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COVER
Edit:   
Comment:  If there are no related issues, should this item be deleted?
******************************************************************************
APPENDICES

A.  Prospective NPC Statutory VA Directors’ Statement of Understanding ……………A-1

B.  Conflict of Interest and Internal Control Training Requirements …………………....B-1

C.  Statement from Directors, Officers and Employees of VA-Affiliated Non-Profit 
Corporation Certifying Awareness of and Compliance with Federal Conflicts Of Interest Laws……....…..C-1

Comment:  The NPC authorizing statute requires “awareness of” federal COI statutes and regulations. [see 7366(c)(2)].  For consistency, we recommend using “awareness” throughout the handbook.
D.  Sample Disclosure Forms …………………………………………………………....D-1 
E. Sample Format for Donation Acknowledgement Letters …………………………....E-1


Comment:  We recommend lettering appendices in the order in which they are mentioned in the body of the handbook.

******************************************************************************

Page Number: 1
Section Title and Number: 3.  PURPOSE OF NPCs

Paragraph:
     d.  Expenditure of Funds.  Before expenditure of funds by an NPC:  
Comment:  Capitalization is not needed.
******************************************************************************

Page Number: 2
Section Title and Number: 3.  PURPOSE OF NPCs

Paragraph:
     (b)  Employee-related activities include:
        2.  Training-related activities  that support accredited and non-accredited training programs designed to prepare an individual for an occupation or profession in health care such as activities that: 
        a.  Improve educational environment, infrastructure and resources for trainees, or
        b.  Facilitate trainee integration into facility care processes and workforce.

Comment:  Because a. and b. above are new, it would be useful to provide examples.

******************************************************************************

Page Number: 2
Section Title and Number:  4.  VA OVERSIGHT
Paragraph:
     b.  Oversight mechanism:  NPC oversight shall be performed by:

     (1)  Nonprofit Program Oversight Board (NPOB).  The NPOB isVA’s senior management oversight body regarding NPCs.  The NPOB is responsible for reviewing NPC activities for consistency with VA policy and interests, and for making recommendations to the Secretary regarding VA policy pertaining to NPCs.
     (2)  Nonprofit Program Office (NPPO).  The NPPO, which is located in the Office of Research and Development (ORD) of VHA, is the liaison between VHA and NPCs and provides oversight and guidance to ensure compliance with applicable regulations and VA policies affecting the operation and financial management of NPCs.  This includes responsibility for performing on- and off-site reviews, substantive reviews of annual reports submitted by each NPC, and for compiling data for VA’s annual report to Congress.  Additionally, the NPPO institutes measures to ensure that any deficiencies in the operation and management of an NPC are corrected in an appropriate and timely manner. Finally, the NPPO serves as the primary point-of-contact between VHA and NPCs, and between VA and others on matters concerning NPCs.
Comment:  The above edits are suggested for consistency with the rest of the handbook.  Also, deleting “the” before NPCs makes it clearer that NPCs are multiple, individual organizations.
******************************************************************************

Page Number: 3
Section Title and Number: 5.  ESTABLISHMENT OF VA RESEARCH AND EDUCATION CORPORATIONS

Paragraph:

    c.  A Federalwide Assurance (FWA);
        d.  Institutional Review Board (IRB) of record registered with OHRP and listed on the facility’s FWA;
        2. The viability of the NPC in regard to:
        b.  The number of potential principal investigators (PIs); and
        c.  Other factors the facility deems relevant.
Comment:  For consistency, remove underlining from text of b. and c.
******************************************************************************

Page Number:  5
Section Title and Number: 7.  NPC DIRECTORS, OFFICERS AND EMPLOYEES 

Paragraph:
     b.  Officers of the Corporation.  NPC officers are appointed by the Directors in accordance with state law and the NPC’s bylaws.  Statutory VA Directors may serve as officers of the Corporation, but may not be compensated for such services because they serve as part of their official VA duties.  The NPC may compensate other Directors who serve as officers.  Such compensation shall be consistent with applicable state and Federal laws, and the NPC’s bylaws or policies.
Comment:  Is an officer of the corporation the same as an officer of the board?  If yes, then we recommend using the same term in the section heading above and in the paragraph to avoid potential confusion that they are somehow different.

     (a)  Appointment.  The Board shall appoint an Executive Director (ED) of the NPC.  Pursuant to section 7363 of Title 38, U.S.C., the Under Secretary for Health shall concur with the appointment of the ED.   
     (b)  Compensation.  The ED may receive a salary from the NPC for services provided to the NPC.   

