent, and Posting of Informed Consent forms.  It will be on July 18th from 2:00 p.m. to 
3:45 p.m EST.  

The slides and recording for the training led by Dr. Longenecker on the three-burden reducing provisions in the Final Rule have not yet been posted.  When those are posted, we will send a notice.

2.
Final Rule – Revision of the Common Rule:

On June 19, 2018, a Final Rule was issued by VA and 16 other Federal Agencies for an additional 6-month delay of the general compliance date of the revised Common Rule (2018 Requirements).  The final rule issued on June 19, 2018 extends the compliance date for the 2018 Requirements to January 21, 2019 while allowing the implementation of three burden-reducing provisions as of July 19, 2018.  Those three burden-reducing provisions are 

(a) Clarification of the 2018 Requirements’ definition of ‘‘research’’ at §__.102(l), which deems certain activities not to be research, 

(b) 
the elimination of the requirement that an IRB review the grant application related to the research at §__.103(d) of the 2018 Requirements, and 

(c) 
the allowance for no annual continuing review of certain categories of research at §__.109(f)(1)(i) and (iii) of the 2018 Requirements.

Because ORD policy in VHA Handbook 1200.05 requires continuing review of non-exempt human subjects research to be conducted at last annually, no VA non-exempt human subject research study may utilize the burden-reducing provision for elimination of annual continuing review for certain categories of research during the time period of July 19, 2018 to January 21, 2018.   

VA will be issuing VA specific guidance on the burden reducing provisions and its applicability to VA research.  Once this is posted, a notice will be sent out.

3. Budget Updates




Allen Dunlow, MHA

RDIS II Changes

Issue with IAAs and OGC recent clarification

Mr. Dunlow provided updates on several budget related areas.  He encouraged the field to focus on the prior year budget levels and reminded them that the priority was to execute these funds so as to prevent any lapse in FY1718 dollars.  He also reminded the field that the target for FY1819 funding into FY19 is still 4%.  The RDIS II report has been revised.  A draft of the new guidance has been prepared and distributed to several stations for comment.  Training on the new RDIS reporting model and requirements will be conducted in August and September by the RDCC.  The RDCC is also working to revise the software supporting RDIS to  incorporate the new changes.  Mr. Dunlow also updated the field on the clarifications issued by OGC concerning IAAs and using the NPCs to help administer other government agency funds.  Mr. Dunlow also reminded the field that all request to move funding or return funding should be coordinated with the ORD Program Office and managers.  As a final note, Mr. Dunlow reminded the field that September 30, 2018 falls on a Sunday this year.  As such, all AOs should be available over the weekend for fiscal year end close.



4. Explanation of Inventor Certification Form Questions – John J. Kaplan, Ph.D., JD, PE  

   Kalpana Reddy, JD


[image: image2.emf]ACOS Tech Transfer  Certification Presentation 7.16.2018.pdf


Technology Transfer will be sending supplemental materials regarding the Certification Form and the Determination of Rights Process to the ACOS email group.
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In response to the recent GAO report of our Technology Transfer Program, VHA has agreed to make training on Technology Transfer requirements mandatory for all VHA investigators. Please see the attached memo that provides the specific information about the course in TMS. The ACOS/R or Coordinator for R&D needs to provide their local TMS administrator a list of VHA investigators who need to be assigned this course. The ACOS/R is also responsible to ensure compliance with this training requirement on an annual basis. Questions about this requirement can be directed to ORD’s Technology Transfer Program at (202) 461-7512, (202) 632-7554 or by email at vattid@va.gov.

Marisue Cody, PhD

5. Clinical Trial Partnership Activities


Grant Huang, Ph.D.

ORD is engaging in several partnerships in clinical trials.  The following are key points related to these activities.

Increasing Veteran Access to Industry Clinical Trials

One of ORD’s priorities is to increase Veteran access to quality clinical trials.  In April, a Stakeholders Summit was held with representatives from ORD, VHA and VA Central Office program offices, industry, contract research organizations, patient advocacy groups, field investigators, R&D offices and VA affiliated non-profits.  This effort kicked off a 2-year effort to focus on increasing efficiency and facilitating efforts to have industry-sponsored trials on innovative therapies initiated with the VA health care system.  

