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INTRODUCTION

Dr. Berkowitz:

Good day everyone. This is Ken Berkowitz. I am the Chief of the Ethics Consultation Service at the 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 Ethic 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. 

ANNOUNCEMENTS AND GROUND RULES

CME credits are available for listeners of this call. To receive CME credit for this course, you must attend 100% of the call, and complete the registration and evaluation process on the LMS website: https://www.lms.va.gov/plateau/user/login.jsp . To get a CME credit hour for participating in the conference call you must complete the registration and evaluation process within 30 days of the conference date. If you have any questions about this process or about the LMS website, please contact the Project Manager, John Whatley, PhD, at (205) 731-1812 x312 or by e-mail at John.Whatley@va.gov.

One other announcement… Many of our regular listeners will notice that the frequency of our National Ethics Teleconferences has decreased. This is due to staffing shortages at the National Center for Ethics in Health Care. We hope that this will be temporary, but in the mean time the frequency of these calls will decrease to about one per quarter for the foreseeable future.

Ground Rules: Before we proceed with today's discussion of VHA’s new Handbook on financial relationships between health care professionals and industry, I need to briefly review the overall ground rules for the National Ethics Teleconferences:

· We ask that when you talk, you please begin by telling us your name, location and title so that we continue to get to know each other better.


· During the call, please try to minimize background noise and PLEASE do not put the call on hold.

· Due to the interactive nature of these calls, and the fact that at times we deal with sensitive issues, we think it is important to make two final points: 


· First, it is not the specific role of the National Center for Ethics in Health Care to report policy violations. However, please remember that there are many participants on the line. You are speaking in an open forum and ultimately you are responsible for your own words, and 


· Lastly, please remember that these Ethics Teleconference calls are not an appropriate place to discuss specific cases or confidential information. If, during the discussions we hear people providing such information we may interrupt and ask them to make their comments more general.
PRESENTATION

The topic of today’s call is the newly released Handbook, VHA Handbook 1004.07, “Financial Relationships between VHA Health Care Professionals and Industry” which was issued just last month, October 21, 2009.  The purpose of this new Handbook is to reinforce the obligation of VHA health care professionals to avoid and/or manage financial relationships with industry that may undermine the priority of patient welfare in professional decision making within VHA.

My colleague, Dr. Virginia Ashby Sharpe from the National Center for Ethics’ Policy Service is here today to talk to us about the new policy. Ashby, welcome…  

Dr. Sharpe:

Thanks, Ken, great to be here.

Dr. Berkowitz:
Ashby, I know that the Ethics Center collaborated with other national program offices to develop this new Handbook.  Can you describe that process? 

Dr. Sharpe:

Sure Ken. Many of you may be familiar with the National Ethics Committee (NEC)’s February, 2006 report, "Compensation to Health Care Professionals from the Pharmaceutical Industry” that was the subject of a National Ethics Teleconference call in February 2006. In that report, the NEC recommended that VHA:

(a) Require reporting of compensated relationships between clinicians and industry; 

(b) Develop guidance for assessing and managing conflicts of interest in such relationships; 

(c)  Appoint a national Task Force to develop policy in line with these recommendations.

The upshot of the report was that the Under Secretary for Health charged the National Center for Ethics to convene a national Task Force to develop VHA policy based on the NEC's recommendations.  

The Task Force was chaired by Dr. Sherrie Hans, Deputy Chief Officer here at the Ethics Center, and included representatives from 12 program offices and the field

The Task Force developed the Handbook over a period of 16 meetings, sought clarification from a variety of program offices as well as from the Office of Management and Budget. The policy was then reviewed in the concurrence process by VHA program offices as well as four unions.

Dr. Berkowitz:
OK, thanks for that background. With that in mind, today we are going to talk about the new policy to:

· Discuss key definitions in the VHA Handbook 1004.07

· Describe the ethical concerns that prompted the development and release of this new Handbook 

· Clarify the relationship between this policy and government ethics rules 
· Describe 3 mechanisms of accountability in the Handbook and accompanying responsibilities of VHA health care professionals, Service Chiefs, and chairpersons of VHA decision making and advisory groups.  

