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Reference – VHA Handbook 1004.07

Frequently Asked Questions (FAQ)

VHA Handbook 1004.007 establishes policy and procedures regarding Financial Relationships Between VHA Health Care Professionals and Industry. This Handbook serves to reinforce the obligation of VHA health care professionals to avoid conflict-creating financial relationships that may undermine patient welfare in professional decision making within the VHA. 

These FAQs are intended to assist you in clarifying issues regarding financial relationships with pharmaceutical, biotechnology, medical device, product, equipment, or technology companies or their proxies (e.g. education, public relations or law firms acting in a company’s interest). For more information, please consult the National Center for Ethics in Health Care at vhaethics@va.gov.

1. What is a financial conflict of interest (COI)?

2. Why is a COI policy important?

3. How is this policy different from the government ethics laws on COI?

4. Who is covered by this policy?

5. What does the policy mean by “industry”?

6. What is a financial relationship with industry?

7. What is “compensation”?

8. Who is responsible for managing a VHA health care professional’s potential or actual financial conflict of interest?

9. Someone on your clinical staff was approached by a manufacturer of orthopedic devices and offered an honorarium to author an article about its device.  The manufacturer’s writing staff would provide the draft article and manage the drafting process, but only her name would appear on the article. Could this be considered financial conflict of interest?

10. The Pharmaceutical Research and Manufacturers Association (PhRMA) recently published a new code on industry interactions with health care professionals. Why isn’t this sufficient to decrease the influence that pharmaceutical companies have on health care professionals?

11. Does Handbook 1004.07 cover “gifts” from industry?

12. What does it mean to “manage” a conflict of interest?

13. Does Handbook 1004.07 require real-time verbal disclosure for attendance at industry-sponsored events that offer continuing education units (CEU)?

14. Although many contractors may be included in the types of companies cited in Section 3a of Handbook 1004.07, some contractors may not fit into one of the cited categories. Should “contractor” be an additional category?

15. In its definition of “VHA Health Care Professional” (Section 3f), VHA Handbook 1004.07 includes “certain administrators.” What does the policy mean by “certain administrators”?

16. The statement: "I understand that my professional obligations can be compromised by financial conflicts of interest; therefore, I will avoid conflicts or seek guidance in their management." (Section 5a(2) and Section 5e(3)) is required to be signed as part of the credentialing process. Will this be incorporated into the VetPro forms or is each facility expected to create a form for this?

17. The statement: "I understand that my professional obligations can be compromised by financial conflicts of interest; therefore, I will avoid conflicts or seek guidance in their management." (Section 5a(2) and Section 5e(3)) must be re-signed at the “appraisal” process. Is this a VetPro reappraisal or the annual performance appraisal? If the latter, how is it to be documented?

18. If “certain administrators” are covered in the policy, how is their signature on the statement: "I understand that my professional obligations can be compromised by financial conflicts of interest; therefore, I will avoid conflicts or seek guidance in their management." (Section 5a(2) and Section 5e(3)) to be documented? They aren’t in VetPro, so we assume that we must create a separate process for their initial and reappraisal signatures.

19. If an employee has a spouse who works for a pharmaceutical company or if the spouse has a financial interest in such a company, does this require a real-time verbal disclosure under Handbook 1004.07?







[bookmark: fcoi][bookmark: Q1]1. What is financial conflict of interest (COI)?

A financial conflict of interest (COI) exists when an individual in a position of trust has a financial incentive that might compromise the independence of his or her judgment and undermine that trust relationship. Industry compensation to health care professionals for speakers bureau and advisory board memberships, for example, can be part of a strategy to use the reputation and position of health care professionals to market particular products. Such relationships have the potential to exert inappropriate influence on professional decision making and undermine patient and public trust. One of the reasons that companies initiate such relationships is to use the reputation and position of health care professionals to market products.  

[bookmark: coi][bookmark: Q2]2.  Why is a COI policy important?