Activities are managed by a team coordinated by ORD and NAVREF staff. As efforts are starting, we are providing updates to interested individuals on a monthly basis.  If you are interested in receiving these updates, please send an email to clinicaltrials@navref.org
Currently, work groups are being formed to help address identified priorities based on stakeholder input.  These areas are:
1. To develop a single point of contact model to facilitate dialog and processes for new opportunities.

2. Establishing a standard set of information that VA can provide to industry partners regarding capabilities.

3. Identifying key information VA requires from industry to determine interest and ability to enter into a partnership.

4. Develop a process map related to start-up processes that helps delineate centralized and local responsibilities.

5. Developing the capabilities of the VA Central IRB to accommodate industry-sponsored trials.

Work groups could benefit from ACOS-R and AO field expertise.  If you are interested in volunteering or more information, please contact clinicaltrials@navref.org
NCI and VA Interagency Group to Accelerate Trials Enrollment (NAVIGATE)
Previously, a partnership between ORD and NCI was mentioned to establish sites to help with recruitment into NCI funded clinical trials.  This program, NAVIGATE, received 45 applications of which 12 were selected.  We are pleased to announce that the selected sites are at the VAs located in:

Atlanta, GA; Bronx, NY; Charleston, SC; Denver, CO; Durham, NC; Hines, IL; Long Beach, CA; Minneapolis, MN; Palo Alto, CA; Portland, OR; San Antonio, TX; West Haven, CT

While initial efforts will focus on establishing the network, establishing operational and other key activities, one intent of NAVIGATE is to be able to help all VAMCs interested in conducting NCI trials at their site.  We encourage those interested to stay in contact with NAVIGATE staff indicated in decision letters.  Through NAVIGATE, we also are working with other cancer groups and hope to be a source of information and opportunities for others.  For more information on NAVIGATE, the NCI Coordinating Center for Clinical Trials and/or Cooperative Studies Program can be points of contact.

Any questions about any of these topics can be directed to CSP via email at CSP@va.gov.  



6. Service Updates:

· BLR&D





Christopher T. Bever, Jr., M.D.

CSR&D





Theresa Gleason, Ph.D.

Request for Information: Development of novel lead agent(s) for Investigational New Drug application, commercialization and utilization in clinical practice 

Issued by:  Biomedical Laboratory Research and Development Service (BLRD)
Background:
BLRD is embarking on a new initiative to help VA funded investigators advance previously funded projects that have identified and developed effective targeted agents for clinical use.  This RFI is intended to survey the VA research enterprise for available (ready-to-go) and /or emerging novel lead agent(s) that have the potential for commercialization and rapid development as a clinical intervention to address the unmet clinical health care needs of Veterans.  The goal is to characterize the pharmacokinetic properties and toxicological profile of novel lead agent(s) toward an Investigational New Drug application (IND) or a Drug Master File (DMF) with the United States Food and Drug Administration (FDA).  Lead agents may include novel biologics, chemical or molecular therapeutics, imaging agents (i.e. chemotherapeutics, antibodies, contrast imaging agent, small molecules, specialized nanoparticles, etc.)

BLRD is most interested in lead agent(s) that are optimized or at the final stages of refinement, and which, following pharmacokinetic/toxicology profiling, will be ready to move directly into clinical trial testing. 

Changes to the RCS Program:
The receipt date for the RCS RFA will be August 15, 2018. Centralized position applications are due Tuesday, September 4. 

Notes for Program Review, Spring 2018:

· BLRD and CSRD Spring 2018 review panels are completed. The margin meeting was held last week. Notifications to the field will be sent on Friday, July 20.

· We also remind applicants that they should not under any circumstances contact review panel members before, during, or after panel meetings.

Notes for Application Review, Fall 2018:

All requests for application documents are available on the intranet, http://vaww.research.va.gov/funding/rfa.cfm. Packages are available on Grants.gov. 

Merit, Pilot and Career Development application deadline is September 12.