Ashby, could you begin by describing the “scope” of the new policy?

Dr. Sharpe:  

Yes, the Handbook establishes that “the professional obligations of VHA health care professionals must not be compromised by financial relationships with industry:”  VHA health care professionals “must avoid or seek guidance in managing potentially conflict-creating financial relationships, must follow protocols for disclosure and oversight of such relationships in the context of VHA decision making and advisory groups, and must certify in the VHA credentialing process (if applicable) that they understand that their professional obligation to patients must not be compromised by conflicts of interest.” 
Dr. Berkowitz:

OK, there’s a lot packed in there including a few terms we need to define at the outset.  First, how does the policy define “VHA health care professional”?  

Dr. Sharpe:
Right, in other words, who is covered by the policy? “For the purposes of this Handbook, a VHA health care professional is “any full-time, part-time, or without-compensation (WOC) 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.  These may include physicians, advanced practice nurses, psychologists, physician assistants, pharmacists, other associated health practitioners with prescriptive authority, and certain administrators (From section 3f of the Handbook).
Dr. Berkowitz:

The policy states that obligations of VHA health care professionals must not be compromised by conflict-creating financial relationships with industry.  How does the policy define “industry”? 

Dr. Sharpe:

“Industry includes pharmaceutical companies, biotechnology companies, medical device, product, equipment, and technology companies, and proxy medical education, publishing, public relations firms, disease advocacy groups, and law firms groups working on behalf of such companies” (From section 3e of the Handbook).

Dr. Berkowitz:
And how does the new Handbook define “financial relationship”?

Dr. Sharpe:

“For the purposes of this Handbook, a financial relationship is any arrangement between individual VHA health care professionals and industry, that involves monetary or in-kind compensation to the health care professional or non-profit entities that directly or indirectly support the health care professional in ways such as salary, honorarium, consultation fee, or reimbursement; or financial holdings.  Compensation may include: money, including low-interest loans, real property, stock options or other equity interest, paid or reimbursed travel and accommodations” (From section 3a of the Handbook). The policy provides additional examples in section 3.a.

Dr. Berkowitz: 
What is a financial “conflict of interest”?  In other words, when does a financial relationship or arrangement become ethically problematic? 

Dr. Sharpe: 

A “financial conflict of interest” is “a financial arrangement that has the potential to or is perceived to exert inappropriate influence on the integrity of decision making or the professional judgment of health care professionals in the fulfillment of their obligations to patients, and thus damage public trust” (From section 3c of the Handbook). It is very important to emphasize that, even the perception of a conflict of interest may have a negative impact on the credibility of both the health care professional and the VA and so it is often best to err on the side of caution by avoiding such relationships altogether. (From section 2g of the Handbook) 

Dr. Berkowitz: 
Does the Handbook cover “gifts” from industry?

Dr. Sharpe: 

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 the standards of conduct for Federal employees, the rules of the Office of Government Ethics, and the criminal conflict of interest laws in title 18 of the U.S.C. in which many gifts are prohibited, or limited. For more information on gifts from outside sources contact your local designated ethics official (Regional Counsel) or, see: http://vaww.client.gc.va.gov/Training/Ethics/Gifts/2.htm.
For gifts to which Government Ethics Laws are not applicable, Handbook 1004.07 cautions that health care professionals should in general be aware that such gifts 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, from an ethics standpoint, you should decline the gift. Either way, you should seek guidance in managing it, usually from your local designated agency ethics official (General or Regional Counsel). Following the advice of a Deputy Ethics Official provides a Safe Harbor – complete protection from administrative sanction and protection from criminal prosecution in most instances.  No one but a VA Government Ethics Official can provide that protection
Dr. Berkowitz:

And I would like to point out that there are several people from the Office of General Counsel on this call in case we need their specific expertise during the discussion portion of this call. 

Ashby, can you talk a little bit about the ethical concerns that prompted the development and release of this new Handbook?  

