National Ethics Teleconference

National Ethics Committee Report: Compensation to Health Care Professionals from the Pharmaceutical Industry
February 28, 2006
INTRODUCTION
Dr. Berkowitz:
Good day everyone. This is Ken Berkowitz. I am the Chief of the Ethics Consultation Service at the VHA National Center for Ethics in Health Care and a physician at the VA NY Harbor Healthcare System. I am very pleased to welcome you all to today's National Ethics Teleconference. By sponsoring this series of calls, the Center provides an opportunity for regular education and open discussion of ethical concerns relevant to VHA. Each call features an educational presentation on an interesting ethics topic followed by an open, moderated discussion of that topic. After the discussion, we reserve the last few minutes of each call for our 'from the field section'. This will be your opportunity to speak up and let us know what is on your mind regarding ethics related topics other than the focus of today's call. 

PRESENTATION

Dr. Berkowitz:
Today’s presentation will focus on the recently released National Ethics Committee Report: Compensation to Health Care Professionals from the Pharmaceutical Industry. The report was announced in the Under Secretary for Health Information Letter, IL 10-2006-005. Our discussion today will include identification of ethics concerns relating to compensation to health care professionals from the pharmaceutical industry as well as a description of professional, ethical and legal standards. We will also explore some strategies for managing compensated relationships. Joining me on today’s call is Michael Cantor, MD, JD, Chair of the National Ethics Committee and Clinical Director of the Geriatric, Research, Education and Clinical Center (GRECC) at the VA Boston Health Care System and Judy Ozuna, ARNP, MN, CNRN. Ms. Ozuna is a member of the National Ethics Committee and a Clinical Nurse Specialist in Neurology at the VA Puget Sound Health Care System. 
Thank you both for being on the call today.  I would like to start by asking Dr. Cantor to tell us about the National Ethics Committee and why the Committee decided to address the issue of compensation to health care professionals from the pharmaceutical industry.

Dr. Cantor:

I think most of you know that the National Ethics Committee (NEC) is a standing subcommittee of the Executive Committee of the National Leadership Board whose purpose is to analyze ethical issues that affect the health and care of veterans. Specifically, the NEC is charged by the Under Secretary for Health to produce reports that analyze and clarify health care ethics related topics that relate to VHA. The reports provide timely, practical information, including recommendations.
Many of you may remember that recently, the National Ethics Committee examined the issues of the ethical implications of gifts to individual health care professionals from pharmaceutical companies in the National Ethics Committee Report: Gifts to Health Care Professionals from the Pharmaceutical Industry. In that report, the Committee noted other kinds of interactions between health care professionals and the pharmaceutical industry that are potentially ethically troubling, particularly relationships in which providers receive compensation from pharmaceutical companies for services they perform on the company’s behalf, such as consulting or speaking. There is concern that like gift relationships, compensated relationships with the pharmaceutical industry may compromise health care professionals’ objectivity, integrity, and adversely influence ethical commitments to patients or interfere with collegial and peer relationships. 

The National Ethics Committee decided to create a companion to the previous report by examining ethical values that are at stake when health care professionals enter into compensated relationships with the pharmaceutical industry. Such relationships are complicated, especially for institutions like VA where care is provided by an array of full-time, part-time and contract professionals. Our goals in this report were to discuss the ethically salient features of compensated relationships, examine how accepting compensation may be ethically problematic, explore strategies for managing compensated relationships, and recommend some practical steps for VA to develop policy to address these ethical challenges. 

Dr. Berkowitz:
Before we go further into the discussion, we should define what we mean by compensated relationships.  


Dr. Cantor:
By “compensated relationships” with industry, we mean those arrangements between individual health care professionals and pharmaceutical companies, medical manufacturers, or other health-related entities that involve the exchange of professional services for money. Unlike gift relationships, in which expectations for reciprocation by health care professionals remain tacit, compensated relationships rest on an explicit quid pro quo. 

Dr. Berkowitz:
Are there any specific arrangements that are of particular concern?
Dr. Cantor:
Yes. Of specific concern are arrangements that include compensation for participating in speakers bureaus on behalf of the industry, serving on industry advisory boards or as an expert witness or consulting for industry. What we do not address are activities sponsored by the professional’s institution that may be funded by the pharmaceutical industry, such as education or research. VHA’s Office of Research and Development is separately developing guidance relating to industry-sponsored clinical trials.