Included in the usual RFAs is the Gulf War Veterans’ Illnesses (GWVI) Biorepository Award, BX-18-014. This RFA solicits applications to support a project that successfully recruits Gulf War era Veterans for a VA biorepository which will collect extensive questionnaire and lifestyle data in addition to post-mortem tissue, with the long term goal to distribute high-quality post-mortem CNS tissue and data to qualified investigators for meritorious projects on Gulf War Veterans’ Illnesses.

Notes for Program Review, Spring 2019:

Letters of intent for Career Development, Epidemiology, Drug Development, and Collaborative Merit projects are due November 1.

· RR&D Update – Patricia A. Dorn, Ph.D.
National Veterans Sports Programs & Special Events:

https://www.blogs.va.gov/nvspse/wp-content/uploads/2018/04/Fact_Sheet_NVSPSE.pdf 

This entry is to make you aware of the six National Veterans events. Each website provides information about the purpose of the event, intended Veteran population, types of activities, and volunteer opportunities. To learn more, please check out these web sites. 

National Veteran Wheelchair Games: Conquer The Challenge, Orlando, FL, July 30 – August 4, 2018      

http://wheelchairgames.org/
National Veterans Golden Age Games, Albuquerque, NM, August 3- 8, 2018 https://www.blogs.va.gov/nvspse/national-veterans-golden-age-games/
National Disabled Veterans TEE Tournament, September 9 – 14, 2018, Iowa City, IA                                 TEE: Training, Exposure, Experience 

https://www.blogs.va.gov/nvspse/national-disabled-veterans-tee-tournament/ 

National Veterans Summer Sports Clinic, September 16-21, 2018, 
San Diego, CA

https://www.blogs.va.gov/nvspse/national-veterans-summer-sports-clinic/
National Veterans Creative Arts Competition & Festival, October 29 – November 4, 2018, Des Moines, IA 

https://www.blogs.va.gov/nvspse/national-veterans-creative-arts-festival/
National Disabled Veterans Winter Sports Clinic, Snowmass Village, CO, March 31 – April 5, 2019 

https://www.wintersportsclinic.org/ 

Appalachian Spring 2018 Audiology Conference: War-Related Injuries to the Hearing and Balance Systems

The 25th Appalachian Spring Audiology Conference was held June 28 -29, 2018 at Stanton-Gerber Hall. This building is located on the shared campus of the Mountain Home VA Medical Center and the James H. Quillen College of Medicine in Johnson City, TN. Presentations focused on the effects of noise and blast exposure on hearing, tinnitus, balance, and vestibular function in both animals and humans. Distinguished speakers included Colonel Sidney Hinds, Blast Injury Research Program Coordinating Office at the USAMRMD & Co-Chair of the VA/DoD Chronic Effects of Neurotrauma Consortium, as well as Drs. Faith Akin, Owen Murnane, and Courtney Hall from the Mountain Home VA Hearing and Balance Research Program.

https://www.johnsoncitypress.com/Military/2018/06/28/Answers-to-blast-related-hearing-problems
2019 Paul B. Magnuson Award:

Nominations are being accepted through September 1. Please refer to VHA Handbook 1203.06 and the instructions for compiling and submitting a nomination packet available on the RR&D website at http://www.rehab.research.va.gov/award/magnuson.html. Nominations should be submitted to rrdreviews@va.gov.

Review Related Information:
Summer 2018 Merit, Career Development and Research Career Scientist Submissions: 

Review is underway. Meetings will be held August 6 through August 10. Impact scores will be released in eRA the week of August 13. Summary statements will be released on September 7 with intent-to-fund decisions by late-September/early October.

Timeline for Fall 2018 SPiRE:

· LOI submission deadline is August 1 for the September application submission. A LOI is required for each review round, including resubmissions and revisions. LOI instructions are available on the RR&D website at http://www.rehab.research.va.gov/guid/handbook/1203-1appenda.pdf. 

RR&D has issued a new SPiRE FOA/RFA RX-19-003 (http://vaww.research.va.gov/funding/rfa.cfm). This means that previous application packages cannot be re-used – all applications will need a new application package. 