Dr. Sharpe:

Absolutely… I’m sure many are aware just from reading articles in the newspaper that over the last decade, serious ethical concerns have been raised about quid pro quo relationships in which health care professionals accept compensation from industry for services they perform on a company’s behalf, for example, as consultants or speakers. Specifically, there is concern that when health care professionals accept compensation from industry their judgment affected in a way that compromises the welfare of patients and the trust relationship that is the basis of service. 

Dr. Berkowitz:

As much as physicians and others protest that their judgment will not be swayed by industry inducements, this is simply not supported by the evidence. 

Dr. Sharpe:

That’s right Ken. For example, social science research indicates that individuals are not able to manage their own conflicts of interests. The conclusion -- replicated in a number of studies -- is that “Even when individuals try to be objective, their judgments are subject to an unconscious and unintentional self-serving bias” (citing Dana & Loewenstein 2003, p. 252) (See also Weber et al 2001, Chimonas et al 2007)) 

Likewise, a 2007 study by the Columbia University Institute for Medicine as a Profession found that although physicians understood that relationships with pharmaceutical detailers set up psychological dynamics that influence their reasoning, they still maintained favorable views of these relationships. To resolve the dissonance, caused by these contradictory attitudes, physicians used a variety of denials and rationalizations: They avoided thinking about the conflict of interest; they disagreed that industry relationships affected physician behavior; they denied responsibility for the problem; they enumerated techniques for remaining impartial; and they reasoned that meetings with detailers were educational and benefited patients. (Chimonas et al 2007)
As many of you know, financial relationships with health care professionals are often initiated by industry as part of marketing strategies that use clinicians wittingly or unwittingly to promote products. Some terrific work on this sort of thing has been done by Seth Landeman, Michael Steinman and Margaret Chren at the San Francisco VA on the marketing of gabapentin (Neurontin) – a drug that is approved by FDA to control seizures. (Steinman et al 2006)

Between 1993-2004 the manufacturer of Neurontin engaged in an illegal marketing campaign for off-label uses of the drug, for everything from ADD, pain, restless leg syndrome, migraine, bi-polar disorder, Lou Gehrig’s disease -- increasing its sales to over $3 billion annually. In the course of this campaign, prescriptions for the on-label use remained flat at about 70,000 per quarter, while prescriptions for the off-label uses grew to as much as 900,000 per quarter for psychiatric disorders and 600,000 per quarter for pain. (Steinman et al 2006)

Company documents reveal a marketing strategy that could not have been carried out without the willing participation of physicians.  Among other things, the company recruited, trained, and paid community physicians to serve as speakers in “peer-to-peer selling” programs – some highly effective clinicians garnering $30,000 per year for their service. Other received $40,000 to moderate teleconferences on which Parke-Davis sales representatives’ attendance was hidden. Others were paid thousands of dollars to sign their names to ghostwritten articles that downplayed the lack of effect on the primary study outcome and emphasized instead other outcomes. The Neurontin marketing strategy created what Johns Hopkins epidemiologist Kay Dickersin described as “a remarkable assemblage of evidence of reporting biases that amount to outright deception of the biomedical community, and suppression of scientific truth concerning the effectiveness of Neurontin…”

Dr. Berkowitz:

OK, but this off-label marketing campaign was illegal. Also wouldn’t any payments to VHA clinicians be covered by government ethic rules? 

Dr. Sharpe:

Good question. First, it was the manufacturer of Neurontin that was guilty of breaking the off-label marketing law. For the private sector clinicians who were involved, there is no law that says they can’t engage in financial relationships with industry -- and so they did. What the private sector clinicians were violating were their ethical obligations as professionals.  This erosion of professionalism meant that physicians seemed to feel no qualms, or overcame their qualms, about taking $40,000 from a company to talk up a product or to put their name on an article to which they made very little contribution.

Government ethics rules almost surely would have prohibited VHA professionals from engaging in these financial relationships, however, there are lots of VHA clinicians who also practice outside of VA and much of what they do outside of VA is beyond the reach of the government ethics laws. 

In addition, government ethics rules apply to all federal employees; they are not based on the special obligations of health care providers. The ethics of professionalism, by contrast, is based on the fact that the primary obligation of health care providers is to patients and patients can be harmed when clinicians serve their own interests rather than those of patients. 

