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I.
BACKGROUND

In 1988, Congress passed legislation that permitted Department of Veterans Affairs medical centers (VAMCs) to establish Non-Profit Research Corporations (“NPCs” hereafter), forming a unique partnership for the conduct of VA-approved research.  The 1988 legislation allowed the establishment of private, state-chartered, non-profit entities that provide flexible funding mechanisms for the administration of funds, other than those appropriated to VA, for the conduct of VA-approved research.  The initial purpose of the VA-affiliated NPCs was to support research at the VAMCs.   However, in 1999, Congress expanded the NPCs’ authority to include support for VA’s education and training missions. 

During 2003, the NPCs expended $178.7 million in support of VA research and education.  These expenditures financed research projects and their supporting infrastructure, as well as salaries, equipment and other research and/or education-related costs.  The sources of these funds were private sector companies, charitable foundations, professional societies, other nonprofit entities, individuals, and non-VA Federal agencies.  Because the only statutory purpose of the NPCs is to facilitate VA research and/or education, all funds expended, other than those that cover NPC administration cost, must support those activities. 

II.
ROLE IN SUPPORT OF VA RESEARCH & EDUCATION 

The NPCs support VA’s research and education programs in six major ways: 

1. The NPCs provide a flexible funding mechanism for private and public grants to support VA-approved research.  NPC administered research projects provide support for VA research and thereby complement and leverage increasingly constrained VA research funds. 

2. The NPCs provide additional resources to VA that ultimately benefits veterans' medical care.  Nurses and doctors who conduct research projects also provide care for veterans during the course of studies.  Computers, copiers, medical equipment and even buildings are among the many purchases made by NPCs to support research, but which also enhance care for veterans. 

3. NPC administered research facilitates veterans' access to the latest drugs and technology.  By participating in the development of new treatments, veterans are offered new medications in a closely supervised setting.  Veterans benefit from the improved treatments and the extra care they receive when they participate in an approved study.  The overwhelming majority of NPC administered research is clinically focused. 

4. The NPCs generally have administrative costs well below industry norms.  As a result, the NPCs are able to maximize the benefits to VA of the funds they administer. 

5. NPCs provide VA personnel with learning experiences designed to improve performance of current duties; assist employees in maintaining or gaining specialized proficiencies; and expand understanding of advances or changes in patient care, technology, or health care administration.  Examples of education activities supported by NPCs include holding scientific conferences, training for research compliance personnel, and education in biosafety for staff.  In addition, NPCs support medical education for veteran patients and their families such as training in diabetes management.

6. Indirect cost reimbursements received from non-VA sources help to defray the indirect costs of VA-approved research administered by NPCs. VA facilities are presently unable to recover indirect costs from non-VA federally sponsored research such as that from NIH.  NPCs, however, can recover their costs for the programs they administer.

III.
NPC LOCATIONS

VA medical centers throughout the country have recognized the benefit of establishing NPCs to facilitate the conduct of VA approved research and education activities.  Currently, there are 92
 (88 active in 2003) NPCs operating in 40 states
, Puerto Rico, and Washington, DC.  Tab 2 contains a map depicting NPC locations as well as a list of all NPCs and affiliated VAMCs. 

IV.
ANNUAL REPORTING

Under title 38 of the U.S. Code (U.S.C.), NPCs must submit to the Secretary a detailed statement of their operations, activities and accomplishments during the previous year.   VA Handbooks 1200.17 and 1400.2 require NPCs to submit their annual reports to the VA Chief Research & Development Officer (CRADO) and Chief Academic Affiliations Officer respectively on or before June 1 of each year.  The VA Non-Profit Program Office, located in the Finance Division of the Office of Research and Development, is responsible for reviewing all annual reports and compiling them for the NPC annual report that the Secretary is required to submit to Congress.  The information submitted by the NPCs consists of, but is not limited to, the IRS Form 990 – Return of Organizations Exempt from Income Tax, audited financial statements with management letter (if applicable), and related funding and expenditure information. 