Of particular interest this cycle are studies that include aims addressing:

· Prosthetic needs of women Veterans 

· Exoskeleton research, including externally-powered motorized orthoses for stroke, traumatic brain injury, or other non-SCI/D Veteran populations

· Non-pharmacological activity-based interventions for chronic pain impacting outcomes that may include pain reduction, medication use, ADL, and QoL

· Substance-use disorder, particularly opiates, on long-term outcomes from Traumatic Brain Injury

Investigators are urged to discuss proposed applications with the RR&D Scientific Program Manager relevant to their area of study. 

Please Note:  Studies with efficacy/effectiveness aims requiring inferential statistical hypothesis testing, large sample sizes with long recruitment or follow up periods, and/or multiple study sites are not responsive to the award mechanism (See RFA, Part II, Section I.1). 

· Waiver requests for eligibility, budget, and full off-site research (partial off-site waivers will be addressed during JIT) are also due no later than August 1 for the September application submission. Applications submitted without the required approvals will be returned without review. Waiver requests must be submitted separate from the LOI. Email waiver requests to rrdreviews@va.gov as a single PDF file. Name the file as follows: principal investigator’s last name_station number_Waiver (e.g., Jones_122_Waiver). Use the following text in the email “Subject:” line:  [insert PI last name] Waiver Request for Fall 2018 SPiRE Review. 

· Application submissions must use the NEW SPiRE RFA RX-19-003 for this review cycle (http://vaww.research.va.gov/funding/rfa.cfm). This means that previous application packages cannot be re-used – all applications will need a new application package. Applications must be accepted and verified in eRA by September 17 (as September 15 falls on a Saturday), making the last possible submission date September 12 [changed/corrected applications cannot be submitted after this date]. Applications that miss the verification deadline will not be accepted for review. We strongly encourage early submission so that the PI and Signing Official (SO) can take advantage of the 2-day application viewing window to ensure that any of the problems that might arise at several steps along the way can be corrected. While we encourage the PI and SO to carefully review any system generated WARNINGS received, you should not rely solely on system validation checks to ensure a successful application submission.

 

Please carefully review the guidance in the VA-ORD Application Guide SF424 (R&R) found at:  http://vaww.research.va.gov/funding/electronic-submission.cfm, along with the NEW SPiRE RFA RX-19-003 prior to submitting applications. The SF424 Forms Version E (dated 4/24/2018) is applicable for all VA-ORD application submissions. 

Applications will be withdrawn from review for administrative non-compliance if they do not adhere to the following: 

· All applications must be self-contained (i.e., without use of URLs/hyperlinks) within specified page limits. URLs may only be placed in the Biographical Sketches and Bibliography and References Cited attachments. NOTE: URLs within official documents that cannot be altered, such as letterhead (i.e., Letters of Support attachment) or published articles/manuscripts (i.e., in Appendix attachments), will be accepted.

· All applications must contain a Summary Budget Worksheet (dated June 2017). If the worksheet is missing, then the application cannot be adequately evaluated.  Instructions for the budget section can be found in the VA-ORD Application Guide SF424 (R&R) and in the applicable FOA/RFA.  The worksheet template is available at http://vaww.research.va.gov/funding/electronic-submission.cfm. Verify that the total in the Summary Budget Worksheet and Research and Related Budget forms match and that the budget request does not exceed the allowable amount (per year and project total) found in the FOA/RFA.
· All applications must contain a Data Management and Access Plan (DMAP) attachment using the VA-ORD template (Version: 7/29/2016) that is available on the VA-ORD Intranet at http://vaww.research.va.gov/funding/electronic-submission.cfm, under Guidance Documents; and on the Internet at http://www.research.va.gov/funding/default.cfm, under Application and Submission Process.
· All applications must contain a Financial Disclosure appendix. A template is available on the VA-ORD Intranet at http://vaww.research.va.gov/funding/electronic-submission.cfm.
· If Human Subjects will be included in the project, the application must contain a Targeted/Planned Enrollment table as an appendix. A template is available on the VA-ORD Intranet at http://vaww.research.va.gov/funding/electronic-submission.cfm.
· All PI and Senior/Key Personnel Biosketches must use the current/approved OMB No. 0925-0001 and 0925-0002, Biographical Sketch (Rev. 10/15 Approved Through 10/31/ 2018) or (Rev. 09/17 Approved Through 03/31/2020) form. Do NOT alter the Biographical Sketch template by removing the OMB header or other template information – if VA-ORD staff is unable to verify that the correct template format has been used, the application will be withdrawn from review.