     (c)  VA Employee as an Executive Director.  If the Executive Director is also a VA employee, the ED may be compensated by the NPC only for services to the NPC that are outside the scope of the ED’s VA duties and that are performed outside VA-duty hours.  Note:  Criminal ethics laws raise conflicts of interest and representational issues.  Executive Directors who are also VA employees should seek advice from a VA government ethics official (Regional Counsel or Office of General Counsel, Professional Staff Group III) to ensure they do not violate conflict of interest laws and regulations.
Comment:  Capitalization of “government” is inconsistent throughout.  We recommend that it not be capitalized unless it is the first word in the sentence unless there is a VA style directive that requires it to be capitalized elsewhere.

     (b)  VA Employees.  VA employees who work for the NPC during their non-VA duty hours,  and who are assigned to VA to work on research projects or education and training activities during those NPC hours, must have a VA WOC appointment.  Such work must be different from the VA employee’s official VA duties.  
******************************************************************************

Page Number: 6
Section Title and Number:  8.  CONFLICTS OF INTEREST
Paragraph:

     a.  General.  NPC Directors, officers and employees are subject to Federal conflict of interest statutes and regulations.  VA employees working for, or serving as an officer or director of an NPC in their personal capacity, are prohibited by Federal conflict of interest laws from participating personally and substantially through decision, recommendation or approval or other action as part of their official VA duties, in any matter that will have a direct and predictable effect on their own financial interests or the financial interest of the outside entity that employs them, the NPC.  A matrix outlining the conflict of interest training requirements applicable to individuals associated with NPCs may be found in Appendix B.
Comment:  The last sentence of the above provision may fit better if added to (4) on the following page.  However, if retained here, then the matrix would be the second appendix mentioned and should be Appendix B.  
     b.  Conflict of Interest Policy.  Each NPC shall establish a written policy on conflicts of interest.  Such policy shall include, at a minimum, recognition of the applicability of Federal conflict of interest statutes and regulations and requirements for 1) certification of awareness of and compliance with Federal conflict of interest statutes and regulations; 2) submission of disclosure forms; and 3) completion of ethics training requirements.  
Comment:  The above edits are suggested to improve clarity.
     (1)  Recognition of Federal Conflict of Interest Statutes and Regulations.  All NPC Directors, officers and employees are subject to Federal statutes and regulations applicable to Federal employees with respect to conflicts of interest in the performance of official functions.  Applicable Federal statutes are sections 202 through 209 of Title 18, U.S.C. and the regulations interpreting them. 
     (2) Conflict of Interest Certification.  At the time the NPC relationship or employment is initiated, each NPC Director, officer, and employee must sign a statement certifying awareness of and compliance with Federal conflict of interest laws and regulations.  This statement is to be retained in NPC files. Annually, the Executive Director shall provide a statement to the Secretary verifying that such a statement is on file for each Director, officer, and employee of the NPC.  A sample is found in Appendix C.
     (3) Disclosure Forms.  NPC Directors, officers and key employees have a fiduciary responsibility that entails making decisions that affect the interests of the NPC.  In order to ensure that potential conflicts can be identified and managed, these individuals shall file disclosure forms.  The NPC policy will set forth the process for filing, reviewing, and tracking of disclosure forms.   The policy will also include a process for identifying and managing conflicts of interest.  A sample Disclosure Form is found in Appendix D.
     (b)  Others.  The remaining Directors, officers, including the Executive Director, and other key employees of the NPC not already required to file a Public or Confidential Financial Disclosure report shall submit an annual conflict of interest disclosure in accordance with the NPC’s conflict of interest disclosure process as outlined in its conflict of interest policy.  Note:  See Appendix D for a sample conflict of interest disclosure form.  
     (4)  Ethics Training Requirements (See Appendix B for a matrix outlining the conflict of interest training requirements applicable to individuals associated with NPCs):  

     (a)  New entrant training.  All Directors, officers (including the Executive Director), and employees of the NPC shall receive training in Federal government ethics (including conflicts of interest) within ninety (90) days of employment or affiliation with the NPC.  The content of the training for those VA employees who file a Public Financial Disclosure report (SF-278) or Confidential Financial Disclosure report (OGE Form 450) must be approved by the VA Designated Agency Ethics Official (DAEO).  For such directors and other directors, officers and employees, taking new employee Federal government ethics training at VA meets this NPC new entrant training requirement.  Consult the mandatory training page at http://vaww.ees.lrn.va.gov/Site/ on the VA intranet for government ethics training that meets this requirement.  
Comment:  Is the training on the VA intranet the only training that may be used to fulfill the new entrant requirement?  If so, it is extremely important that this training be made available on a publicly accessible web site to facilitate training for non-Federal statutory and non-statutory Directors, and NPC employees.
     (b)  Annual training.  All Directors, officers (including the Executive Director) and other key employees who file an annual financial or conflict of interest disclosure shall receive training in Federal government ethics (including conflict of interest) on an annual basis.  New entrant training described in paragraph a) above meets the annual training requirement for that year.  The content of the annual training for those VA employees who file a Public Financial Disclosure report (SF-278) or Confidential Financial Disclosure report (OGE Form 450) must be approved by the VA DAEO.  Consult the mandatory training page at http://vaww.ees.lrn.va.gov/Site/ on the VA intranet for government ethics training that meets this requirement.  Training found on the VA web site or other training approved by the Board may be used to fulfill this requirement. 
Comment:  Edits in the last sentence above are suggested to improve clarity.
******************************************************************************

