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I. INTRODUCTION
The South Central Mental Illness Research Education and Clinical Center (MIRECC) invites pilot study applications that support its mission:  
To promote equity in engagement, access, and quality of mental health care for Veterans facing barriers to care, especially rural Veterans


Goals - The ultimate goal of the South Central MIRECC pilot study program is to stimulate research that can be used to develop clinical policy or programs that improve access, quality and outcomes of mental health and substance abuse treatment services for rural and underserved Veterans.  This request for pilot study applications is intended to increase both the quantity and quality of federally funded research that will help better understand the experiences of rural/underserved Veterans and to support the development and dissemination of evidence-based practices that can make a real difference in the lives of rural/underserved Veterans.  The South Central MIRECC encourages pilot study applications that will lead to federally funded research programs designed to improve the delivery of services by the Department of Veterans Affairs (VA), as well as to help community partners better serve the behavioral health needs of rural/underserved Veterans.  

Background - According to the VA Office of Rural Health, there are 5.3 million Veterans living in rural and highly rural areas across the country, 25% of the overall Veteran population. The majority of rural Veterans (3 million; 57%) are enrolled in the VA healthcare system and make up nearly one third (32%) of the enrolled population.1 Operation Enduring Freedom (OEF) and Operation Iraqi Freedom/Operation New Dawn (OIF/OND) Veterans are even more likely (30%) to come from rural areas.2  In VISN 16, nearly half (43.6%, n=234,460) of VHA enrollees reside in rural areas.3  Compared to urban Veterans who use the VA healthcare system, rural Veterans face even more barriers to mental health and substance abuse care, and suffer from poorer physical and mental health status.4  Potentially important barriers faced by rural Veterans include: long travel times and high travel costs, limited community resources, limited broadband coverage for telehealth services, poverty, stigma, a culture of self-reliance, lack of anonymity, and lack of culturally acceptable treatments.  These barriers may reduce access to behavioral healthcare services more than to physical healthcare services due to a relative lack of perceived need for behavioral healthcare.  For example, Veterans are significantly less willing to travel long distances for the treatment of mental health and substance abuse disorders than for the treatment of physical health disorders.5   Rural Veterans are likely to have different patterns of service utilization than urban Veterans.  For example, rural Veterans are more likely than their urban counterparts to receive care through Community Based Outpatient Clinics (CBOCs) which often lack mental health specialists such as psychiatrists and psychologists. Primary care providers in CBOCs may not have been extensively trained to deliver evidence-based mental health and substance abuse treatments and may not have the time to adequately address these illnesses. 


II. SC MIRECC FUNDING PRIORITIES
Pilot study data are needed to support highly competitive grant applications to federal agencies. 

SC MIRECC will give preference to applications for pilot studies that are mission-focused or mission-related. 

· Mission-focused projects address topics that are directly related to the South Central MIRECC mission themes.  Topics that fall into this category include, for example, mental health and quality-of-life projects involving rural populations, CBOCs, telehealth, access to care, integrated care, partnership building, community engagement, and vulnerable populations facing access barriers. 

· Mission-related projects address topics that are less tightly related to mission themes but represent work that has application to rural settings or work that is based on previously SC MIRECC-funded or mentored projects.  Topics that fall into this category include, for example, non-VA and community based activities, implementation, and training.

Pilot studies generally fit into one of three categories: observational studies, intervention studies and implementation studies.  The South Central MIRECC invites applications for any of these three study-types. 

· Observational: Regardless of the design of the future full-scale study, preliminary/pilot studies are often observational.   Observational pilot studies may involve qualitative research, survey research, chart reviews, and/or analyses of administrative data.  Observational data may be used to justify the objectives and test proposed methods for full-scale observational studies and/or to inform the design of interventions and implementation strategies for full-scale intervention and implementation studies.  Examples of recently funded observational pilot studies include:

· Tailoring a shared-decision-making intervention for women Veterans

· Exploring geographic variation in high-risk opioid use and opioid prescribing among Veterans

· Specifying a peer support engagement intervention to promote the use of cCBT
 

· Intervention: Intervention pilot studies are often needed to demonstrate the acceptability, safety, feasibility, and/or preliminary effectiveness of the intervention(s) proposed for testing in full-scale randomized trials.  Examples of recently funded intervention pilot studies include:

· An ECHO program for the behavioral and psychological symptoms of dementia: Development and piloting among Veterans in long-term care to assess acceptability and feasibility in the VA System