· HSR&D & QUERI Updates –  David Atkins, M.D., MPH
      Amy M. Kilbourne, Ph.D., MPH
      Naomi Tomoyasu, Ph.D.

HSRD Supplements 

2018 HSR&D supplemental funds have been released.  If you have questions regarding these supplements please contact either Mary Jones or Naomi Tomoyasu and we’ll try to address any issues.   .

COIN Updates: 

·  The COIN Review Meeting was held on June 14th -15th, 2018; Administrative review and   funding decisions are anticipated to be made by July 20, 2018.

Coin renewal decisions will be finalized this week or early next week following meeting with Rachel Ramoni.  

Scores, summary statements, and funding decisions have been released to all COINs. 
· Moving forward emphasis will be on:

· Real World Impact in resource limited environments

· Implementation (quicker and cheaper)

· Benchmarks re: progress/impact

2018 COIN Directors Meeting:  The COIN Directors Meeting will be held at Academy Health meeting space (same as last year’s) in Washington, DC on November 8th - 9th, 2018. One of the objectives of this meeting would be to welcome COIN directors and set some working goals for strategic planning for phase 2 of the COINs. One of the sub-goals of that would be to have a work group dedicated to coming up with new ideas for documenting COIN achievements on a more regular basis and reporting for HSRD; and secondly to re-examine Steering committee goals and objectives. We are hoping to work with CIDER and ART to come up with ways to meet the former objective.
· CDA
We have put together a workgroup to review the CDA guidance and process and possibly recommend changes. 
Workgroup led by Dr. Steve Ash is being convened to review the CDA guidance and process to identify areas of improvement and make recommended changes.  
Goals of the workgroup : 1) to attract new talent especially in areas we need more expertise; 2) determine whether existing process emphasize important elements vs. looking too much like IIR; and 3) identify approaches or processes that reduce amount of time candidates spend waiting for award
SMRB Updates:
Winter 2018 Cycle
· Summary statements have been released. Please contact Scientific Merit Review Program staff at vhacoscirev@va.gov if you are unable to retrieve the Statement in eCommons. 

· Funding decisions have also been communicated from our staff directly to the research offices and from eRA (with Notices of Intent to-Fund or Not-to-Fund).  

· Funding was approved for the following applications: 23 IIRs, 1 Learning Healthcare Initiative IIR, 11 Pilots, 4 CDAs, and 3 SDRs (under the Community Care RFA). 

Summer 2018 Cycle
· A total of 171 submissions were received: 12 CDAs, 3 NRIs, 36 pilots, 11 QUERI and 109 IIRs

· Out of the 171 submissions we had one application withdrawn and 4 with no further processing needed.

· The total number of applications slated to be reviewed for August is 166: 12 CDAs, 3 NRIs, 35 Pilots, 11 QUERI and 105 IIR

For questions regarding the review process, please contact Scientific Merit Review Program staff at vhacoscirev@va.gov. Questions concerning electronic submission (eRA/Grants.gov) should be directed to the eRA mailbox at 
rd-era@va.gov.
QUERI Program Updates – Dr. Amy Kilbourne and Melissa Braganza

· New QUERI Implementation Strategy Training Hub Start-up sites awarded for FY18. Congratulation to:
· Cathy Battaglia/Triple Aim QUERI: Designing for Implementation