Health care professionals are presented with opportunities for compensation from industry that have the potential to compromise the independence of their professional judgment, place financial concerns above patient welfare, and undermine public trust. Health care professionals may believe that compensation (e.g., extra income, grants, all-expense-paid conferences, and advisory appointments) does not influence their clinical decision making, but research shows that even well-intentioned professionals are not able to reliably manage the moral, professional, and financial conflicts that arise from these relationships with industry. (AAMC, 2007; Brennan et al., 2006)  Companies know that such inducements influence the health care professional and very successfully design and use these inducements to promote their products and increase sales. 

· Studies show that “increasing awareness of moral standards, or mindfulness, at the time of decision making diminishes the tendency to behave unethically.” (AAMC, 2007) 

· VHA Handbook 1004.07 reinforces the obligation of VHA health care professionals to avoid and/or seek guidance in managing potentially conflict-creating financial relationships; requires VHA health care professionals who sit on decision making or advisory groups to identify, disclose, and manage relationships with industry that pose conflicts of interest or potential conflicts of interest; must certify in the VHA credentialing process that they understand their professional obligation to patients must not be compromised by conflicts of interest.  

[bookmark: who][bookmark: Q3]3. How is this policy different from the government ethics laws on COI?

All VHA employees have a legal obligation to abide by Federal conflict of interest law (18 U.S.C. 208) and Standards of Ethical Conduct for Employees of the Executive Branch (5 CFR Part 2635). Among other things, these Government ethics laws prohibit a VA employee from using his or her public office for private gain or participating in official matters that otherwise involve a criminal conflict of interest as defined by those laws or might give the appearance of such conflict of interest.  In addition, VHA health care professionals have a separate professional obligation to place the interests of patients above self-interest.  This Handbook establishes requirements that address financial relationships that may be incompatible with this professional obligation.  General guidance on substantive Government ethics matters such as gifts, conflicting financial interests, impartiality, misuse of position, outside activities, and financial disclosure can be found on the U.S. Office of Government Ethics  website and the VA Office of General Counsel's (OGC's) Government Ethics website.

[bookmark: Q4]4. Who is covered by this policy?

Any full time, part-time, or without-compensation employee of or trainee in VHA who makes treatment recommendations that pertain to commercial products or who is involved in making formulary decisions, in developing clinical practice guidelines or institutional policies on care, or in other activities within the health care system that can have a significant effect on the range of treatment options available to patients.   This includes physicians, advance practice nurses, psychologists, physician assistants, pharmacists, other associated health practitioners with prescriptive authority, and certain administrators. 

[bookmark: industry][bookmark: Q5]5. What does the policy mean by “industry”?

Pharmaceutical, biotechnology, medical device, product, equipment, or technology companies or their proxies, including education or public relations companies, disease advocacy organizations, or law firms acting on a company’s behalf.

[bookmark: what][bookmark: compensated][bookmark: Q6]6. What is a financial relationship with industry?

A financial relationship exists when a pharmaceutical, biotechnology, medical device, product, equipment, or technology company or its proxy including education or public relations companies, disease advocacy organizations, or law firms acting on the company’s behalf, provide health care professionals with compensation in exchange for some service provided by the health care professional.

[bookmark: in][bookmark: Q7]7. What is “compensation”?

Forms of compensation may include, but are not limited to, money or other transfers of value, including consulting fees, honoraria, low-interest loans, real property, royalties, license fees, stock options or other equity interest, paid or reimbursed education, paid or reimbursed travel and lodging, paid or reimbursed food and beverage, paid or reimbursed entertainment. Examples include: payment for participation as a member, presenter, moderator, etc. on an industry-funded speakers bureau or advisory board or as an author on an industry-funded publication; payment for expert witness testimony; education or research grants; payment for participation as developer, speaker, moderator, attendee, etc. of industry-funded Continuing Medical Education (CME) (whether accredited, unaccredited, certified or non-certified) or other industry-sponsored programs such as lectures; all expense paid dinner meetings or teleconferences.