And again, for official opinions on interpretation of government ethics rules you would contact your local designated agency ethics official (Office of General Counsel PSG 3 and Regional Counsel Offices across the country). 

What this new VHA policy does is to require greater oversight and management of potential conflicts of interest as a way of reinforcing the ethics of professionalism. The policy does this in a number of ways through mechanisms that we can talk about in a minute. 

Dr. Berkowitz:

Thank you, Ashby. So to reiterate, under Federal conflict of interest law and Standards of Ethical Conduct for Employees of the Executive Branch all VHA employees have a legal obligation to avoid financial conflicts of interest. In addition, VHA health care professionals have a separate professional obligation to place the interests of patients above self-interest.  

Dr. Sharpe:

Right, and this new Handbook establishes requirements that address financial relationships that may be incompatible with this professional obligation.  The Handbook also includes a number of reminders about Government ethics rules and emphasizes that employees with questions regarding these Government ethics requirements should contact their designated agency ethics official either in the Regional Counsel’s or General Counsel’s office. 
Dr. Berkowitz: 
Thank you. The new Handbook establishes a requirement for all health care professionals to avoid and/or seek guidance in managing potentially conflict-creating financial relationships and, as you mentioned, outlines several mechanisms of accountability. Can you tell us what those mechanisms are?

Dr. Sharpe: 
Sure. The simplest one is that the policy requires that anyone who goes through the credentialing process in VHA sign a statement in VetPro at the time they apply for appointment to the facility and at the time of reappraisal:  That statement is "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."
By requiring individuals to sign this statement, VHA is making it clear that it expects credentialed health care professionals to acknowledge and fulfill their professional ethical obligations regarding conflicts of interest.

This statement will be incorporated into the redesign of VetPro which is scheduled to go live at the end of 2009. Facilities are not expected to create this form and are not expected to initiate this process until it is possible to do so in VetPro.

Dr. Berkowitz: 
What are the additional mechanisms of accountability in the Handbook?

Dr. Sharpe: 
In addition to underscoring the responsibility of health care professionals to avoid or seek guidance on conflicts of interest, The Handbook emphasizes the responsibilities that Service Chiefs play in their supervisory role. Among those responsibilities, are “Ensuring that VHA health care professional staff within their area of responsibility are oriented to the types of financial relationships with industry that pose a potential for conflicts of interest”  and “ “Reinforcing expectations regarding professional norms and conflicts of interest.”  

Dr. Berkowitz: 
And so, what sort of thing might a Service Chief do to meet these responsibilities?

Dr. Sharpe:
In terms of orienting professional staff about financial conflicts of interest, Service Chiefs can initiate in-service presentations or training, they can distribute articles along with this Handbook, and, importantly, they can model professionalism.  

In terms of the Service Chiefs’ responsibility for reinforcing expectations regarding professional norms, the Handbook provides a few examples in section 9:  

Service Chiefs can 

· Review individual prescribing data received from local P&T Committees and use this information as a basis for counseling practitioners on outlier status, including querying practitioners about financial relationships with industry.  
· In addition, they can scrutinize staff requests to use annual leave, administrative absence or leave-without-pay to participate in industry-sponsored events.  (So for example, if someone wants to attend an all-expenses paid industry-sponsored conference, the Service Chief should not count this as Administrative Absence)

· And they can assess potential conflicts of interest in staff topic selection for presentations at VA facilities, for example, if the topic could be seen to promote the interests of a company that provides financial support to the staff member.
Dr. Berkowitz: 
So it sounds like the policy is intended to make Service Chiefs more proactive in discussing the ethical problems associated with financial relationships with industry.
Dr. Sharpe:
Yes, that’s right. Service Chiefs can raise awareness about these issues with their professional staff and also be more proactive in the guidance they provide in their supervisory role. Obviously, as health care professionals themselves, Service Chiefs have an obligation to avoid conflict-creating financial relationships, but they have an additional obligation to ensure that their professional staff do as well.