Our main focus within this report is on relationships involving financial compensation from industry to health care professionals who are involved in making treatment recommendations for individual patients, in making formulary decisions for health care organizations, 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. Such professionals may include physicians, advanced practice nurses, physician assistants, clinical psychologists, pharmacists, dentists, administrators and others. 

Dr. Berkowitz:
It would seem then that compensated relationships between health care professionals and pharmaceutical companies raise ethical concerns in several ways. These relationships may create conflicts of interest and/or conflicts of commitment that threaten to erode the professional’s relationships with both patients and peers, as well as compromising professional integrity, and undermining patient and public trust.
So if we expand on the concepts of conflict of interest and bias in the next part of the discussion, I’d like to ask Judy to do that in more detail?

Ms. Ozuna

Certainly. First, in a definition provided in a 1993 New England Journal of Medicine article by Thompson, conflict of interest means conditions in which professional judgment concerning primary interests are unduly influenced by secondary interests, for example a patient’s welfare versus financial gain. In a conflict of interest situation, the concern is not that the secondary interest is illegitimate, but that it unduly influences the primary concern. 
Recently, conflicts of interest, most notably among NIH scientists who also served as paid consultants for outside entities, has focused particularly on the amount of outside income received. 

Dr. Berkowitz: 

So the implication there is that it is the magnitude of compensation that is problematic rather than the existence of an explicit relationship.

Ms. Ozuna:
Yes, but research indicates that the fact of participating in such relationships can undermine professionals’ objectivity and bias their judgments no matter how much or how little money may be involved.

Social science research shows that in situations of conflict of interest, judgments are subject to unconscious or unintentional self-serving bias and may change how an individual weighs information and make choices when they are vested in the outcome. This can happen even when individuals are encouraged to be impartial or have been informed about bias.
Dr. Berkowitz: 

And I think it’s important to note that bias may have consequences for the health care system as well as for individual practitioners and patients. One example is when health care professionals with ties to industry participate in developing clinical practice guidelines. In a study by Choudhry, Stelfox and Detsky, they found that 59% of experts involved in developing clinical practice guidelines had financial relationships with companies whose products were considered in those guidelines. Seven percent of the experts believed that those relationships overtly influenced their recommendations and 19% believed their coauthors were influenced by these relationships. 
So in this context, financial conflicts of interest are particularly troubling because they may influence the practice of many professionals who follow those guideline recommendations.

Ms. Ozuna

And I’d add that all conflicts of interest are not as equally problematic. Some raise more concerns than others. 
Dr. Berkowitz: 

Yes and there are some widely accepted criteria for assessing the likelihood that relationships with the industry will create conflicts of interest. These include the value of the secondary interest, the nature of the relationship that creates the conflict or the scope of the conflict and the extent of the health care professional’s discretion in their practice. 
The significant ethical consideration is not so much the existence of a conflict as the harm that may occur as a result of the financial relationship. Criteria for assessing the seriousness of the harm likely to result from a conflict of interest include the risk of the professional’s primary obligation, the scope of the consequences, and the level of accountability of the individual involved in the conflict. These two sets of criteria help identify which relationships are ethically problematic.

Judy, are there any federal regulations that are also important to mention?

Ms. Ozuna

Yes, in fact federal regulations, include the Standards of Conduct for Employees of the Executive Branch (5 CFR Part 2635), also known as the government ethics rules. They prohibit a VA employee from using his or her public office for private gain or engaging in relationships that otherwise involve conflict of interest or might give the appearance of conflict of interest. 

The regulations also set out conditions under which an individual might be permitted to engage in otherwise prohibited activities. These exemptions (5 CFR 2740.301(b)(1) –(6)) suggest some additional criteria for thinking about the propriety of relationships with industry – the type of financial interest involved, the dollar value of the financial interest, the importance of the health care professional’s role in the matter that gives rise to conflict, the sensitivity of the matter and need for the professional’s service as well as whether or how the professional’s duties might be adjusted to reduce or eliminate the likelihood that his or her integrity would be questioned.
Dr. Berkowitz:
Other problematic areas with compensated relationships are conflicts of commitment and divided loyalties. Dr. Cantor, can you describe what is meant by these terms?