[bookmark: responsibility][bookmark: Q8]8.  Who is responsible for managing a VHA health care professional’s potential or   actual financial conflict of interest?

Each VHA health care professional is responsible for recognizing and avoiding and/or managing potentially conflict-creating financial relationships. For example, a clinician or trainee who is offered any type of monetary or in-kind payment or gift by a pharmaceutical company or medical device company should consider whether such a payment or gift has the potential to or could be perceived to exert inappropriate influence on the individual’s professional decision-making or judgment.  If it does have such potential, the professional should decline the payment or gift and/or seek guidance from his/or her supervisor, Service Chief, VA Designated Learning Officer, Deputy Ethics Official in the Office of General Counsel, or other appropriate official. 

During the credentialing and privileging process, each VHA health care professional is required to attest to the following statement of understanding: “I understand that my professional obligations can be compromised by financial conflicts of interest; therefore, I will avoid conflicts or seek guidance in their management.”  

Service Chiefs are responsible for ensuring that VHA health care professional staff within their area of responsibility are oriented to the types of financial relationships with industry that pose potential conflicts of interest and reinforcing expectations regarding professional norms regarding conflicts of interest. In order to meet these responsibilities, Service Chiefs may, but are not required to, access the Centers for Medicare and Medicaid Services (CMS) Open Payments (Physician Payments Sunshine Act) website to view payments or other transfers of value that have been made by industry to VHA health care professionals who are in their areas of responsibility.

Chairpersons of VHA decision making and advisory groups are responsible for soliciting disclosures from members and taking appropriate action with regard to conflicts. 

All health care professionals are expected to seek out additional information from policy and advice from legal counsel if they are unclear on how best to manage a financial relationship or conflict of interest (either real, perceived, or potential).

[bookmark: service][bookmark: attend][bookmark: ghost][bookmark: Q9]9.  Someone on your clinical staff was approached by a manufacturer of orthopedic devices and offered an honorarium to author an article about its device. The manufacturer’s writing staff would provide the draft article and manage the drafting process, but only her name would appear on the article. Could this be considered financial conflict of interest?

Yes, receiving an honorarium for “authoring” an article written by others is not only a financial conflict of interest but is also at odds with the ethics of authorship. Ghostwriting occurs when a company brings in a health care professional (in this case, your staff member) to sign off on an article written by someone else. This can lead to the perception that this health care professional was part of a study from the beginning when they may have participated only at the end or not at all. The equipment manufacturer is seeking to use the reputation of your clinical staff member, and consequently the reputation of VHA, to promote and increase sales of its product.

[bookmark: newcode][bookmark: Q10]10. The Pharmaceutical Research and Manufacturers Association (PhRMA) recently published a new code on industry interactions with health care professionals. Why isn’t this sufficient to decrease the influence that pharmaceutical companies have on health care professionals?

This code, which went into effect January, 2009, calls for a voluntary ban on the distribution of pens, pads, mugs and other gifts by pharmaceutical companies to health care professionals. However, the code does not place definite limits on the fees paid to health care providers for speaking or consulting nor does it ban routine provision of in-office or in-hospital meals.

The code is only applicable to PhRMA member companies that choose to comply. It does not apply to biotechnology or medical device manufacturers. Regardless of the policies established by industry, it remains the responsibility of the VHA professional to recognize and avoid financial conflicts of interest. 

[bookmark: Q11]11. Does Handbook 1004.07 cover “gifts” from industry?

Handbook 1004.07 focuses specifically on "compensation," that is, quid-pro-quo relationships where a health care professional receives money or some other financial benefit in exchange for a service they provide (Section 3a(1)-(7)). In general, this policy is saying that if you have received any compensation that is a conflict of interest or that could be perceived as a conflict of interest, then you should avoid or seek guidance in managing it. The question of gifts is covered extensively under Government Ethics Laws in which many gifts are prohibited, and some are subject to a $20 limit. For more information on gifts from outside sources, access the annual government ethics training through the VA Talent Management System at:
https://www.tms.va.gov/learning/user/login.jsp.