· Psychotropic adherence intervention: Refinement and pilot testing

· One-day behavioral intervention for distressed Veterans with migraine


· [bookmark: _GoBack]Implementation: Implementation pilot studies are needed to cultivate the partnerships, conduct the needs assessments, develop the educational tools and informatics applications, and/or conduct the small-scale feasibility demonstrations required to support grant applications proposing regional demonstrations or national rollouts of evidence-based practices.  A recent example is:

· A referral toolkit for behavioral health management of irritable bowel syndrome


III. SUBMISSION REQUIREMENTS AND REVIEW PROCESS
Eligibility Criteria – South Central MIRECC Core and Affiliate Investigators are eligible to apply for pilot funding.  Core investigators are researchers who receive salary support from the South Central MIRECC.  Affiliate investigators are doctoral-level researchers who have a VA affiliation (permanent, temporary or Without Compensation (WOC) appointment), and have signed a South Central MIRECC Affiliate Investigator Agreement.  Prior to funding, Principal Investigators will need to document their VA appointment status via an email from their VA Outlook account or a memo from their Site Leader.

Junior Investigators – Fellows are eligible to submit applications for pilot studies. Their applications must outline a plan for completion of the project should it still be ongoing at the end of the fellowship period.  Their application packets must also include a letter from a doctoral-level faculty co-Investigator who agrees to assume responsibility for completing the project.  That letter should describe how the pilot award would advance the fellow’s career path and attest to the co-Investigator’s availability and willingness to assume the PI role and ensure timely completion of the project. 

In general, medical students, interns, and residents will not be eligible to submit applications for pilot awards.  However, a waiver may be requested to allow a medical student, intern or resident to apply.  Waivers will be considered for those who have already been approved for a post-doctoral fellowship, who have already completed another terminal degree (e.g., have a PhD and are pursuing an MD), or provide a letter from their Site Leader offering another compelling rationale for an exception to be made. To request a waiver, submit a letter justifying the exception to Amanda Lunsford (Amanda.Lunsford2@va.gov) at least 4 weeks prior to the pilot application submission date (see below). The request will be reviewed by a Project Officer and the Assistant Director for Research, and the investigator will be notified within 2 weeks whether the waiver has been approved.

Award Amount - The maximum award under this Request for Pilot Study Applications is $55,000.  However, the average award is expected to be much less.  Investigators may submit a request for a waiver to exceed the maximum amount.   To request a waiver, submit a letter to Amanda Lunsford (Amanda.Lunsford2@va.gov) and Dale Perkins (Wendell.Perkins@va.gov) at least 4 weeks prior to the pilot application submission date (see below) justifying why additional funds are needed.  The request for a waiver will be reviewed by a Project Officer and the Assistant Director for Research, and the investigator will be notified within 2 weeks whether the waiver has been approved.  

Budget and Timeline – Pilot Studies are expected to be approximately one year in duration.  Investigators may submit a request for a waiver to exceed the maximum duration, following the procedures outlined under Award Amount.  Depending on the start date, one-year pilot studies may be conducted across two fiscal years.  When funds are awarded, it will be necessary to submit budget requests separately for each fiscal year (October 1st – September 30th) during which the pilot study will be active.  

A line-item budget specifying projected costs associated with staffing (by individual), supplies, etc., and a budget justification on VA form 1313-4 (blank form attached at the end of the package) must be included as well.  Funds for investigator salary, travel, or IT equipment may not be included. In addition, pilot funds may not be used to offset the cost of already budgeted resources.  For example, if a MIRECC RA will be part of project staff, he/she should be shown in the pilot budget as in-kind support.

Submission Process – Pilot study applications will be accepted four times per year (July 1, October 1, January 2, and April 1).  Applications must be submitted by 5:00PM CT on the due date.  If the due date falls on a Saturday or a Sunday, applications will be due the following Monday by 5:00PM CT.  Pilot study applications must be approved by either the Site Leader at a South Central MIRECC anchor site (VAMCs in Houston, Little Rock, and New Orleans) or by the Assistant Director for Research.  Specifically, investigators at anchor sites will need to have their Site Leader sign the application face page (see Appendix A). Investigators must request approval from their Site Leader to submit the pilot study application at least one month prior to the submission date, and investigators are strongly encouraged to begin working with their Site Leader as early as possible in the application process.  