Dr. Cantor:
Well a conflict of commitment is a situation in which outside activities distract an individual from his or her employer’s primary interests. These conflicts may arise out of time constraints or competing loyalties or responsibilities. Conflicts of commitment can exist independently of a financial conflict of interest, although conflicts of commitment often accompany relationships that give rise to financial conflicts. Such situations of overlapping conflict deepen overall ethical concern about the relationships in question.
A practicing health care professional who enters into paid relationships with pharmaceutical companies uses his or her professional capabilities that further the agenda of the third party in return for gain. Having multiple obligations is not necessarily problematic, until and unless an individual’s competing obligations give rise to ambiguous, or, at the extreme, divided loyalties that place irreconcilable demands on the individual.

Dr. Berkowitz:
So the ethical significance of conflicts of commitment may be most readily apparent when a professional must serve competing obligations at the same time.  But conflicts of commitment may also be ethically problematic when competing obligations do not overlap in time, a situation recognized in many university policies governing faculty conflicts of interest and outside activities as well as federal regulations (5 CFR 2635.705(a)).
There are no clear, specific, objective standards for determining when multiple loyalties create ethically problematic conflicts of commitment. But we can characterize in a more general way, the kind of moral intuitions at work.

Dr. Cantor:
For instance, we might also employ a broad principle of proportionality in thinking about how time commitments in multiple relationships may be ethically problematic. Generally speaking, if the time a health care professional spends on secondary activities becomes too great relative to the amount of time he or she devotes to his or her primary activity, our judgment about the appropriateness of the ongoing multiple obligations might change. We might not be able to state the reasons behind those judgments in the form of clear, specific thresholds, but we may be able to agree broadly that at some point a clinician’s relative time commitment to secondary activities would lead most of us to question where his or her loyalties really lie.
Dr. Berkowitz:
Other ethical principles that shed light on ways that compensated relationships are ethically problematic include integrity and professionalism. When health care professionals provide services to pharmaceutical companies in exchange for payment, they lend not only their technical expertise but also their professional reputations and integrity to the activities in which they participate as key opinion leaders. Whether or not health care professionals fully appreciate the point, the pharmaceutical industry is very clear about the goals of engaging them in these relationships. 
It is those professionals who are most highly regarded by their peers – individuals who have outstanding reputations as knowledgeable practitioners and researchers – who are most sought after as speakers and advisors. Their value to pharmaceutical companies ultimately rests on professional (and public) belief in their objectivity and integrity. Given the ways in which relationships with industry can bias clinicians’ judgment, maintaining that objectivity may be impossible or extremely difficult.

Dr. Cantor: 
True. And speaking or consulting on behalf of one or several companies carries implications for peer relationships and the perceived professionalism and integrity of medicine overall as well. As we have seen, compensated relationships risk compromising health care professionals’ adherence to professional norms of objectivity and faithfulness to patient care, even without their awareness, and thus threaten individual integrity. When practitioners accept the existence of such arrangements uncritically, the integrity of medicine as a profession is threatened.

Dr. Berkowitz: 

Another ethically problematic area relates to undermining patient and public trust. Because health care professionals’ relationships with patients are fiduciary relationships, practitioners’ primary commitments must be to their patients. Judy, can you talk a little about that?

Ms. Ozuna

Sure. Health care professionals must put patients’ interests ahead of their own, explain the reasoning behind the treatment recommendations they make, and be candid with patients about influences on their decision making, including relationships with third parties. Conflicts of interest and/or commitment threaten the trust on which these fiduciary relationships are based. Evidence indicates that patients are troubled to learn that health care professionals accept gifts from the pharmaceutical industry. Likewise, we might expect that patients would also be distressed to learn that health care professionals participate in activities aimed at influencing practitioner prescribing. 
Concerns about sustaining patient and public trust take an additional importance for VA practitioners. As public servants, health care professionals in the VA system have compelling obligations to uphold the public trust. Also, VA practitioners serve a special patient population – not only have those who come to VA for health care served their country as members of the armed forces, often they are more vulnerable and more disadvantaged than are patients who seek treatment in the private sector. From the standpoint of the public’s perspective, avoiding the appearance of conflict of interest or commitment is as important as avoiding actual conflict itself.
Dr. Berkowitz:
And I’d just like to repeat what Judy just said. From the standpoint of the public’s perspective, it’s not just the conflict but it is even the appearance of the conflict of interest and commitment that is as important as the actual conflict. I think that’s a very important point. 