For gifts to which Government Ethics Laws are not applicable (e.g., gifts that you receive outside of and unrelated to your government role), Handbook 1004.07 cautions that health care professionals should in general be aware that gifts, such as meals, from companies or company representatives are often part of the company’s marketing and promotional strategy and are intended to create a positive relationship that will translate into a higher likelihood that you will prescribe and promote certain company products. In such cases you should seriously consider whether such a payment or gift has the potential to, or could be perceived to, exert inappropriate influence on your professional decision-making or judgment. If it does have such potential, you should decline the gift or seek guidance in managing it.

[bookmark: Q12]12. What does it mean to “manage” a conflict of interest?

Evidence indicates that people are not able to effectively manage their own conflicts of interest. That is, people are not able to recognize their own conflicts of interest or to prevent financial inducements from influencing their judgment. For this reason, Handbook 1004.07 underscores the importance of seeking guidance in managing possible conflicts. For members of certain decision making and advisory groups identified in section 6d, the first step in the management process is real-time verbal disclosure of the financial relationship during a meeting of the decision making and advisory group. For other VHA health care professionals, the first step may be seeking guidance from a supervisor or from the designated agency ethics official in regional counsel.  

From there, your conflicts of interest can be managed in a variety of ways to prevent them from adversely affecting your and thus VHA’s decision making. This might include your ending or not entering into the financial relationship that produces a conflict (e.g., declining to serve on a pharmaceutical company speakers bureau), your removal/recusal from the decision making process that could be adversely affected by the conflict (e.g., declining to serve on a VHA decision making body that is involved in decision making that relates to products produced by the biotechnology company in which you are a principal, or e.g., being required to recuse oneself from the discussion and vote in a meeting of a VHA decision making group). 

[bookmark: Q13]13. Does Handbook 1004.07 require real-time verbal disclosure for attendance at industry-sponsored events that offer continuing education units (CEU)?

In general, CEU events are supposed to have some conflict-of-interest prevention built into them (the sponsor is not supposed to have any control over content, paid presenters are supposed to disclose their funding to attendees) and CEU programs are available to a broad audience. So, the expectation is that CEU programs are not simply marketing masked as education. For those reasons, attendance at CEU events is not generally seen as ethically problematic and so attendance at such an event would not require real-time verbal disclosure in a VHA decision making or advisory group. However, if you are paid by the sponsor to be a speaker at an event that offers CEUs (whether accredited, unaccredited, certified or non-certified), you would need to disclose that to both the CEU audience and to the VHA decision making group that requires disclosure from its members. (Government Ethics Laws include further restrictions on VA employees accepting money for activities related to their VA duties).

CEU programs become ethically problematic when they are less about education and more about marketing, e.g., when they come with monetary incentives including expensive meals, cash compensation, meals where your spouse's meal is covered, theater tickets, etc. Let's say a VHA physician attended an industry-sponsored event while on non-VA time, say on affiliate time or their own time at an expensive restaurant or at a retreat center on a Saturday. In addition, everyone who attends is given a $100 gift card and is thanked for serving as an advisor to the company on its new device being discussed at the event.  

If the VHA decision making body of which the doctor was a member had a role in VHA purchasing decisions about this device, the policy would require verbal disclosure of this compensation because it was provided in exchange for an ostensible service and that financial compensation could potentially bias the doctor’s judgment.

From the perspective of professional ethics, you should be aware that being paid for “education” casts suspicion on the purpose of the event and the legitimacy of the CEU granting process.

[bookmark: Q14]14. Although many contractors may be included in the types of companies cited in Section 3a of Handbook 1004.07, some contractors may not fit into one of the cited categories. Should “contractor” be an additional category?