If the Site Leader is not willing to approve the submission of a pilot study application, an investigator may send a letter of intent to submit a MIRECC pilot study application to Amanda Lunsford (Amanda.Lunsford2@va.gov) stating the type of pilot study (observation, intervention or implementation), and briefly describing the objectives and methods of the pilot study as well as how the proposed research supports the South Central MIRECC mission.  The letter of intent will be reviewed by a South Central MIRECC Project Officer and the South Central MIRECC Assistant Director for Research.  The investigator will be notified within 4 weeks whether submission of the pilot study application has been approved.  It should be noted, however, that pilot studies submitted from anchor sites without Site Leader approval have a low probability of being funded.  

Investigators at non-anchor sites must also submit a letter of intent to submit a MIRECC pilot study application to Amanda Lunsford (Amanda.Lunsford2@va.gov) stating the type of pilot study, and briefly describing the objectives and methods of the pilot study as well as how the proposed research supports the South Central MIRECC mission.  Letters of intent must be submitted 4 weeks prior to the pilot study submission date.  Applicants should submit the pilot study application via email to Amanda Lunsford (Amanda.Lunsford2@va.gov).  

Applicants will be notified in writing of approval or disapproval within six weeks of the submission deadline.

Application - The pilot study application should include a face page (See Appendix A), the grant narrative, citations, a line-item budget and budget justification (form VA 10-1313-4), and a biosketch for the principal investigator and for each of the other key personnel. (Blank copies of forms 10-1313-4 and the common biosketch form used by both VA and NIH appear at the end of this packet.  Instructions for completing a VA biosketch and an example may also be found there.)  The grant narrative should be no longer than 5 pages (single-spaced, half-inch margins, and Arial 11pt font), exclusive of references.  The grant narrative should include the following sections (section lengths are included as guidelines only):

1. Specific Aims (1/2 page) – State concisely and realistically what the research is intended to accomplish.  Indicate how the research relates to the overall mission of the South Central MIRECC.

2. Background and Significance (1 page) – Briefly summarize the scientific literature pertinent to the proposed pilot study (and future grant application), critically evaluating existing knowledge, and identifying the gaps that the pilot study is intended to fill.  

3. Methods (3 pages) – This section should identify the study design and summarize research procedures in sufficient detail for reviewers to evaluate scientific rigor and the extent to which the pilot project will meet the proposed specific aims.  Describe recruitment procedures (if applicable), interventions (if applicable), and the means by which data will be collected, analyzed, and interpreted. 

4. Research Team, Timeline, and Future Plans (1/2 page) – Briefly indicate the roles of research team members and their percent effort on the project; more detailed descriptions of team members’ roles and qualifications should be incorporated into the budget justification.  Include a Gantt chart showing the timeline for the activities planned, including a projected completion date.  Describe any new instruments, tools, or materials that will be generated.  Describe how the proposed pilot study will support a grant application to the VA, NIH, SAMSHA, or other federal funding agency.    

5. Applications from Fellows only (1/2 page): In addition to the above, fellows must outline a plan for completion of the project should it still be ongoing at the end of the fellowship period.  The plan must specify which doctoral-level faculty co-Investigator will assume responsibility for completing the project.  Fellows’ applications may include an additional half page (beyond the general 5-page limit) for this purpose.  
MIRECC Implementation, Design, and Analysis and Support (MIDAS) – MIDAS provides methodological support to investigators in the SC MIRECC.  MIDAS can help investigators with pilot study design, selection of data collection instruments, sampling and recruitment strategies, data collection procedures, budgeting, and plans for analysis of quantitative and/or qualitative data.  Investigators are encouraged to request methodological support from MIDAS as they are preparing the pilot study application.  MIDAS can provide support in the development of the pilot application and/or during implementation of approved pilot studies. Requests for support from MIDAS during pilot implementation (e.g., statistical analysis) should be discussed with the MIDAS Director, Ellen P. Fischer, PhD, prior to submission of the pilot proposal.  In most cases, MIDAS support should be shown in the pilot budget as in-kind support.  To request MIDAS support, please contact Dr. Fischer (FischerEllenP@uams.edu).
Review Process and Criteria - Pilot study applications will be reviewed for scientific merit by 2-3 senior MIRECC investigators, including at least 1 South Central MIRECC Project Officer.  Reviewers may consult with content or methodological experts as needed.  Review criteria include: (1) clinical or public health significance, (2) methodological approach, (3) innovation, (4) investigator qualifications, (5) local research environment and (6) potential for external funding.  
· Clinical or Public Health Significance: Does this study (proposed pilot or the application it will support) address an important problem facing rural and/or underserved Veterans?  
· Methodological Approach: Are the conceptual or clinical framework, design, methods, and analyses adequately developed, well-integrated, well-reasoned, and appropriate to the aims of the pilot project? Does the applicant acknowledge potential problem areas and consider alternative approaches?  
· Innovation: Is the project original and innovative? Does the project challenge existing paradigms or clinical practice?  Does the project develop or employ novel concepts, approaches or methodologies, tools, or technologies? 
· Investigator qualifications: Are the investigators and other key personnel appropriately trained and well suited to carry out this work? Is the work proposed appropriate to the experience of the principal investigator?  Do the investigators have a demonstrated track record of peer-reviewed publications commensurate with past funding?
· Research Environment: Does the scientific environment in which the work will be done contribute to the probability of success? Is there evidence of institutional support? 
· Potential for External Funding: If successful, is the proposed pilot study likely to lead to a competitive grant application for external funding from federal funding agencies (e.g., VA, NIH, SAMSHA), or a private foundation (e.g., Robert Wood Johnson Foundation)?   
Reviewers will note strengths and weaknesses related to each of the scored review criteria.  They will also summarize the factors that informed their overall score.  The scoring system used is based on the NIH scoring system which is a 9-point scale for the overall impact/priority score and individual scores for five core criteria.  A score of 1 indicates an exceptionally strong application and a score of 9 indicates an application with serious weaknesses.  The average score is considered to be 5.  The table below describes the scoring system in more detail:

	Impact
	Score
	Descriptor
	Additional Guidance on Strengths/Weaknesses

	High
	1
	Exceptional
	Exceptionally strong with essentially no weaknesses

	
	2
	Outstanding
	Extremely strong with negligible weaknesses

	
	3
	Excellent
	Very strong with only some minor weaknesses

	Medium
	4
	Very Good
	Strong but with numerous minor weaknesses

	
	5
	Good
	Strong but with at least one moderate weakness

	
	6
	Satisfactory
	Some strengths but also some moderate weaknesses

	Low
	7
	Fair
	Some strengths but with at least one major weakness

	
	8
	Marginal
	A few strengths and a few major weaknesses

	
	9
	Poor
	Very few strengths and numerous major weaknesses


Note that an application does not need to be strong in all categories to be judged likely to have strong scientific merit. For example, an investigator may propose to carry out important work that by its nature is not innovative, but is essential to move a field forward.  South Central MIRECC Project Officers may raise concerns, request clarifications and/or recommend changes to the pilot study application.  
· Investigators submitting pilot study applications considered to have low impact will not be asked to revise and resubmit the application.  
· Investigators submitting pilot study applications considered to have medium impact will be asked to revise their application (including a 1 page introduction to the revised application) and resubmit it for the next submission cycle (July 1, October 1, January 1, and April 1).  
· Investigators submitting pilot study applications considered to have high impact, but also considered to have minor weaknesses, will be asked to submit a 1 page modification letter prior to the next submission cycle.  
· Pilot study applications considered to have high impact with no or negligible weaknesses will compete for available pilot funds.  Based on recommendations from the South Central MIRECC Project Officers, the Director and Associate Director for Research will make funding decisions, at their discretion, based on scientific merit, availability of funds, and contribution to the South Central MIRECC mission.  
Note that pilot study applications will be subject to three levels of review.  At the first level, Site Leaders will determine when pilot studies are ready for submission.  At the second level, South Central MIRECC Project Officers and senior MIRECC investigators will review the pilot study applications and recommend that those determined to have high impact be considered for funding.  At the third level, the South Central MIRECC Director and Associate Director for Research will decide which pilot studies should be prioritized for funding.  By relying on the explicitly stated review criteria during each level of the review process, the South Central MIRECC pilot study program will emphasize scientific objectivity during each level of review.
Funding Requirements 
Once a Pilot Study application is approved for funding, the following items must be completed and sent to Amanda Lunsford.  No funds will be transferred until all required documentation has been received.
· South Central MIRECC Funding Agreement (see Appendix B) 
· Current certificates of training in Human Subjects Protection, VA Privacy & HIPAA Training, and VA Privacy & Information Security Awareness and Rules of Behavior
· Local IRB and VA R&D approval letters
· Local Data Security Forms 
· Data security forms required by your local IRB for approval (e.g., PCIS at Little Rock)
If your local IRB does not require data security forms for approval, please attach:
· Data Security Checklist for Principal Investigators (see Appendix C)
· Principal Investigator’s Certification: Storage & Security of VA Research Information (see Appendix D)
· Documentation of VA appointment (an e-mail sent from your VA Outlook to Ms. Lunsford (Amanda.Lunsford2@va.gov) or a letter from your Site Leader confirming your VA appointment)

Time limits for completing just-in-time requirements:  Your Site Leader and the Assistant Director for Research will track the progress of your MIRECC Pilot Study.  It is expected that obtaining IRB approval will take about 3 months from the time you receive your funding letter.  If after 5 months, you have not received IRB approval, you will be required to meet with your Site Leader to discuss the situation.  If after 6 months, you have not yet received IRB approval, your Site Leader and the Associate Director for Research will review your situation and decide whether to withdraw funding for the pilot study.