Examination of the IRS Form 990 data plays a major role in the evaluation of each NPC’s financial activity by the VA Non-Profit Program Office.  Most of the analyses focus on each NPC’s revenues and expenditures, because these are two of the most accessible indicators of a non-profit’s performance and overall financial health.  

In order to obtain a more balanced picture of NPC programmatic activity and additional substantive evidence of accountability, the VA Non-Profit Program Office reviews other documents such as the auditor’s management letter, research and education project list, evidence of programmatic activities and accomplishments, and supplemental revenue and expenditure information.  In addition, the NPCs’ audited financial statements are reviewed for reasonableness while taking into account any deficiencies/recommendations noted by the independent public accountant.  Material weaknesses reported by auditors are tracked by the VA Non-Profit Program Office to verify that the NPCs take corrective actions from one year to the next.  The analysis of the financial and operational data provides an abundance of useful information for the Annual Report reader. 

A total of 92 annual reports were submitted by NPCs for the June 1, 2004 deadline. Eighty-eight submissions (96%) met the deadline requirement while four reports were submitted late.  This represents a small improvement over last year’s submission.  After review of the annual reports, the VA Non-Profit Program Office made follow up inquiries to the respective NPC Executive Directors for clarification and/or to resolve inconsistent reporting issues (such as inconsistent financial data reported on the IRS Form 990).  The VA Non-Profit Program Office was able to successfully resolve all of these issues in a timely manner.

V.
FINANCIAL REPORTING 

Revenues

In 2003, NPCs reported $185.2 million in revenues including interest income and other miscellaneous receipts.  This represents a 0.18 percent decrease in NPC revenues over the previous year.  From 1999 to 2002, NPC revenue had trended upward, increasing by approximately 25%.  The slight decrease in overall revenues in 2003 is the first to occur in the history of the NPCs.  Furthermore, only thirty-eight NPCs reported an increase in overall revenue during 2003 compared to 44 in 2002, while the remainder saw their revenue decrease or remain flat.  (See Tab 3 for Revenue)
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The median NPC revenue in 2003 was approximately $622,000, while in 2002 the median revenue was $704,000.  In 2003, the top three revenue producing NPCs accounted for 36% of total revenue, while in 2002 the top three accounted for 31 percent of total revenue.  As noted in the table below, there were more NPCs at which revenue fell below $500,000 than in the previous year.  Thus, while the top 3 revenue producers continue to grow, the trend in revenue is downward or flat for most NPCs. 

	Revenue Range
	# of NPCs - 2003
	# of NPCs - 2002

	Below $500K
	41
	34

	$500K - $1M
	16
	19

	$1M - $10M
	32
	34

	$10M & Above
	3
	3

	Total # of NPCs
	92
	90


Under the title 38 statutory reporting requirements, NPCs are required to report research and education revenues and expenditures separately.  In addition, they are requested to report revenues based on Federal or non-Federal (private) funding source.  Over 97 percent of total revenue was received in support of research, while 1.5 percent was received in support of education.  The remainder was received from general sources (i.e., interest) in support of NPC administrative activities.  (See Tab 4 for Revenue detail) 
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As in previous years, revenue from non-Federal (or private) research and education sources represents the majority of funding received by the NPCs (approx. 52.8%).  However, there has been a decrease of 15 percent from the prior year amount of $115.4 million to $97.7 million from non-Federal sources.  A reduction in commercially sponsored studies is largely responsible for the decrease.  Possible explanations include: increased competition for clinical studies; migration of commercially sponsored clinical studies overseas; the increasing use of research studies to influence physician prescribing habits; and sponsor’s concerns about intellectual property rights. Revenue from Federal sources continues to trend upward.  Funding from various Federal sources increased 27 percent over the prior year amount of $65.7 million to $83.2 million (44.9% of total); and the number of NPCs receiving non-VA Federal funding increased from 39 in 2002 to 41 in 2003. 
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Funding Sources

NPCs continue to demonstrate significant diversity in funding sources.  Donors include private sector companies, numerous foundations, universities, and non-VA Federal agencies such as the National Institutes of Health (NIH), Department of Defense (DoD), VA
 and the Centers for Disease Control and Prevention (CDC).  Forty-five percent of NPCs received funding from federal sources while the remainder received funding solely from commercial sources.