So now that we’ve discussed the ethically problematic areas, are there any potential benefits that compensated relationships offer? Dr. Cantor?
Dr. Cantor:
Many argue that despite such ethical challenges, compensated relationships with industry do offer benefits to practitioners, patients, and health care organizations. Outside professional activities such as consulting, some argue, can enable health care professionals to broaden their perspectives and bring new insights to their own work, potentially benefiting patients and health care institutions. Outside activities can also enhance professionals’ satisfaction, enable them to stay competitive in their fields, and, of course, enhance their incomes when they receive compensation for work beyond their primary employment. For health care organizations, permitting staff to accept compensation from industry for outside professional activities may help to promote a positive atmosphere of innovation and collaboration. Being able to interact with diverse colleagues may encourage creative exchanges that enhance the professional workplace and practice. 
Dr. Berkowitz:
And the opportunity to participate in outside professional activities can be an important consideration for highly skilled individuals. Recruiting and retaining highly qualified professionals can be especially challenging for health care institutions in the academic or public sectors. 
Dr. Cantor:

Yes, and in the realm of patient care, clinicians who serve as consultants with industry, for example, will be exposed to leading-edge technologies, perspectives, and skills that may translate into enhanced care for their own patients and potentially diffuse into colleagues’ practices as well.

Dr. Berkowitz
So it really is a double-edged sword. Let’s now talk about professional, ethical and legal standards relating to compensated relationships. I know that many health care professionals look to several sources for ethical guidance in their relationships with industry, including the professional medical community, academia, and industry itself. In addition, practitioners should be aware of the legal implications of such relationships. Dr. Cantor, can you expand on ethical standards for health care professionals?

Dr. Cantor:
To date, in the professional medical community, concern about relationships between health care professionals and the pharmaceutical industry has focused predominately on gift relationships and on financial conflicts of interest in research. The American Medical Association, for example, addresses gifts, but not consulting relationships. The American Society for Hospital Pharmacists makes only passing reference to paid consulting or speaking arrangements. The American College of Physicians notes that financial relationship between physicians and industry can jeopardize professional objectivity and recommends that physicians guard against conflicts of interest when invited to consult or speak, refuse to accept any commission for editorials, reviews or ghost-written articles and also disclose their relationships to audiences and editors.
Dr. Berkowitz:
And in academic settings, the potential for financial conflict of interest is receiving considerable attention, and policies on faculty conflict of interest promulgated by academic medical institutions also offer standards of conduct for health care professionals. Conflict of interest management strategies, including disclosure, are prominent at many universities. The University of Southern California, for example, requires that faculty members disclose conflicts of interest to their department chairs or deans, who then can take appropriate action to manage or eliminate the conflict, including ongoing monitoring. Similarly, Stanford University requires that faculty disclose financial interest, defined as 0.5 percent equity interest or $100,000 direct ownership interest, and also restricts the amount of time full-time faculty may devote to outside consulting activities to 13 days or 130 hours per academic quarter. Other institutions such as Vanderbilt, Michigan State and other academic medical institutions also have similar requirements.
In addition to ethical concerns about compensated relationships between health care professionals and industry, there are legal considerations.  Judy, can you touch on those?

Ms. Ozuna:

Sure. Health care professionals in situations of conflict of interest face both possible criminal and administrative sanctions. Conflict of interest law, 18 U.S.C. 208, prohibits VA employees, including practitioners, from participating in government matters that affect the interests of their outside employers or their equity interests in pharmaceutical companies or medical manufacturers. Professionals must seek legal advice to determine whether any particular relationships in fact meets regulatory criteria for exemption (5 CFR 2640.301(b)(1)-(6)).
VA practitioners must also adhere to the Standards of Ethical Conduct for Employees of the Executive Branch (5 CFR Part 2635). They have legal obligations not to engage in financial transactions that conflict with the conscientious performance of their duties; not to use their public office for private gain; not to give preferential treatment to any private individual or organization; and to refrain from “outside employment or activities, including seeking or negotiating for employment, that conflict with official government duties and responsibilities”. Government ethics rules effectively prohibit practitioners who serve on formulary committees, for example, from participating in decisions regarding products of pharmaceutical companies with whom they have financial ties.