The aim of the Handbook is to prevent quid-pro-quo financial relationships that pose the potential for conflict of interest (COI) or appearance of COI. "Industry" is defined to include proxies that work on behalf of companies. So, if a contractor is a company or works on behalf of a company and a VHA health care professional has a financial relationship with that contractor, and the relationship poses the potential for COI or appearance of COI, then it would be appropriate for a VHA health care professional to avoid or seek guidance in managing that relationship. The most direct form that this would take is for the VHA health care professional who is required to make disclosures in the context of decision making or advisory groups, to disclose this relationship so that it can be reviewed in the context of that group. Of course, some financial relationships with contractors may also be relevant to government ethics rules and so individual VHA health care professionals should discuss specific questions with the designated ethics official in regional counsel.

[bookmark: Q15]15. In its definition of “VHA Health Care Professional” (Section 3f), VHA Handbook 1004.07 includes “certain administrators.” What does the policy mean by “certain administrators”?

The Task Force that developed the Handbook had in mind administrators whose decisions can have a significant effect on the range of treatment options available to patients and thus whose judgment could be biased by quid-pro-quo financial relationships with companies that have an interest in VA decision making. The assumption is that most of these administrators will be members of the decision making and advisory bodies identified in Section 6d of the policy. 

[bookmark: Q16]16. The statement: "I understand that my professional obligations can be compromised by financial conflicts of interest; therefore, I will avoid conflicts or seek guidance in their management." (Section 5a(2) and Section 5e(3)) is required to be signed as part of the credentialing process. Will this be incorporated into the VetPro forms or is each facility expected to create a form for this?

This statement has been incorporated into VetPro on the “sign and submit” page.

[bookmark: Q17]17. The statement: "I understand that my professional obligations can be compromised by financial conflicts of interest; therefore, I will avoid conflicts or seek guidance in their management." (Section 5a(2) and Section 5e(3)) must be re-signed at the “appraisal” process. Is this a VetPro reappraisal or the annual performance appraisal? If the latter, how is it to be documented?

By "credentialing and appraisal process," the Handbook means the VetPro process. So, in other words, any time a VHA health care professional is required to complete the VetPro process, he or she will be required to sign this statement to complete that process. 

[bookmark: Q18]18. If “certain administrators” are covered in the policy, how is their signature on the statement: "I understand that my professional obligations can be compromised by financial conflicts of interest; therefore, I will avoid conflicts or seek guidance in their management." (Section 5a(2) and Section 5e(3)) to be documented? They aren’t in VetPro, so we assume that we must create a separate process for their initial and reappraisal signatures.

The assumption of Handbook 1004.07 is that only those VHA health care professionals who go through the credentialing process in VetPro will be required to sign this statement. Facilities are free to extend this requirement and to design a documentation protocol for those who do not go through a credentialing process.

[bookmark: additional][bookmark: Q19][bookmark: _GoBack]19. If an employee has a spouse who works for a pharmaceutical company or if the spouse has a financial interest in such a company, does this require a real-time verbal disclosure under Handbook 1004.07?

Handbook 1004.07 does not require real-time verbal disclosure of financial relationships between member’s spouse or children and industry. See section 6b(1):

	b.  What Is the Scope of Real-Time Verbal Disclosures?

	(1)  Affiliations requiring disclosure include the financial relationships between the member (not the member’s spouse and children) and industry that are pertinent to the particular issues or companies that are relevant to the work of the decision-making or advisory group. This includes financial relationships that either constitute a conflict of interest or the appearance of a conflict. 

However, the criminal conflict of interest requirements still apply (as they do for all federal employees) for an employee who "participates personally and substantially in a particular matter." See the definition of criminal conflict of interest at section 3d:

d. Criminal Conflict of Interest.  Under 18 U.S.C. 208, a criminal conflict of interest exists when an employee participates personally and substantially in a particular matter, e.g., contract or grant, that would have a direct and predictable effect on the employee’s outside financial interest, or the financial interest of the employee’s spouse, minor child, general partner, any person/entity whom the employee serves as an officer, director trustee or employee, or any person with whom the employee is negotiating for employment, or with whom the employee has an arrangement for prospective employment.
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