In the June 1 submissions, NPCs are required to report funding sources for which amounts were received in excess of $25,000. Based on this data provided in 2003, funding generated from private sector (non-Federal), Federal, university, and VA sources totaled approximately $160 million. (See Tab 5 for complete listing of Sources of Funding Over $25,000)
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Expenditures

Eighty-eight NPCs reported expenditures totaling $178.7 million in 2003, a three percent increase over the prior year.  As seen in the chart below, expenditures continue to trend upward.  In fact, between 1999 and 2003, expenditures have increased over 35 percent.  The funds used by the NPCs pay salaries for research and education personnel, purchase equipment, and maintain and upgrade VA facilities.  (See Tab 6 for Expense Comparison)  
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Approximately 55 percent of total expenditures were for salary and benefits for research and education personnel including technicians, nurses, research coordinators, animal caretakers, data clerks and investigators.  About three percent of total expenditures were for travel to scientific and educational conferences and seminars.  The remaining 42 percent represented other expenditures in support of VA research and education activities.   

The NPCs continue to manage funds very efficiently as evidenced by their low administrative expenses averaging 15 percent of revenues in 2003.  NPCs expended approximately $146.3 and $5.7 million in direct support of VA research and education activities, respectively. (See Tab 6)
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Salary

Seventy-seven NPCs reported salary and benefits expenditures totaling $97.7 million, a five percent increase over the previous year.  NPC salary expenditures supported a variety of personnel ranging from research technicians and professional staff, such as pharmacists and physicians, to support staff, such as administrative assistants and secretaries.  Consequently, many VAMCs benefit directly from research and patient-care manpower provided by NPC-salaried employees. (See Tab 7 for detailed Salary Expenditures)  




Of the $97.8 million expended in salary support, 83.3 percent, ($81.8 million) was used to support personnel directly engaged in VA research activities.  Approximately 16.1 percent ($15.9 million) was expended for management salaries and less than 0.2% was expended for personnel engaged in fundraising activities.  The remaining amount (0.4%) was expended in support of staff involved in educational activities.
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Travel

NPCs support domestic and foreign travel for VA and NPC personnel to attend scientific meetings, seminars and conferences.  The VA benefits from such travel because it enhances the ability of VA staff to pursue research and education endeavors important to the mission of the VA.  Seventy-five NPCs reported travel expenditures totaling over $5.1 million, a three percent increase over the prior year. (See Tab 8 for detailed Travel Expenditures)   




Of the $5.1 million in travel support expenditures, approximately 91 percent, or $4.7 million, supported travel for personnel directly engaged in research or education activities.  Approximately, nine percent, or $0.4 million, was expended for management support and fundraising travel activities.  
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Other Research Expenditures  

In furthering the VA research and education mission, NPCs incur a number of costs in addition to payroll and travel.  In 2003, these other expenses totaled $75.7 million.  They included, but were not limited to, legal fees; consulting services (statisticians, information technology experts, etc.); supplies; postage and shipping; equipment purchases, rental and maintenance; printing and publications; utilities; conference registrations; etc. (See Tab 9 for detailed Other Research Expenditures)

Payees

Each NPC hires employees and contracts with various vendors (“payees”) to support performance of VA approved research and education activities and to provide products and services to sustain business operations.  Details for all NPC payments to employees and vendors exceeding $35,000 are provided in a list submitted with each NPC annual report.  The following table lists the four major types of payees and provides the total amount paid to each.  (See Tab 10 for a complete listing of Payees > $35k.) (Note: NPCs provide reimbursements to VA facilities for various services provided in support of approved research projects and education activities.) 
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Financial Position

NPCs reported $145.8 million in total net assets in reports submitted in June 2004, a five percent increase over the prior year.  This amount includes research project funds held by the nonprofits as well as operating funds and fiscally prudent reserves. 