Dr. Berkowitz: 
I know we don’t have time to discuss all of the aspects of the Handbook but a significant portion of it is devoted to explaining another mechanism of accountability, namely real-time verbal disclosure of financial relationships in decision making and advisory groups. Let’s talk about real-time verbal disclosure. Who needs to make verbal disclosures, to whom, and when? 

Dr. Sharpe:
The real-time verbal disclosure requirement is for any health care professional who serves on a VHA Decision-Making or Advisory Group.  VHA Decision-Making or Advisory Group is defined as “a working group, advisory committee, task force, board, or committee that makes:

(1) decisions on clinical or technical requirements for major purchasing decisions, or 

(2) recommendations that would have significant implications for major purchasing decisions, or 

(3) major purchasing decisions” (From section 3b of the Handbook).

As outlined in section 6 of the Handbook, this requirement applies to the following specific groups:


(a)  MAP.


(b)  VISN Formulary Leaders Committee.


(c)  VISN Formulary Committees.


(d)  P&T Committees. 


(e)  Field Advisory Committees


(f)  VA-DOD Evidence-Based Practice Work Group.


(g)  Clinical Logistics.


(h)  Procurement.


(i)  Technology Assessment.


(j)  National Leadership Board (NLB).


(k)  NLB standing committees.


(l)  VISN-level ELB.


(m)  Additional decision making or advisory groups as determined by VISN Directors or the Principal Deputy Under Secretary for Health.

Disclosure of course is based on the ethical value of transparency which enables potential conflicts of interest to be short-circuited before they can cause harm. So, for example, if a member of a formulary committee discloses that  she received compensation from a pharmaceutical company for chairing a committee related to a drug produced by that company or a competitor, then that information can be used either to remove her from an advisory group or from particular decisions in which she would have a conflict. These steps safeguard the integrity of the decision making process. 

Dr. Berkowitz: 
So, when and how often do these verbal disclosures need to be made?
Dr. Sharpe:
Well, the policy lays out most of the specifics of when, what and how:

“(1) Verbal disclosures must be solicited by the chairperson and provided by the members and chairperson:

(a) At the beginning of the first meeting of a decision making or advisory group and at an appropriate time during that meeting for any late-arriving members. 

(b) At the beginning of the first meeting for any subsequently appointed member.

(2) At the beginning of all subsequent meetings of the decision making or advisory group, the chairperson must remind the members to verbally state any new financial relationships they have with industry that may have a bearing on the work of the decision making or advisory group” (From section 6a of the Handbook).

Dr. Berkowitz:

And what is the scope of real-time verbal disclosure?
Dr. Sharpe:

“Affiliations requiring disclosure include the financial relationships between the member . . . and industry that are pertinent to the particular issues and/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” (From section 6c of the Handbook) The new Handbook also indicates how far back the requirement to disclose financial relationships extends and other relevant details.   

Dr. Berkowitz:
So, basically, the chairs of these committees need to go around the room at the beginning of each meeting and each member has to make a disclosure?

Dr. Sharpe:
Right, and the verbal disclosures have to either be in the form of a negative statement that the member has no financial relationships relevant to the work of the decision making or advisory group or an affirmative statement that the member has a financial relationship, the name of the entity with whom the member has a financial relationship, and the nature of the relationship.  The new Handbook provides examples of various forms that verbal disclosures might take. The Handbook also outlines how real-time verbal disclosures are to be recorded in meeting minutes (From section 6e of the Handbook). 
 

Dr. Berkowitz:

So this requirement represents a significant new responsibility for chairs and members of these decision making and advisory boards.

Dr. Sharpe:

Yes, it does, although we know that for some VHA committees (the MAP and VISN Formulary Committees, for example) this sort of disclosure has been in place for a while. 
Dr. Berkowitz:

And the chairs of these decision making and advisory boards are responsible for managing the disclosed conflicts? How exactly?

Dr. Sharpe:
The chair is responsible first for managing disclosed conflicts for the purposes of the particular decision making or advisory board. For example, asking a member to remove himself from the room for discussion and vote on a topic related to a disclosed conflict. 