If you have not received IRB approval and completed the funding requirements described above within 6 months of the date of your funding letter, you risk losing your pilot funding.


IV. CONTACTS

Assistant Director for Research
	Ellen P. Fischer, PhD
	South Central MIRECC
	HSR&D Center for Mental Healthcare & Outcomes Research (CeMHOR)
		Central Arkansas Veterans Healthcare System
	Division of Health Services Research, Department of Psychiatry
University of Arkansas for Medical Sciences
	FischerEllenP@uams.edu
	501-257-1711 or 501-526-8125

Project Officers

Observation Studies
	Ellen P. Fischer, PhD
	South Central MIRECC
	HSR&D Center for Mental Healthcare & Outcomes Research (CeMHOR)
Central Arkansas Veterans Healthcare System
	Division of Health Services Research, Department of Psychiatry
University of Arkansas for Medical Sciences
FischerEllenP@uams.edu
501-257-1711 or 501-526-8125 


Intervention Studies
	Mark E. Kunik, MD, MPH
South Central MIRECC
Houston Center for Quality of Care and Utilization Studies
	Michael E. DeBakey Veterans Affairs Medical Center
Menninger Department of Psychiatry and Behavioral Sciences
Baylor College of Medicine
mkunik@bcm.edu
713-794-8639


Implementation Studies
	Richard Owen, MD
	HSR&D Center for Mental Healthcare & Outcomes Research (CeMHOR)
		Central Arkansas Veterans Healthcare System
	Division of Health Services Research, Department of Psychiatry
University of Arkansas for Medical Sciences
Richard.Owen2@va.gov
501-257-1710




Anchor Site Leaders

Houston 
	Melinda Stanley, PhD
	Houston Center for Quality of Care and Utilization Studies
Michael E. DeBakey Veterans Affairs Medical Center
McIngvale Family Chair in Obsessive Compulsive Disorder Research
Menninger Department of Psychiatry and Behavioral Sciences
Baylor College of Medicine
mstanley@bcm.edu
713-794-8844

Little Rock
	Jeffrey Pyne, MD
	HSR&D Center for Mental Healthcare & Outcomes Research (CeMHOR)
		Central Arkansas Veterans Healthcare System
	Division of Health Services Research, Department of Psychiatry
University of Arkansas for Medical Sciences

	PyneJeffreyM@uams.edu
	501-257-1083

New Orleans 
	Laurel Franklin, PhD
	Southeast Louisiana Veterans Health Care System
	Department of Psychiatry and Neurology
		Tulane University
	Laurel.Franklin@va.gov
	504-571-8294


MIRECC Pilot Study Program Coordinator

Little Rock - 	Amanda Lunsford / 501-257-1806 / Amanda.Lunsford2@va.gov 

MIRECC Budget Analyst (for all sites)

Little Rock – Dale Perkins / 501-257-1741/ Wendell.Perkins@va.gov 
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South Central MIRECC Pilot Study Application
FACE PAGE – APPENDIX A

Observation
Intervention
Implementation

1. Title:  

2. Principal Investigator:

Name:
VA Affiliation and Title:	
University Affiliation and Title: 
Telephone: 						Fax #:
Email Address:


3. Total amount requested: $

4. PI Signature:
Principal Investigator:					Date:

5. Site Leader Signature:
I have discussed this pilot study application with the principal investigator.   I have read the final version of this application.  I approve the submission of this application.

MIRECC Site Leader:					Date:
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Appendix B

South Central MIRECC
   Funding Agreement



Although local and central administrative MIRECC staff is available to provide assistance, as the PI, you are ultimately responsible for administrative oversight of your study, including budgetary management, purchasing, personnel hires, human- participants protections, and compliance with all animal and hazardous material regulations.  By accepting MIRECC pilot study funds, you agree to the following:

· Execution of the pilot study as proposed.  In the event that the study proves unfeasible to conduct, the PI is ethically bound to return the funds or work with MIRECC leadership to revise methods so as to allow study execution.