Page Number:  7
Section Title and Number:  9.  LIABILITY AND INSURANCE
Paragraph:

     a.  Liability Protections.  An employee of an NPC who: 

     - Has a VA appointment, either with or without compensation; and
     - Is directly or indirectly involved or engaged in approved research or education; and

     - Performs such duties under the supervision of VA personnel 
(space inserted)
shall be considered an employee of the Federal government in cases where the United States is a defendant (section 1346(b) of Title 28, U.S.C.) or for tort claims procedures under the Federal Tort Claims Act (28 U.S.C. sections 2671-2680), or if appropriate, shall be considered a medical care employee of VA for purposes of malpractice or negligence claims defended by the United States (section 7316 of Title 38, U.S.C.). 
Comment:  (1) – (3) are not really subsections; they are a list of criteria following “who.”  Would VA formatting allow these to be listed (perhaps using dashes) so that it is clearer that the “shall” statement that follows is a continuation of the point that starts in a.?  If yes, then (1)-(3) should not be bolded.
******************************************************************************

Page Number:  8
Section Title and Number: 10.  PROVIDING AND FUNDING ADMINISTRATIVE AND RESEARCH SERVICES
Paragraph:

     a.  Use of VA Time or Resources to Support Management or Other Operations of an NPC.  
     
Comment:  The above statement appears out of place here.  Also, we are concerned that this will be perceived as instruction that statutory directors must put VA interests ahead of NPC interests.  As far as we can determine, there is nothing in the NPC authorizing statute that would support this statement.  Further, state statutes, which are specifically invoked in 38 USC 7365, require that board members must further the best interests of the corporation when serving on a corporate board.  Fortunately, VA and NPC interests generally are congruent, but there may be instances when NPC interests should be primary.  For example, a significant NPC expenditure in support of VA research at the facility may be in VA’s best interests, but could jeopardize the financial viability of the NPC.   In our view, weighing competing interests is a fundamental board responsibility.  We recommend that this statement should be deleted because it intrudes on board deliberation and decision making, and it puts the board at risk of violating state statutes.

If this statement must be retained, then we recommend editing it for clarity and moving it to section 7. a. (1)(a) as follows: 
     (a)  Statutory VA Directors. Such Directors serve on an NPC Board in their official VA capacities and shall ensure that the NPC furthers the best interests of VA.  Statutory  VA Directors shall be those VA employees at the medical center who hold the following positions, either by title or by exercise of equivalent responsibilities:       

     (4)  Statutory VA Directors.  These directors may use VA-time and other VA resources as necessary to fulfill their responsibilities as Directors. 
     b.  Reimbursement and Compensation Related to Approved Research Projects or Education Activities. 

     (2)  Reimbursement.  NPCs may reimburse VA for salaries and other costs incurred by VA in support of VA-approved research or education and training activities.
******************************************************************************

Page Number:  10
Section Title and Number:  11.  AUTHORITIES AND LIMITATIONS AFFECTING RESEARCH AND EDUCATION NPCS
Paragraph:
     f.  Legal Counsel.  Either VA legal counsel or private legal counsel (paid for with NPC funds) may be used in the operation of the NPC.  NOTE: If an NPC obtains written private legal advice that is contrary to VA policy, the NPC must provide a copy to the appropriate VA Regional Counsel.
     g.  Training.  NPCs shall ensure that Directors, officers, and employees receive all applicable training as required by this handbook.