In addition, the chairperson has authority to review, on a need-to-know basis, the Office of Government Ethics (OEG) Form 450, Confidential Financial Disclosure Report, of decision making or advisory group members and to work with Department Government ethics officials (Regional Counsels or Professional Staff Group III attorneys as appropriate) to address with members any conflicts of interest that need further management.

Dr. Berkowitz:

So this might be very uncomfortable for chairpersons if it turns out that one of their colleagues has a conflict of interest, especially if it rises to the level of Regional or General Counsel.

Dr. Sharpe:
Yes, in some cases, this will involve moral courage. But the policy clearly establishes these expectations for all VHA health care professionals so that the disclosure and review process will become a routine part of the culture. 

Dr. Berkowitz:
On that point, I also note that one of the other responsibilities established for VHA health care professionals in Section 5 is that we all now have the responsibility to bring concerns regarding the potential or actual conflicts of interest of other VA health care professionals, including but not limited to the chairperson of a decision-making or advisory group, to the attention of the person’s supervisor, appointing official, or facility leadership. 

Dr. Sharpe:
Yes, that’s right. Obviously this is a serious responsibility and one that has to be exercised with integrity. Concerns should be genuine and based on information, not speculation. The hope and expectation is that the policy itself, its emphasis on professional ethics and on disclosure will prompt individuals to take stock of their own financial relationships with industry and end them or seek assistance in managing them.  The responsibilities outlined in the policy are a reflection of clear evidence that individuals do not do a good job of managing their own conflicts of interest on their own.

Dr. Berkowitz:
Thank you, Ashby, for summarizing some of the different mechanisms that the new Handbook puts into place to insure that health care professionals in VHA avoid or manage conflict-creating financial arrangements.  I have one last question for you and that is, if someone reads this policy and is concerned that a financial relationship that they have with industry (say they have been invited to speak during VA time to a VA audience by an education company which will pay an honorarium) is a conflict of interest, what should they do?

Dr. Sharpe:

Either they can end the relationship or, as always, questions about specific relationships with industry that may be incompatible with government ethics rules should be directed to the designated agency ethics official (in Regional or General Counsel). 
Dr. Berkowitz:
And like all ethics questions or concerns, each facility’s ethics consultation service is available to help involved staff think through them if ethical uncertainty or value laden questions arise. The ethics consultation service will not give opinions on the government ethics rules, or conduct investigations, but they are available to help analyze the ethics of these situations.  Also, our web site vaww.ethics.va.gov contains a fact sheet and FAQs about the policy. 
MODERATED DISCUSSION
Dr. Berkowitz:

We saved time for you – our listeners – to continue the discussion. So now is your chance to ask questions about today’s topic. Please begin by stating your name and where you are from… What is on your mind?

Steven, Pensacola, FL:

This is a very important and critical issue.  I just have a comment and want to say that I appreciate your discussion of the topic.  It is interesting that gabapentin has become a mainstay in the treatment of pain.  Many people would argue that the ends justify the means.

Dr. Sharpe:

I think the concern in this case is that marketing strategy was to promote those off-label uses and it involved a lot of money to a lot of people who weren’t advocating the drugs based on good and pure evidence.  This example does show that individuals can be swayed in their judgment and the ends don’t justify the means by tempting to hide a company’s activities.

Dr. Berkowitz:

I believe it has become a mainstay; however there is not a clear evidence base that it should be a mainstay.  That will play itself out over time.  

Rochelle, Knoxville VA:

For several years, we have bounced the ideas of getting patients educational materials from pharmaceuticals companies and whether it is ethical or not.  Depending on who the Director or compliance officer is, we would get a yes or no.  Would that fit in with this as well?  Since they are a business partner and we cannot accept gifts.

Dr. Sharpe:

Maybe Jonathan Gurland, from the Office of General Counsel, can take your question?

Jonathan Gurland:

That is a good question.  It is not a gift to an individual practitioner to place educational material in the waiting room but you do raise a good point to whether or not we are applying endorsement or official sanction to products that are discussed in the educational materials.  There is a pending regulation that deals with access by industry sales reps to facilities and it is going to include provisions on those marketing materials.  One idea is to make sure corporate logos are minimized or excluded from those educational materials.