	Net Asset Range
	# of NPCs - 2003
	# of NPCs - 2002

	Below $500K
	35
	38

	$500K - $1M
	17
	12

	$1M - $5M
	32
	33

	$5M & Above
	8
	7

	Total # of NPCs
	92
	90


Every organization, commercial or nonprofit, needs to generate revenue sufficient to sustain its programmatic activities as well as fund growth, replace equipment and accumulate reserves.  A combined summary of the NPCs’ financial position is provided on Tab 11.
VI.
PROJECTS, ACTIVITIES & ACCOMPLISHMENTS

In 2003, NPCs adminstered 5,090 VA-approved projects.  Many of these projects were clinical studies that focus on the treatment of medical conditions prevalent in the veteran population.  The quality of care given to veterans enrolled in clinical studies is particularly noteworthy since they benefit directly from close one-on-one relationships with the caregivers conducting research.  VAMCs may potentially benefit from drugs and devices donated by sponsoring institutions and pharmaceutical companies, as well as from salary support for nurses and physicians caring for veteran patients enrolled in clinical studies.  In addition, the general public benefits from the publication of the results of the studies in medical journals.

NPCs also support VA in many different areas other than administering funds for VA approved research projects and education activities. From awarding seed money to young VA investigators to renovating research facilities to funding small research libraries, the NPCs supported a wide-variety of activities to further the VA research and education mission in 2003.  Below is a list of selected NPC activities and accomplishments: (See Tab 13 for a complete compilation of the top three NPC accomplishments and activities each NPC identified in their 2003 reports.)

IRB/Compliance

· Hired an IRB assistant for affiliated VAMC research office.

· Provided funding for the “IRB Member Handbook” 

· Provided salary support for both research compliance officer and study coordinators who are preparing for NCQA review. 

· Assumed responsibility for meeting the education verification and credentialing requirements for over 150 WOC appointees.

· Purchased human protection monthly publications for IRB members and investigators/coordinators.

· Provided full funding for the Human Research Protection Program including salaries of IRB members and payments to external expert reviewers.

· Developed and implemented MIRB.net, a web-based program that enables investigators and coordinators to directly access their IRB files and view items submitted as well as all IRB actions.

· Provided salary support of clinical research coordinators to oversee studies deemed to be greater than minimal risk.

Facilities – Renovations/New

· Provided funding for a new Transgenic Mouse Facility.

· Provided funding for the renovation of one wing of the affiliated VAMC’s research facility and for the architectural planning for renovation of the animal facility.

· Provided funding to complete the renovations of a Pulmonary Research Laboratory.

· Provided funding for a new security system for a BSL 3 Laboratory.

· Purchased a video surveillance system to upgrade security of a research building.

· Provided the funding for the design and remodeling of the affiliated VAMC investigational pharmacy, a critical component of the human subject protection program.

Scientific Conferences

· Sponsored end of life conference, entitled, “Caring for the Chronically Ill Veteran, a VA Challenge”.  There were 96 attendees from many different medical disciplines.

· Provided funding for the travel costs for junior investigators to attend professional or scientific meeting to present research results.

· Sponsored nine ‘Life Sciences Research Seminars’ on various health issues prevalent among the veteran population.

· Sponsored a research ethics conference that was attended by employees of the affiliated Medical Center, other hospital health care workers, and community representatives.

· Provided travel funding and honorarium to visiting senior level researchers for a monthly research lecture series. 

Equipment

· Purchased a real-time PCR system for the quantification of gene expression.

· Provided partial funding for a 4 Tesla, Magnetic Resonance Imaging instrument for research purposes.

· Provided funds for equipping and starting a laboratory for new clinician researchers recruited to fill a clinical need in oncology.

Seed/Bridge Funding
· Expanded the ‘Start Up Program’ to support young investigators and recruitments to the VA Research Program.

· Provided funding for grants to VA investigators for pilot studies, bridge funding and major equipment purchases.