· JoAnn Kirchner/Behavioral Health QUERI: Facilitation 

· Julie Lowery/ PROVE QUERI: LEAP

· Beth Cohen/ Measurement Science QUERI:  EBQI

· Nasia Safdar/Patient Safety PEC: Mentored implementation

· Alison Hamilton/EMPOWER QUERI:  EBQI

· Kyler Godwin/IQUERI COIN: Team-based Implementation Leadership

· The goal of these Hub sites is to support practical training in implementation strategies (e.g., EBQI, Facilitation) for Diffusion of Excellence Gold Status Fellows with the eventual goal of scaling up these training opportunities for other clinician leaders and investigators. Hub site faculty will participate in the upcoming Innovation Ecosystem Base Camp training in October 2018.
Complementary & Integrative Medicine Research
· Stephanie Taylor, PhD, MPH, and Steve Zeliadt, PhD, MPH, are the co-Principal Investigators of the VA-funded APPROACH Trial: Assessing Pain, Patient Reported Outcomes and Complementary and Integrative Health (A VA National Demonstration Project). This study is one of 12 that the NIH, DoD and VA funded as part of an $81 million research collaboration focusing on non-drug approaches for pain management addressing the needs of service members and military Veterans. 
· Over the next six years, this large-scale pragmatic trial will examine the effectiveness of five types of complementary and integrative health (CIH) approaches on chronic pain and pain-related conditions among Veterans with chronic musculoskeletal pain. The main research question of the study is to learn the benefit of pairing self-care CIH approaches (yoga, meditation and Tai Chi) with practitioner-delivered (acupuncture and chiropractic) CIH approaches to care. The study will be conducted at 18 VA Whole Health Flagship sites. The Whole Health Initiative (WHI) being implemented throughout VA by the Office of Patient Centered Care and Cultural Transformation, and the APPROACH trial will leverage that process.
Awards & Honors:

· Laura A. Petersen, MD, MPH, FACP, has earned the 2017 Under Secretary's Award for Outstanding Achievement in Health Services Research — the highest honor for a VA health services researcher. 

· Elizabeth Yano, PhD, MSPH, Director of HSR&D's Center for the Study of Healthcare Innovation, Implementation and Policy (CSHIIP) at the VA Greater Los Angeles Healthcare System was honored with the Disabled American Veterans' (DAV) Special Recognition Award. 

· The Arnold P. Gold Foundation Research Institute recently created the Richard Frankel Award for Creating a Loving Community in recognition of the contributions and achievements of HSR&D investigator Richard M. Frankel, PhD, of the Center for Health Information and Communication (CHIC) located in Indianapolis, IN. 
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VHA Directive 1200.18: Determination ‘k;) TECHNOLOGY TRANSFER
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of Rights for Inventions and Discoveries

Bringing Research Advancements for Veterans to Everyone!

« All VA employees are required to disclose all inventions to TTP (VHA Directive
1200.18)

» This includes inventions made by Without Compensation (WOC) employees and Dual
Appointees who do not have research responsibilities.

e A complete invention submission will consist of (1) a completed VA Invention
Disclosure or University Invention Disclosure Form and (2) an executed (fully
signed) VA Certification Form for each VA inventor.

« Email all completed Invention Disclosures and VA Certification Forms to:
vattid@va.gov

* VA Certification Forms must be signed by the inventor’s VA supervisor or ACOS/R.

VA Invention Disclosure and Certification Forms can be found at:
www.research.va.gov/programs/tech transfer/forms templates.cfm
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Ownership of Inventions 7 L0 A

Bringing Res ements for Veterans to Everyone!

* The law requires VA to determine if there is a legal basis to assert rights in
an invention. This process is known as the “Determination of Rights”
process under 37 Code of Federal Regulations (CFR) § 501 et seq.

* VA cannot assert ownership solely on the basis of the employment
relationship. Rather, VA must establish that VA resources contributed to
the development of an invention and that it is equitable for VA to assert
rights with respect to any specific disclosure.

 An employee has a right to appeal a VA Determination of Rights to
National Institute of Standards and Technology (NIST), a Department of
Commerce agency.

7/11/2018






ACOS/R Responsibilities g TECHNOLOGY TRANSFER

Bringing Research Advancements for Veterans to Everyone!

e Oversee research activities at VAMC

 VHA Directive 1200.18
* Responsible for ensuring that all VA research employees at the facility are
educated about and comply with the invention disclosure process.
e Review and approve Invention Disclosure and VA Invention Certification
forms submitted by VA employees at the facility.

(NOTE: As part of the review process, the ACOS/R should verify the
answers provided by the employee on the certification form as the
ACOS/R signature on the certification form will be relied upon to make

the DOR decision.)