Dr. Berkowitz:

I suggest that until we have a regulation or more concrete guidance that there should be an initial clinical review and clinical decision about recommendation of materials.  If the clinicians recommendation the materials, then they should go for specific legal review and ethical analysis, if appropriate.

Dr. Sharpe:

I agree with Ken.  That is a great suggestion.

Phyllis Johnston, Regional Counsel, Los Angeles:

Those of us who are asked those questions are grateful for this guidance.  I am with General Counsel in California and the latter part of the discussion deals with disclosures for committee members.  What is permissible for regular clinicians in just in the practice of medicine, and their relationship with the outside?

Dr. Sharpe:

That is probably the result of the consensus and efforts by the TASK force of numerous program offices.  We could not be more prescriptive than we in fact were.  The attempt regarding individuals who are not part of any decision making or advisory body is to make it clear to them that financial relationships do raise concerns about professional ethics, government ethics and business as usual is not going to be appropriate if these relationships have been part of their activities.  You should recognize that they do potentially undermine your judgment; may undermine trust in the agency and potentially harm patients.  The goal is to begin to have more explicit conversations about this; having health care professionals sign the statement in VetPro is one remainder to them; as well as the Service Chief’s responsibility to raise awareness to their staff.

Dr. Berkowitz:

But Ashby, the same ethical principles apply to everyone whether they’re on a committee or not, correct?

Dr. Sharpe:

That’s correct.
FROM THE FIELD
Dr. Berkowitz:

Now is the portion of the call that you can either continue today’s discussion, or ask questions about ethics-related topics other than the main focus of today’s call

Steven, Pensacola, FL:

This is probably a very elementary question, from time to time new technology becomes available and manufacturers may offer a trial of that technology to determine whether it is required.  Is a two-week trial test of equipment like that, with no strings attached feasible?

Dr. Berkowitz:

I would not want to speak specifically about that, as it is hard to know without knowing the specifics.  However if as a clinician you want to try this technology, I think you should get approval beforehand to make sure that it is okay.  It raises another ethical question, if you are given permission to try something new that you and/or your local ethics group could think about what you have to tell your patients about that.  Is it a novel treatment, could it be considered research and/or when do you have to involve the patient in the event that they might want to participate in that trial?  However I do not want to get too involved in this discussion in this forum as there are too many variables.

Dr. Sharpe:

Also it’s important to realize that sometimes providing free equipment is sometimes a big part of the marketing strategy of these companies.  The question is do they require for you to give it back after the trial period or do you get to keep it?  Does it have a value that could constitute compensation?  Under this policy, if you got to keep it and you use it personally or depending on what it is, it could fall under this policy.

Jonathan Gurland:

Just to clarify something, if they ask for an evaluation at the end of the test period and then we get back into, “Are they using those evaluations from VA practitioners to further market their products?”  Also, you may have contracting issues and we accept free use and ultimately that providers turns out to be a contractor.  There may be claims allegations from competitors of unfair advantages.
Dr. Berkowitz:

Stephen as you can see there are many variables, so I advise that you seek specific approval prior to any trial period.  Feel free to ask your local ethics resources to help you think about some of the ethics-related aspects.

CONCLUSION
Dr. Berkowitz:

I’d like to take the last minute of the call to thank everyone who worked hard on the development, planning, and implementation of the call.  It is not a trivial task and I appreciate everyone’s efforts, including the members of the Ethics Center, especially and the EES staff also that support these calls.  In particular for this call, Dr. Sharpe!

Note that our web site vaww.ethics.va.gov contains all of the summaries of prior National Ethics Teleconferences. If you are on our email mailing list you will receive details about the posting of the summary of this call, any references we described, and announcements for upcoming National Ethics Teleconferences.  Let us know if you or someone you know doesn’t receive our e-mails and you want to be put on our list.  Please also let us know if you have suggestions about topics for future calls or any questions and again, our e-mail address is vhaethics@va.gov.

The date for the next NET call has not yet been determined – it probably will be in January of 2010.  Stay tuned to your Outlook e-mail for further details of the call when the time gets closer. Thank you everyone, and have a great day! 
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