We strongly urge individuals who engage in outside activities and compensated relationships with pharmaceutical companies and/or medical manufacturers to seek guidance from their local Regional Counsel or the Office of General Counsel. And we remind VA health care professionals that the appearance of conflict of interest or inappropriate behavior can be highly problematic even when there has been no clear violation of law or regulations.
Dr. Berkowitz:
Now that we’ve discussed ethical concerns and professional, ethical and legal standards related to compensated relationship between health care professionals and the pharmaceutical industry, let’s explore some strategies for managing these relationships and conflicts. Dr. Cantor, what suggestions does the Committee offer for managing conflicts created by compensated relationships?

Dr. Cantor:

As you mentioned before, it is sort of a double-edged sword. It requires balancing the need to allow individuals to participate in some of these relationships while protecting individuals, institutions and patients from potential harm. Certainly health care professionals should avoid conflicts of interest or compensated relationships that violate legal prohibitions. But law and regulation don’t fully address our central concern. They really establish a floor of acceptable conduct for any federal employee, but they are silent about the unique tensions that compensated relationship with industry can create for health care professionals. And they offer no guidance for how practitioners and health care organizations respond when a relationship that is legally permissible is nonetheless ethically problematic.

Responses range from prohibiting compensated relationships with industry entirely through a variety of strategies for monitoring and managing the conflicts these relationships create. Prohibiting such compensated relationships across the board offers a certain ethical clarity and has the virtue of administrative simplicity. But blanket prohibition is a blunt instrument that fails to distinguish appropriately between individuals who have decision-making authority over what treatments are offered to patients and those who do not have such authority. Also, the clarity and simplicity of prohibiting all conflict creating relationships would come at the cost of forgoing the potential benefits of such relationships.
Short of blanket prohibition, health care institutions could require formal reporting, evaluation, and approval of conflict-creating relationships, and impose strategies of varying stringency for managing relationships that are permitted to go forward. To be effective, such approaches must provide clear guidance about which potentially conflict-creating relationships must be reported and to whom, and how relationships should be managed to mitigate conflicts. The conceptual and administrative challenges can be considerable.

Dr. Berkowitz:
In reporting conflict-creating relationships, institutions might choose to require that certain categories of staff report all compensated relationships with industry, for example, all employees who recommend or prescribe medicine. Within VA, senior leaders are already required to disclose financial holdings annually. But these general disclosures are not specifically directed toward identifying the particular relationships that concern us here. These disclosures don’t necessarily trigger specific strategies for managing potential conflicts in the arena of clinical care, though they may.
Institutions might also set threshold criteria for when staff members must report such relationships, such as establishing a minimum level of compensation above which reporting is required, as many university conflict of interest policies already have. But unfortunately, there isn’t wide agreement as to what amount of compensation would trigger a conflict or should trigger reporting. 

The amount of time spent on outside activities can also be used as a trigger for reporting requirements at a certain threshold. Setting any specific threshold for reporting is essentially an arbitrary decision. Yet how reporting requirements are defined will have significant implications for how administratively burdensome those requirements are for the individuals affected and for the institution.

And defining clear and fair reporting requirements is only the first step in managing conflict-creating relationships. Health care organizations must also make clear to whom within the organization such relationships should be reported and how designated institutional conflict managers are to fulfill their responsibilities.

With that said, I’ll ask Judy to consider whom conflict-creating relationships should be reported to?

Ms. Ozuna:

Well policies at academic instructions vary considerably in the logistics of reporting compensated relationships and conflicts of interest. And as far as how these conflict-creating relationships should be managed, each situation is different and managing conflicts of interest involves making determinations on a case-by-case basis. But even these can be problematic because they are open to challenge for being arbitrary and also because they are time consuming. 