7/11/2018






VA Certification Form

Invention Certification Form
Consplete one certification for each 1A Inventor

I Employee Name. hereby certify that the invention entitled Invention Title, patent application number
Insert Patent Application Number or state "Not Applicable”, was made by me on Provide date invention was made,

while I held a(n) [-]as VA Position Title at VA Facility Name.
|Please answer "Yes" or "No" in the order that the questions appear. YES NO
1. The invention was made during my official VA working hours. a O
2.'A.1ﬂ1etimeofthei:fvefﬁtzp,lhadam@m‘bﬂjtymwfommnhfmv& O |
by VA g or otherwise.
3. The invention was made with a contribution by VA of:
a) Facilities [ M
b) Equipment O O
c) Materials 0 0O
d) Funds O O
e) Information [ O
) Time or services of other VA employees on official duty O ]
4. The invention:
a) Bears a direct relation to my official VA duties O O
b) Was made in consequences of my official VA duties (| O
5.1 am attaching remarks relating to the above. O O
I hold an academic appointment. O O
Please indicate if you have any of the following ad d
[IMD [JPED [JDO [IDPM Ifother, specify |
I hereby voluntarily assign my entire right, title. and interest in and to the above
identified invention to the United States Government. I do not desire a
Determination of Rights under 37 CFR Part 501. YES [ NO [

See 37 CFR Part 501
See 33 § CFR ] 630-1 663

Page 1of2
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e Details VA Involvement

e Questions drawn directly from the Federal
Regulations to support an assertion of rights

« An assertion of rights must be both factually
supported and equitable

e The information submitted in the VA
certification form is reviewed by TTP and VA
OGC to make an ownership determination
(i.e., Determination of Rights).

A U.S. Department 6
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VA Certification Form — &;}

ACOS/R Review

Bringing Research Advancements for Veterans to Everyone!

« Header Paragraph:
o Confirm information relating to the employee-inventor at the time the invention was made.

e Confirm VA Involvement: Questions 1-4

VA Working Hours? Was the invention made on VA time? For WOCs, was the invention made
when WOC was working on a VA approved project?

VA Research Responsibilities? Did the employee have a responsibility to perform research as
part of their official duties? This information can be confirmed by reviewing the employee’s
position description.

VA Facilities? Where was the invention created? Where was the data analyzed? Etc.

VA Equipment? What was used to create or test the invention? Machines located at the VA?

VA Materials? What materials were used in the creation or testing of the invention? Includes
reagents, tissue samples, etc. from VA.

7/11/2018 7
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VA Certification Form - &;}

Review

Bringing Research Advancements for Veterans to Everyone!

VA Funds?

 What were the funding sources for all research projects that led to the development of
the invention? Were any of them from the VA?

« All grants and funds administered through the
Non Profit Corporations (NPCs) = VA funds

VA Information?

« What information was used in the creation or testing of the invention? Includes data,
knowledge, etc.

* Time/Services of other VA employees on official duty?
* Did any other VA employees assist in developing the invention?

 If yes, were they performing their official VA job functions at the time the invention
was made?

U.S. Department 8
of Veterans Affairs
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VA Certification Form - ) ‘@TECHNOLOGYTRANSFER

e Bears a direct relation to official VA duties?

* Is the invention closely related to what the VA pays employee to do?
E.g. Is employee a psychiatrist, employee invention Is a treatment
for PTSD, and employee came up with the idea for the invention
because of employee’s work at the VA ?

 Made In consequence of official VA duties?

» Was the invention developed as a result of performing the _
employee’s official VA job functions? For example, the employee is
a Research Scientist and the employee developed the invention
because the employee was paid by the VA to perform research on
the invention?