· Submission of interim progress reports every six months.  Submission of a final progress report three months after study completion.  

· Compliance with all national and local VA and University regulations concerning initial and ongoing human subjects review.

· Notification of MIRECC leadership concerning any changes in key personnel.

· Appropriate use and management of federal government funds.

· Compliance with local VA Medical Center policies and procedures for funds management, purchasing, and hiring.

· Submission of information regarding investigator grants, publications, and presentations, as requested.  

· Citation of receipt of MIRECC Pilot Study Funds on the investigator’s CV and on relevant abstracts, publications, and presentations.

Failure to comply with this agreement may result in the loss of your pilot study funds, and loss of your status as a MIRECC investigator.  In the event that an investigator fails to honor this agreement, the MIRECC Leadership Council will review the circumstances and render an appropriate decision.  


Printed Name: __________________________________________________________

Signature: ________________________________________________Date: _________


Principal Investigator: please review and sign this agreement. E-mail or fax the signed agreement to Ms. Amanda Lunsford (Amanda.Lunsford2@va.gov, (501-257-1707). Questions regarding the agreement may be directed to Ellen Fischer, Ph.D., SCMIRECC Assistant Director for Research (FischerEllenP@uams.edu). 

Appendix C

Data Security Checklist for Principal Investigators 

Date: 
Name of Protocol:
Name of PI: 
PI’s Phone Number and e-mail address: 
Name of Privacy Officer (PO):				
PO’s Phone & e-mail address
Name of ISO:
ISO’s Phone Number and e-mail address
Instructions: If you answer NO to any one of the statements, you may not remove or transmit the data outside the VA and you must consult with your supervisor, ISO and Privacy Officer.  If the research will not obtain any VA sensitive information/data the statements below should be marked as not applicable (N/A).

	Yes
	No
	N/A
	Specific Requirement 

	
	
	
	All VA sensitive research information is used and stored within the VA

	
	
	
	All copies of VA sensitive research information are used and remain within the VA


If you have answered yes or N/A to both statements above, stop here. 

If the original or copies of VA research information are removed from the VA the following apply:  See Appendix A for definition of terms used in this document. 
	Yes
	No
	N/A
	Specific Requirements

	
	
	
	Permission to remove the data has been obtained from 1) your immediate supervisor, 2) your Chief Consultant, 3) the VA Information Security Officer (ISO), and 4) the VA Privacy Officer. 

	
	
	
	A property pass for the equipment (Laptop etc.) has been obtained.

	
	
	
	The laptop or other portable media is encrypted and password protected. Note: Contact the VA ISO at your facility for encryption issues.

	
	
	
	Data are not transmitted as an attachment to unprotected e-mail messages.

	
	
	
	Names, addresses, and Social Security Numbers (real and scrambled) have been replaced with a code.  Note: Names, addresses, and Social Security Numbers (real or scrambled) may only be maintained on a VA server and documentation of the procedure by which the data were coded must remain within the VA

	
	
	
	Data sent via mail or delivery service have been encrypted.  Note: It is preferable to send data on CDs or other media by a delivery service where there is a “chain of custody”. 

	
	
	
	For data that will reside on a non-VA server:  The server has be certified and accredited as required by Federal Information and Security Management Act of 2002 (FISMA). Note: your facilities ISO should be consulted.

	
	
	
	Access to the data is only by those who are authorized to access it and the access is related to VA-approved research. 

	
	
	
	Procedures for reporting theft or loss of sensitive data or the media such as a laptop, containing sensitive data are in place and familiar to the researcher and all others who have access to, use, store, or transport the data.   





Appendix D

Principal Investigator’s Certification: Storage
& Security of VA Research Information

Instructions:  

1.  This certification must be completed by all Principal Investigators (PI) and submitted to their Chief Consultant no later than April 15, 2007. It must also be completed and submitted to the Chief Consultant by April 15th annually thereafter.  If you are PI on more than one research protocol, you may a) complete a form for each protocol, b) list additional protocols and date of R&D approval on the bottom of this form, or c) attach a separate list.

2.  This form must be completed for each new protocol and a copy of this form must remain with the research protocol file.

3.  This form must be submitted to ORD during the Just-In-Time process if you will be funded by ORD for a research project.


I certify to the best of my knowledge that all VA sensitive information associated with the research study entitled 

_______________________________________________and approved by the Research and Development Committee 

on ___________ is being used, stored and security in accordance with the applicable VA and VHA policies and guidance.