For reasons like these, it would be useful for institutions to establish consistent criteria to ensure fairness in the decision making process and/or reduce the number of individualized determinations that need to be made. 
Dr. Berkowitz:
So unfortunately, there really are few models available of clear and effective criteria for managing conflict-creating relationships. That is not to say, however, that it’s impossible to develop such criteria but rather to emphasize that it is difficult to do so. 
In concluding our discussion portion of the call today, Dr. Cantor, can you tell us about the recommendations that the National Ethics Committee came up with in their report as far as compensated relationships with the pharmaceutical industry.
Dr. Cantor:
Sure. I’m going to quote from the report itself which is now available through the Information Letter. The recommendations the Committee suggests are:
(1) VHA develop national policy with respect to compensated, conflict-creating relationships between VA health care professionals and the industry. Many and often diverging interests are at stake in establishing institutional policy regarding conflict of interest. The policy development process must look to the complex practical and legal considerations of implementing the final product in an even-handed way that also minimizes institutional and individual burdens;
(2) The Under Secretary for Health appoint a national task force to develop such a policy with representation from key stakeholders, including the Office of Patient Care Services (including representation from the Office of Pharmacy Benefits Management), Office of Nursing Services, Office of Human Resource Management, Office of General Counsel, Office of Research and Development, Office of Quality and Performance, National Center for Ethics in Health Care and other program and field-based offices the Under Secretary for Health identifies as appropriate participants. Prohibiting all compensated relationships between VA health care professionals and industry would be too draconian in response to potential harms and would also unduly restrict the activities of staff outside their VA tours of duty. The Committee urges a more moderate course in which health care professionals in VA who are involved in activities that can have a significant effect on the range of treatments available to patients be required to report compensated relationships with industry;

(3) Establish fair, effective, administratively manageable mechanisms for reporting compensated relationship with industry;

(4) Set out clear criteria for identifying which conflict-creating compensated professional relationship (if any) will be: (a) prohibited entirely; (b) permitted subject to ongoing oversight; and (c) permitted without oversight;

(5) Provide guidance regarding appropriate strategies for managing conflict in permitted relationships; 

(6) Define clearly: (a) in what situations a particular strategy/combination of strategies should be employed to manage conflict, and/or how a management plan is to be developed; (b) who is responsible for assuring that an identified conflict is appropriately managed; 

(7) Establish ongoing education about conflicts of interest.
Dr. Berkowitz: 
And in fact Dr. Cantor, as you note, in response to this report, the National Center for Ethics in Health Care has been asked to take the lead in drafting this policy that will provide guidance for all VA employees in this area. The Center is in the initial phases of this policy development project. 

MODERATED DISCUSSION

Well I’d like to thank Dr. Cantor and Ms. Ozuna for discussing the topic of compensation to health care professionals from the pharmaceutical industry and for presenting the recommendations of the National Ethics Committee. Now that we have had an opportunity to discuss this topic, I would like to hear if our audience has any response or questions.
Caller:

When will there be a better definition of the new conflict of interest and the relationships we have with industry?

Dr. Berkowitz:

Well as you probably know, policy development at the national level is unfortunately, a complicated task. I wouldn’t want to be quoted as to an exact timeline but I can tell you that all of our processes are designed to be thoughtful and inclusive to include the perspectives of all the different stakeholders or parties involved, to seek comment from VA and non-VA experts and to incorporate them appropriately in whatever comes out. As I say, it is complicated and in a way groundbreaking because there is no other such policy that I know of in any type of a nationwide health care system such as VA. I have no doubt that it will take some time.

Portland VAMC:
I’d like to say that I really appreciate and commend this effort at the national level. I would just like to make one comment for this task force to at least give some consideration to the current practices for all these years – how we have entrenched ourselves with the research and other commitments with industry, to think about some financial impact and how it will change in the future. For example, we have so many research projects going on with industry. We have so many people involved in a consulting capacity and other capacities. How will this make an impact financially, for example, some of the practices of bringing speakers, as one example? We get a lot of speakers that come to talk. How will this change? Do we have financial support within the system so that we will be able to continue to educate and bring new information to VA employees?
Dr. Berkowitz:

I want to emphasize that neither the prior report nor the current report attempts to get into the complicated relationships between researchers and the pharmaceutical industry, although that may be coming and certainly we can have a very similar discussion about that. I think your point about paying attention to existing relationships is very important and as Dr. Cantor said earlier, and it is especially important for academic systems such as ours and managed care systems where the participants in our systems are sometimes at a financial disadvantage to colleagues in the private sector and rely on that income, and the effect it will have on our system in terms of recruitment and retention if that isn’t considered. I’m sure the task force will certainly consider that. 
In response to your comment about speakers and education provided by the pharmaceutical industry, I can only tell you my opinion and then I’ll open it to others. My personal opinion is that it is sort of worst case scenario to set up a system where you’re receiving education from people who have an overt conflict of interest and providing it. If I had to devise such as system, I would never do that. I would prefer, and again in my opinion, that we as a system develop a financial way of supporting those very important educational efforts while avoiding the conflicts even if it means that we have to come up with our own money. That’s just my personal opinion, but I’d like to hear what others have to say.
Ms. Ozuna:

I would just add to Dr. Berkowitz’s comments that we have a lot of evidence in the literature about the bias of speaker’s bureaus speakers bring to a presentation. I think we are aware of the need to avoid that and so I concur with our need to try and find other ways to provide the education that we all need but a kind of education that is free of bias and influence.

Portland VAMC:

That would be very nice if we had the money. I think that’s why we have industry so involved in various aspects of education, particularly grand rounds, because there is no money. I think we’ve come to rely, as academic centers, on having industry sponsor much of the educational programs that we give. To me, I think that unfortunately this is an indication that we really haven’t valued our educational efforts by putting money into them. I think if we can create a situation where there may be some money to support educational programs, that would be great. Even satellite conferences within VA are sponsored, by and large, by industry.
Dr. Berkowitz:

If I’m not mistaken, I just want to emphasize that it is not a problem that is unique to VA. If I remember the data correctly, I think either two-thirds or three-fourths of all CME in the country is pharmaceutical sponsored which is a staggering statistic when you think about what we really want from our education.
Portland VAMC:
That was precisely my intention -- to bring this to the group. We need to think about it. In all the years, I have seen our educational funds dwindle to nothing. At one time we used to have thousand of dollars available to us as a pharmacy to use in the VA system and now it is down to nothing. That is precisely my point. We need to address that issue in a different way. 
Caller:
Our ethics committee journal club will be looking at the January article from JAMA on health industry practices. I’d argue that maybe we need to be more stringent. That article says that even full disclosure and even allowing small gifts may be problematic and that we may even need to consider more stringent relations than that.

Peter Mills, White River Junction VAMC:
I agree with that. We’ve reviewed that article and it’s a good article. I think it is really important to note that the drawbacks from the system are really clear and have been clearly shown over the years. There’s been quite a bit of research, and when we talk about the benefits of this type of compensated conflict of interest, there really is no research showing that those are clear benefits. I’ve never read anything showing those are benefits that couldn’t also be realized without being compensated, for example, somebody who is interested in cutting edge research that the pharmaceutical companies are doing. I’m sure you can access that without being paid thousands of dollars. I think it’s really important not to say well, it’s too draconian, and to limit this in a more severe way because of the benefits when really the benefits are not clear to me in any way.
Dr. Berkowitz:
Thank you, Peter. Anyone have any response to these comments?
Dr. Cantor:

It’s not exactly the same but if you look at what has been going on at the NIH in terms of their efforts to limit outside income by the professionals who head up the Institute and the work of the Institute, they found that there are real and serious implications of limiting individuals’ abilities to obtain outside income because of the salary structure at NIH. I think that VHA and other academic based institutions, as well, are struggling with the same sort of questions in terms of how we maintain our access to thought leaders and innovators in the field and at the same time allow them to take on outside obligations. We can easily say let’s forbid this but I don’t think that that would necessarily answer all of our problems and in fact, may introduce new ones that we haven’t thought about specifically in retention problems. I think that this task force that the National Center has been asked to put together and to oversee the development of policy can actually have a really tough time because the NIH has had to several times promulgate suggestions, pull them back and adjust them. We had these discussions in the National Ethics Committee as well and it is really hard to get people to agree on exactly what the threshold should be for the amount of time spent on outside activities, amount of income - is it percentage, is it absolute dollar value - so to get into the specifics of the types of restrictions or how stringent they should be, you quickly discover that people have varying ideas and it’s not really clear because the level varies from person to person and from position to position.
Muskogee VAMC:

Is there a role for education in the area of professionalism such that the individual learns by model rather than by legislating action? In other words, doing the right thing from conviction rather than from fear? Isn’t there a role for promoting education in the area of professionalism?