· Provided funding for laboratory maintenance for young VA investigators seeking research grants.

Training

· Provided travel funding for VA personnel to attend PRIM&R/ARENA training sessions on protection of human research subjects.

· Provided funding for research coordinators to become certified.

· Sponsored a workshop to teach physicians a new state of the art surgical technique using platinum coil implants in the treatment of cerebral aneurysms.

· Funded a VA Summer Student Fellowship program that allowed college and medical students to complete a 10-week rotation in VA laboratories under the guidance of a VA mentor. The goal of this program is to recruit students into research careers.

Salary Support

· Provided salary support for a VA research pharmacist.

· Provided salary support for a VA research quality assurance nurse.

· Provided salary support for a PhD statistician to consult with investigators for VA-approved research projects.

· Provided salary support of animal caretakers and staff.

· Provided salary support for 16 positions within the local VA research service.

· Provided salary support for a research grants administrator who assists VA-investigators in the pre-award processing of grant applications to the NIH, VA and other granting agencies.

· Provided salary support for a new VA Scientist in the affiliated VAMC’s Neurobiology Research Laboratory.

· Provided salary support of personnel working in affiliated VAMC Cell Imaging Core, Molecular Core, Proteomics Core, Clinical Research Center, Mental Health Service, Pharmacy and Research.

Other

· Responsible for the development and maintenance of the affiliated VAMC’s Research Administration website which communicates with investigators about research compliance, training and regulations, committee applications and training certifications.

· Established clinical research unit supporting nurses’ salaries and offering services to support extramural pharmaceutical research projects.

· Provided funding for a small library for the local R&D committee, investigators and research personnel.

· Purchased statistical software and provided consultation to investigators on research methodology, measurement and data analysis.
· Awarded an institutional grant provided by the NIH entitled, “Evidence-based Improvement in Consenting Process.”
VII.
CONFLICTS OF INTEREST

All NPC board members, officers, and employees are subject to Federal statutes and regulations applicable to Federal employees with respect to ethical conflicts of interest.  At the time the relationship or employment is initiated, each NPC board member, officer, and employee must sign a statement certifying awareness of and compliance with Federal conflicts of interest laws and regulations.  This statement is retained in each NPC office.  With the submission of the annual report, each of the NPC’s Executive Directors certifies that such a statement is on file for every board member, director, and employee. 

XI. VA NON PROFIT OVERSIGHT BOARD 

The Department of Veterans Affairs (VA) senior leadership has created the VA Non-Profit Oversight Board.  The Oversight Board serves as the Department’s senior management oversight forum on NPC activities and programs.  The objectives of the Board are to review the activities of VA Non-Profit Corporations for consistency with Department policy and interests and make recommendations to the Secretary and Deputy Secretary regarding changes to, and implementation of, VA policy regarding Non-Profit Corporations.  Board membership is limited to VA participants and includes: the Under Secretary for Health or designee; General Counsel, or designee; Assistant Secretary for Management, or designee; Chief of Staff to the Secretary, or designee; Chief Research and Development Officer, or designee; VA Non-Profit Program Officer, or designee; Academic Affiliations Officer, or designee; and Chief Financial Officer for VHA, or designee.  The Board consults with other interested non-VA parties as appropriate.

IX.
AUDIT REPORTS

Under title 38 of U.S.C. 7361-7368, each NPC with revenues in excess of $300,000 for the prior year is required to obtain an independent audit of the financial statements of the NPC for that year.  NPCs with annual revenue between $10,000 and $300,000 must obtain an audit every 3 years.  Of the 92 NPCs, 74 (80%) were subject to scrutiny by independent auditing firms, as required by the authorizing statute.  In 2003, 99.7 percent of NPC revenues were subject to the audit requirement.  Revenues for 18 NPCs either fell below the amount that triggers the annual audit requirement or fell within the three-year intervening period.  All 92 NPCs submitted the appropriate type of audit in time to ensure its inclusion in this report.  This was a vast improvement over the prior year’s audit report submissions.   