Name: _____________________________

Title: ______________________________

Date: ______________________________

Phone: _____________________________

E-mail: _____________________________
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OMB No. 0925-0001 and 0925-0002 (Rev. 10/15 Approved Through 10/31/2018)
BIOGRAPHICAL SKETCH
Provide the following information for the Senior/key personnel and other significant contributors.
Follow this format for each person.  DO NOT EXCEED FIVE PAGES.
NAME:
eRA COMMONS USER NAME (credential, e.g., agency login):
POSITION TITLE:
EDUCATION/TRAINING (Begin with baccalaureate or other initial professional education, such as nursing, include postdoctoral training and residency training if applicable. Add/delete rows as necessary.)
	INSTITUTION AND LOCATION
	DEGREE
(if applicable)

	Completion Date
MM/YYYY

	FIELD OF STUDY


	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



Please refer to the Biographical Sketch instructions and sample in order to complete sections A, B, C, and D of the Biographical Sketch.




OMB No. 0925-0001 and 0925-0002 (Rev. 10/15 Approved Through 10/31/2018)
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A. Personal Statement
I have the expertise, leadership, training, expertise and motivation necessary to successfully carry out the proposed research project.  I have a broad background in psychology, with specific training and expertise in ethnographic and survey research and secondary data analysis on psychological aspects of drug addiction.  My research includes neuropsychological changes associated with addiction.  As PI or co-Investigator on several university- and NIH-funded grants, I laid the groundwork for the proposed research by developing effective measures of disability, depression, and other psychosocial factors relevant to the aging substance abuser, and by establishing strong ties with community providers that will make it possible to recruit and track participants over time as documented in the following publications.  In addition, I successfully administered the projects (e.g. staffing, research protections, budget), collaborated with other researchers, and produced several peer-reviewed publications from each project.  As a result of these previous experiences, I am aware of the importance of frequent communication among project members and of constructing a realistic research plan, timeline, and budget.  The current application builds logically on my prior work. During 2005-2006 my career was disrupted due to family obligations. However, upon returning to the field I immediately resumed my research projects and collaborations and successfully competed for NIH support. 

1. Merryle, R.J. & Hunt, M.C. (2004). Independent living, physical disability and substance abuse among the elderly. Psychology and Aging, 23(4), 10-22.
2. Hunt, M.C., Jensen, J.L. & Crenshaw, W. (2007). Substance abuse and mental health among community-dwelling elderly. International Journal of Geriatric Psychiatry, 24(9), 1124-1135.
3. Hunt, M.C., Wiechelt, S.A. & Merryle, R. (2008). Predicting the substance-abuse treatment needs of an aging population.  American Journal of Public Health, 45(2), 236-245. PMCID: PMC9162292 Hunt, M.C., Newlin, D.B. & Fishbein, D. (2009). Brain imaging in methamphetamine abusers across the life-span. Gerontology, 46(3), 122-145.
B. Positions and Honors
Positions and Employment
1998-2000		Fellow, Division of Intramural Research, National Institute of Drug Abuse, Bethesda, MD 
2000-2002		Lecturer, Department of Psychology, Middlebury College, Middlebury, VT 
2001-			Consultant, Coastal Psychological Services, San Francisco, CA  
2002-2005		Assistant Professor, Department of Psychology, Washington University, St. Louis, MO 
2007- 			Associate Professor, Department of Psychology, Washington University, St. Louis, MO
Other Experience and Professional Memberships
1995-			Member, American Psychological Association
1998-			Member, Gerontological Society of America
1998-			Member, American Geriatrics Society
2000-			Associate Editor, Psychology and Aging 
2003-			Board of Advisors, Senior Services of Eastern Missouri 
2003-05		NIH Peer Review Committee: Psychobiology of Aging, ad hoc reviewer
2007-11		NIH Risk, Adult Addictions Study Section, members
Honors
2003			Outstanding Young Faculty Award, Washington University, St. Louis, MO 
2004			Excellence in Teaching, Washington University, St. Louis, MO
2009			Award for Best in Interdisciplinary Ethnography, International Ethnographic Society
C. Contribution to Science
1. My early publications directly addressed the fact that substance abuse is often overlooked in older adults. However, because many older adults were raised during an era of increased drug and alcohol use, there are reasons to believe that this will become an increasing issue as the population ages.   These publications found that older adults appear in a variety of primary care settings or seek mental health providers to deal with emerging addiction problems.  These publications document this emerging problem but guide primary care providers and geriatric mental health providers to recognize symptoms, assess the nature of the problem and apply the necessary interventions.   By providing evidence and simple clinical approaches, this body of work has changed the standards of care for addicted older adults and will continue to provide assistance in relevant medical settings well into the future.  I served as the primary investigator or co-investigator in all of these studies. 
a. Gryczynski, J., Shaft, B.M., Merryle, R., & Hunt, M.C. (2002). Community based participatory research with late-life addicts. American Journal of Alcohol and Drug Abuse, 15(3), 222-238.
b. Shaft, B.M., Hunt, M.C., Merryle, R., & Venturi, R. (2003). Policy implications of genetic transmission of alcohol and drug abuse in female nonusers. International Journal of Drug Policy, 30(5), 46-58.
c. Hunt, M.C., Marks, A.E., Shaft, B.M., Merryle, R., & Jensen, J.L. (2004). Early-life family and community characteristics and late-life substance abuse. Journal of Applied Gerontology, 28(2),26-37.
d. Hunt, M.C., Marks, A.E., Venturi, R., Crenshaw, W. & Ratonian, A. (2007). Community-based intervention strategies for reducing alcohol and drug abuse in the elderly.  Addiction, 104(9), 1436-1606. PMCID: PMC9000292