Dr. Berkowitz:

I think that is a great point. Often on these calls we emphasize the difference between compliance and ethics and the differences between a legal analysis and an ethics analysis. I think that what you’re suggesting is a great suggestion and that I’ll make sure it will get passed on to the task force in that if people are educated and understood the implications of their actions and their responsibilities that might in fact modify behavior somewhat by itself. I don’t think that would mitigate the need for a different kind of structure to be set up but I think that’s an ideal point.
One other thing, and again this is just a personal comment that I’ve observed is that much of this thinking doesn’t apply to volunteers that we have in our system. And certainly all of the regulations and much of the attention has been focused on VA employees who have this dual relationship with pharmaceutical companies. Now I’m also aware that there are many physicians and probably other practitioners who work for the pharmaceutical industry and then come and volunteer in VA and are a valuable source of labor for us. I think we also need to think about relationships with those people also. I don’t know if anyone has thoughts about that or has comments on that?
Dr. Cantor:

I think that’s a really good point and we began the report by pointing out that there is a real diversity within VA in terms of the employment relationships because some people as you mentioned are volunteers, some are contract, some are part-time and some are full-time. We need to have guidance that is applicable to each of the different categories or determine whether or not management is needed depending on the category and what type of management might be implemented. That can be one of the challenges the task force will have to address as it develops the policy.
I’d also say that working for pharmaceutical industry is not the only source of conflicts of obligation. Certainly many of us work for both our academic affiliates and for the VA and that is an example of where many of us have experience working with that if we don’t have experience working with the pharmaceutical industry or medical device manufacturers.
Joel Roselin, National Center for Ethics in Health Care:

So there’s no current policy or guidelines controlling the relationships that VA physicians have with the pharmaceutical industry? Is that really the case?

Dr. Berkowitz:

No. As Judy went through, there are a lot of regulations and subsequent policy that do cover it but again, I don’t think that the feeling is that they are adequate or that they specifically help people figure out the right thing to do. I think that is why the Center has been charged with drafting this policy that will provide better guidance for VA employees and for the system in this area. So there are current laws, regulations and compliance atmosphere towards it but there isn’t the type of policy we’ve been talking about. Does anyone else want to comment on that?
Ms. Ozuna:

In reviewing the ethical conduct for employees, the code of conduct is very general and covers all federal employees. And I think what we’re looking for in our policy is guidance specifically for providers in their relationships with industry.
Dr. Berkowitz:

And I do want to emphasize that nothing we have said has been intended to be interpreted as legal advice or specific advice on how someone should behave in ethical relationships of this sort. So if you are in one of these relationships or responsible for people who are, I certainly hope that you understand that our recommendation each time is to make sure to have it cleared with your Regional Counsel or designed agency ethics official from a legal standpoint.
CONCLUSION

Dr. Berkowitz:
Well, as usual, we did not expect to conclude this discussion in the time allotted, and unfortunately we are out of time for today's discussion. We will post on our Web site a very detailed summary of each National Ethics Teleconference. So please visit our Web site to review today's discussion. We will be sending a follow up email for this call that will include the links to the appropriate web addresses for the call summary, the CME credits, and the references referred to.

We would like to thank everyone who has worked hard on the development, planning, and implementation of this call. It is never a trivial task and I appreciate everyone's efforts, especially, Dr. Michael Cantor, Ms. Judy Ozuna, Nichelle Cherry, and other members of the Ethics Center and EES staff who support these calls.

· Let me remind you our next NET call will be on Wednesday, March 29 from 1:00 – 2:00 pm EST. Please look to the Web site at vaww.va.gov/vhaethics and your Outlook e-mail for details and announcements.

· I will be sending out a follow-up e-mail for this call with the summary of this call and the instructions for obtaining CME credits, and the references that I mentioned. 
· Please let us know if you or someone you know should be receiving the announcements for these calls and didn't. 

· Please let us know if you have suggestions for topics for future calls.



· Again, our e-mail address is: vhaethics@hq.med.va.gov.

Thank you and have a great day!
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