Like other nonprofits, NPCs are subject to three ascending levels of audits.  The first is an audit conducted in accordance with Generally Accepted Auditing Standards (GAAS). These standards require that the auditor plan and perform the audit to obtain reasonable assurance that the financial statements are free of material misstatements.  An NPC receiving more than $10,000 in funding is required to obtain, at a minimum, an audit in accordance with GAAS.  

Next is an audit in accordance with Generally Accepted Government Auditing Standards (GAGAS).  Along with obtaining reasonable assurance that the financial statements are free of material misstatements, GAGAS standards require the auditor to examine internal controls over the financial reporting and compliance with certain provisions of laws, regulations, contracts and grants.  An audit conducted in accordance with GAGAS simply provides additional assurance that the auditor’s work is objective and credible.  (Note: An audit conducted in accordance with GAGAS does not have a dollar threshold and conducted randomly, except when required under OMB A-133)

The third level of audit is conducted in accordance with OMB Circular A-133 (“Single Audit”).  An NPC expending more than $300,000 ($500,000 for year ending after 12/31/03) in Federal funds must undergo this type of audit, which is designed to verify compliance with the legal and regulatory requirements of the federal contract(s) or grant(s).  OMB Circular A-133 audits also include procedures performed in accordance with GAGAS.  Below is a summary schedule of NPC audits performed in 2003.

NPC 2003 Annual Report

Type of NPC Audits Performed in 2003
	
	A-133
	GAGAS
	GAAS
	Audit Not Required
	Total

	Number of Audits
	14
	4
	56
	18
	92

	Total Revenue Audited
	$118.3M (64%)
	$6.1M (3%)
	$60.2M (33%)
	$0.6M (.003%)
	$185.2M

	Total Expenditures Audited
	$112.3M (63%)
	$6.5M (4%)
	$59.4M (33%)
	$.5M (.003%)
	$178.7M


Management letters accompanying the NPCs’ audits indicated continued improvement in the NPCs’ organizational management.  The Executive Director of each NPC is responsible for providing a copy of the auditor’s report to the NPC’s Board of Directors and involving the board directly in the resolution of any deficiencies.  As noted during the corrective action follow-up by the VA Non-Profit Program Office and the 2003 management letters, virtually all deficiencies cited in the 2002 audit reports were resolved.  Some additional recommendations and reportable conditions were cited in 2003 audit reports.  However, the vast majority of the concerns simply pointed out opportunities for improvement.  Only two NPC auditor reports noted findings deemed to be material weaknesses. These material weaknesses included deficiencies in internal controls, bank reconciliations and accounting systems.

X.
CONCLUSION

The VA-affiliated NPCs continue to make a substantial contribution to the VA research and education mission.  The 2003 annual report demonstrates that the NPCs are fulfilling their congressional mandate in a responsible and conscientious manner.  Revenues and expenditures in support of VA research and education programs are holding steady, and the expertise in NPC management is improving as evidenced by their annual reporting to VA.  VA-affiliated NPCs contribute significantly to the success of VA’s research and education programs.
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� The Hampton and Houston NPCs were incorporated in 2003. Hampton, Houston, Fresno and Lexington were inactive and had no activity to report in the June 2004 submission. 


� Connecticut, Delaware, Idaho, Kansas, New Hampshire, and North Dakota are the only states where VA currently performs research without an affiliated Non-Profit Corporation (NPC). VA researchers did not conduct research in the remaining four states - Alaska, Maine, Montana and Wyoming.


� These revenues are provided through IPA reimbursements, VA-DOD collaboration funding, and Cooperative Research and Development Agreements (CRADAs).
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		Payee Type		2000		2001		2002		2003

		Private		53,351,585		58,160,544		68,968,078		66,795,724

		University		16,686,303		18,774,074		18,391,200		22,410,861

		VA		7,703,758		7,467,999		8,344,076		9,724,833

		St./Local Gov't		1,609,618		1,853,509		1,817,232		3,058,353
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