******************************************************************************

Page Number: 11
Section Title and Number: 12.  NPC FINANCIAL MANAGEMENT
Paragraph:
     (3)  Official Approval.  An appropriate official of the NPC must approve all expenditures. That official may be the ED or another person designated by the ED or the NPC Board.
Comment:  This edit is suggested to accommodate larger NPCs which may have hundreds of transactions to process each month.  In such situations, the ED must have the discretion to delegate approvals to another staff member.  We are concerned that as drafted, this provision could be interpreted to prevent the ED from assigning this responsibility to a CFO or other staff member.  Inserting the ED here solves that problem. 
     (4)  Internal Controls Training.  All new NPC Board members including Medical Center Directors, Chiefs of Staff, Associate Chiefs of Staff for Research and/or Education and Executive Directors must take internal controls training session within 90 days of assuming the role.  Approved training is available at:  http:vaww.ees.lrn.va.gov/Site/support/11323/ or via DVD.  The NPC is responsible for retaining training certification as long as the individual holds the position.  The NPC ED will certify compliance on the annual report to VA as described in section 13, paragraph b. (3).
     (4)  Licensure.  An NPC may not pay for costs of professional licenses or certifications for VA employees. It may do so for individuals who work exclusively for the NPC.
Comment:  We are uncertain what “required” refers to.  Required for what or by whom?  Without an explanation, we recommend that it should be deleted and left up to NPC boards and facility Education Committees to make their own judgments.  That said, it is well-understood that NPCs may not pay licensure or certification fees for VA employees.  It is less clear whether NPCs may pay for fees associated with CME credits or for texts, courses or travel associated with obtaining licensure or certification or CME for VA employees.  It is also unclear whether it matters if such licenses or CME are necessary to maintain VA credentials or the courses simply improve the VA employees’ ability to participate in research or perform their clinical duties.  If additional guidance will be forthcoming, it should recognize that NPCs must guard against providing prohibited personal benefits and must be cognizant of tax rules applicable to educational support, particularly for individuals who are not NPC employees.  
     (2)  Fiduciary Obligations.  The NPC’s officers and Directors shall fulfill their fiduciary obligations to the NPC by providing documentation that will:


(a)  Demonstrate approval of major business decisions, and

(b)  Provide information necessary to respond to an IRS inquiry or audit. 

(3)  Tax and Non-Tax Records.  NPC tax and non-tax records shall be retained in accordance with applicable Federal and state laws and regulations, and funder requirements.   

(4)  Consistent with Accounting Procedures.   Financial records shall be created and maintained in accordance with accounting procedures established by the NPC, applicable Federal and state laws and regulations, and funder requirements.  
******************************************************************************

Page Number: 12
Section Title and Number: 13.  ACCOUNTABILITY
Paragraph:

     a.  Record Availability

(1)  VA Secretary.  The records of an NPC shall be available to the Secretary.  
     (4)  Location.  The physical address of the NPC along with the identity of the associated medical center(s) or healthcare system(s).   
******************************************************************************

Section Title and Number:  Appendix B

APPENDIX C
SAMPLE

STATEMENT FROM DIRECTORS, OFFICERS, AND EMPLOYEES
OF THE VA-AFFILIATED NON-PROFIT NPC
CERTIFYING AWARENESS AND COMPLIANCE WITH FEDERAL 
CONFLICTS OF INTEREST LAWS
******************************************************************************

Section Title and Number:  APPENDIX C
APPENDIX D
SAMPLE

NAME OF NONPROFIT

CONFLICT OF INTEREST

DISCLOSURE QUESTIONAIRE

Other Interests – A conflict may also exist where an interested party obtains a non-financial benefit or-advantage that they would not have obtained absent their relationship with NPC, or where their duty or responsibility owed to NPC conflicts with a duty or responsibility owed to some other organization.

During the past twelve months (for each “yes” response, please describe on a separate page):

1. Did you obtain for yourself or for any of your relatives or associates preferential treatment, promotion, recognition or non-salaried 
⁯ Yes


appointment as a consequence of your association with NPC 
?

******************************************************************************

Section Title and Number:  APPENDIX D

APPENDIX E
SAMPLE DONOR ACKNOWLEDGEMENT LETTER

FOR GIFTS VALUED AT $250 OR MORE

******************************************************************************

Section Title and Number:  APPENDIX E

 APPENDIX B
Matrix of Certification, Disclosure and Training Requirements for 
NPC Officers, Directors and Employees
	
	Statutory VA Directors
	Statutory Non-Federal Directors
	Other Directors

(if any)
	Key Employees
	Other Employees
	Officers Who are Not Employees or Directors

	New Entrant Ethics Training
- Within 90 days of assuming NPC role
	X
	X
	X
	X
	X
	X

	Certification of Awareness of and Compliance with Federal Statutes and Regulations Regarding Conflicts of Interest 
- Sample in Appendix C
- Certify once only
	X
	X
	X
	X
	X
	X

	Confidential Financial Disclosure (OGE Form 450)*

- Submit annually
	X
	
	
	
	
	

	Other Financial Disclosure Report**
- Sample in Appendix D
- Submit annually
	
	X
	X
	X
	
	X

	Annual Federal Ethics Training – VA approved
	 Anyone who files a Public Financial Disclosure Form (SF-278) or Confidential Financial Disclosure report (OGE Form 450) at VA.

	Annual Training on Federal Ethics – VA approved or other training approved by board
	
	X
	X
	X
	
	X

	Internal Controls Training 
- One time only

- Complete within 90 days of assuming NPC role
- VA-approved or other training approved by board
	X
	X
	X
	X
	
	X

	*Requirement is satisfied if already filing a Public Financial Disclosure Report (SF-278)

**Requirement is satisfied if already filing a Public Financial Disclosure report (SF-278) or Confidential Financial Disclosure report (OGE Form 450)
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