2. In addition to the contributions described above, with a team of collaborators, I directly documented the effectiveness of various intervention models for older substance abusers and demonstrated the importance of social support networks.   These studies emphasized contextual factors in the etiology and maintenance of addictive disorders and the disruptive potential of networks in substance abuse treatment. This body of work also discusses the prevalence of alcohol, amphetamine, and opioid abuse in older adults and how networking approaches can be used to mitigate the effects of these disorders.    
a. Hunt, M.C., Merryle, R. & Jensen, J.L. (2005). The effect of social support networks on morbidity among elderly substance abusers. Journal of the American Geriatrics Society, 57(4), 15-23.
b. Hunt, M.C., Pour, B., Marks, A.E., Merryle, R. & Jensen, J.L. (2005). Aging out of methadone treatment. American Journal of Alcohol and Drug Abuse, 15(6), 134-149. 
c. Merryle, R. & Hunt, M.C. (2007). Randomized clinical trial of cotinine in older nicotine addicts. Age and Ageing, 38(2), 9-23. PMCID: PMC9002364

3. Methadone maintenance has been used to treat narcotics addicts for many years but I led research that  has shown that over the long-term, those in methadone treatment view themselves negatively and they gradually begin to view treatment as an intrusion into normal life.   Elderly narcotics users were shown in carefully constructed ethnographic studies to be especially responsive to tailored social support networks that allow them to eventually reduce their maintenance doses and move into other forms of therapy.  These studies also demonstrate the policy and commercial implications associated with these findings.
   
a. Hunt, M.C. & Jensen, J.L. (2003). Morbidity among elderly substance abusers. Journal of the Geriatrics, 60(4), 45-61.
b. Hunt, M.C. & Pour, B. (2004). Methadone treatment and personal assessment. Journal Drug Abuse, 45(5), 15-26. 
c. Merryle, R. & Hunt, M.C. (2005). The use of various nicotine delivery systems by older nicotine addicts. Journal of Ageing, 54(1), 24-41. PMCID: PMC9112304
d. Hunt, M.C., Jensen, J.L. & Merryle, R. (2008). The aging addict: ethnographic profiles of the elderly drug user.  NY, NY: W. W. Norton & Company.
D. Research Support
Ongoing Research Support
R01 DA942367		Hunt (PI)							09/01/08-08/31/16
Health trajectories and behavioral interventions among older substance abusers
The goal of this study is to compare the effects of two substance abuse interventions on health outcomes in an urban population of older opiate addicts.  
Role: PI

R01 MH922731		Merryle (PI)						12/15/07-11/30/15
Physical disability, depression and substance abuse in the elderly
The goal of this study is to identify disability and depression trajectories and demographic factors associated with substance abuse in an independently-living elderly population.  
Role: Co-Investigator

Faculty Resources Grant, Washington University			08/15/09-08/14/15
Opiate Addiction Database
The goal of this project is to create an integrated database of demographic, social and biomedical information for homeless opiate abusers in two urban Missouri locations, using a number of state and local data sources.
Role: PI
Completed Research Support

R21 AA998075			Hunt (PI)							01/01/11-12/31/13
Community-based intervention for alcohol abuse
The goal of this project was to assess a community-based strategy for reducing alcohol abuse among older individuals.
Role: PI
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