7/11/2018





Invention Certification Form

Waliver of the DOR B

I, Employee Name. hereby certify that the imnvention entitled Invention Title, patent application number

P ro CeSS Insert Patent Application Number or state "Not Applicable”, was made by me on Provide date invention was made,
while I held a(n) [*]as VA Position Title at VA Facility Name
« Waiving Determination of Rights? o oy 2 wasidcdiimg‘z ffﬁjlffj;";ngfﬂ Y;S T_O
* Optional 2. At the time of the inveation, I bad a responsibility to pesform rescarch for VA, . .
whether by VA research funding or otherwise.
3. The invention was made with a contribution by VA of:

» If employee believes that VA is entitled to an ) Facilitis B B
ownership interest in the invention, employee may ) Equipment = =
choose to check “Yes” and waive the 5 5
Determination of Rights (DOR) process. = =

] |

« Waiving the DOR process will expedite internal - ices of other VA employees on official duty O O
review and decision making in some cases (i.e.
when a patent application needs to be filed quickly : N official VA dutics B B
to make a specific patent office deadline). ) Was made i consequenc gy offical VA duies . .

5.1 am attaching remarks relating to the | N

« Do NOT waive the DOR if there is any uncertainty 1 hold an academic appointment. O O
about who has an ownership interest in the Pleass mdicate i you have any of fhe Tollowing advanced
invention.

[IMD [PhD []1DO []JDPM Ifother, specify:

« TTP and VA'’s Office of General Counsel (OGC) can I hereby voluntaily assign my entire right, fifle, and interest in and fo the above
expedite DORsoNn a case-by-case basis. identified invention to the United States Government. I do not desire a
Determination of Rights under 37 CFR Part 501. YES[] NO [

See 37 CFR Part 501
See 38 § CFR 1.650-1.663
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Conclusion &;) TECHNOLOGY TRANSFES

Bringing Res ements for Veterans to Everyone!

* For every invention, Technology Transfer Program (TTP) needs to
establish that VA has a legal basis to assert rights.

« The ACOS/R Is an important part of the process as the ACOS/R verifies the
Information provided by the employee-inventor.

 TTP reviews the complete invention disclosure submissions and provides a
DOR recommendation to OGC. OGC issues a final DOR letter to the
employee.

* VA has an obligation to assert rights in an invention made by a VA
employee if VA resources were used, and it is in the interest of the
Department to do so.

 Capturing VA’s research results and identifying promising technologies for
patenting and commercialization are an integral part of VA’s Research
Mission.

7/11/2018 VA | ¢

U.S. Department 11
of Veterans Affairs
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Department of _
Veterans Affairs Memorandum
Date: JUL 2 0 2018

Frem - Executive in Charge, Office of the Under Secretary for Health (10)
St Technology Transfer Program Training Requirement (VIEWS 00076332)

> Medical Center Directors and Associate Chiefs of Staff for Research (ACOS/R)

1. Veterans Health Administration (VHA) Directive 1200.18 “Determination of Rights
for Inventions and Discoveries” provides policy and guidance regarding invention
disclosure and management and commercialization of new scientific discoveries to
benefit Veterans' health and the public good.

2. This memorandum establishes policy that will require all VHA investigators to
complete the Technology Transfer Program online course (TMS Course Number 33534,
which is included in Curriculum VHA-071 - Technology Transfer Training-Research
Investigators) on an annual basis. VHA investigators include any Department of
Veterans Affairs (VA) staff funded to carry out research for VA or any VA employee
(including without compensation) conducting research at a VA medical center.

3. At each VHA facility with research (see attached list), the VHA ACOS/R will
provide a listing of VHA investigators to their local Talent Management System (TMS)
administrator within 30 days of receiving this memorandum. The local TMS
administrator will update the class within TMS of investigators, which will assign
curriculum VHA-071 to their learning plan on an annual basis. On a quarterly basis, the
ACOS/R will review and validate the compliance rate at their facility. Any updates to the
assignment (additional Investigators or Investigators who should no longer be assigned
the training) should be submitted to the local TMS Administrator at the end of each
quarter of the fiscal year (FY). Last, each ACOS/R will ensure ali investigators at their
VA medical center have taken the Technology Transfer Program online course

(TMS Course Number 33534) for each FY.

4. Should you have any questions or need additional information, please contact

VHA’s Office of Research Development Technology Transfer Program, at
(202) 461-7512, (202) 632-7554 or by email at vattid@va.gov

A W)
Carolyn M. Clancy, M.D.

Attachments






