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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 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

CME credits are available only 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 by March 1, 2008.

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.

PRESENTATION

Dr. Berkowitz:

In today’s call, we will focus on ethical issues to consider when developing and implementing strategies to increase influenza vaccination rates among health care workers. 

The objectives of the call are to:

· describe our system’s recommendations regarding influenza vaccinations;  

· discuss the ethical principles and values that support efforts to increase influenza vaccination rates for our staff; 

· review the range and efficacy of strategies to increase vaccination rates;

· analyze ethical issues related to the use of incentives and mandates in the process.

In addition to faculty from the Ethics Center, we are very pleased to welcome

Dr. Matthew Wynia to today’s call. 

Dr. Wynia is the director of the Institute for Ethics at the American Medical Association and past president of the American Society of Bioethics and Humanities.  He also practices internal medicine and infectious diseases at the University of Chicago Hospital and is author of a December, 2007, article in the American Journal of Bioethics entitled “Mandating Vaccination:  What Counts as a ‘Mandate’ in Public Health and When Should They be Used?” 

The views that Dr. Wynia will represent today are his own and do not represent the AMA or ASBH or VHA.

Also joining me from the Ethics Center are two health care ethicists, 

· Barbara Chanko, RN, MBA, and

· Susan Owen, PhD

Several facilities have recently contacted the Center’s Ethics Consultation Service with requests about influenza vaccination strategies that target health care workers. Before we turn to that, Dr. Owen, could you provide some background on influenza and vaccinations for influenza?

Dr. Owen:

Influenza immunization of healthcare workers has been heralded as the “next battleground for patient safety” (Infection Control and Hospital Epidemiology:  November, 2005).  In the Foreword to the VA Influenza Toolkit Manual 2007-2008, Dr. Michael J. Kussman writes:  “Prevention is good medicine.  The single best way to prevent seasonal influenza is by annual vaccination of our staff and our patients…. Influenza vaccination of staff who work in medical facilities is important to prevent them from passing the influenza virus to our vulnerable patients, to keep them healthy, and to keep them able to work.”  
Seasonal influenza is the sixth leading cause of death in the US.  With an average of 36,000 deaths in the US each year, this illness kills as many Americans as breast cancer and three times as many as HIV/AIDS and is related to 1 out of 20 deaths in those over 65 years of age.  The human cost of flu is especially high for vulnerable groups including the elderly, the immunocompromised, critically ill patients, and young children (Vaccine 2005; 23: 2251-2255).  As cited on the VA Public Health Strategic Health Care Group’s website, 5-20 percent of the population gets influenza in the United States each year; possible complications include dehydration, worsening of chronic medical conditions (i.e., asthma, diabetes, congestive heart failure), and bacterial pneumonia (http://vaww.vhaco.va.gov/phshcg/Flu/faq.htm).

For several years, average rates of influenza vaccination among health care workers have hovered around 40%.   The rate for VA employees is much better, 54.9% in 2006-2007. Recently, in an effort to minimize the possibility that health care workers will transmit the flu virus to patients, the Joint Commission, VA, and other health care organizations have focused on developing strategies to improve this rate. Effective January, 2007, a new Joint Commission standard “requires health care organizations to implement staff influenza immunization programs and track employee immunization rates” (IC 4.15).  The Joint Commission developed the new infection control standard in response to recommendations from the Centers for Disease Control and Prevention.

As part of a multi-year plan of “doing the right thing,” VA has committed to the laudable goal of reaching an 80% rate for influenza vaccination among health care workers by 2011.  
Dr. Berkowitz: 

What are the ethics principles and values that these organizations cite to inform this focus on increasing employee vaccination rates? 

Dr. Owen:

The most common value cited is protection of patients.  The ethical principle of nonmaleficence requires that we “above all, do no harm,” and we certainly are ethically obligated to promote patient safety and quality care. Influenza is a potentially fatal infection, for at risk patients especially.  As Dr. Kristin Nichol points out in the Introduction to VA’s Influenza Toolkit Manual, 2007-2008:

Health Care workers – if they become infected with an influenza virus – can shed virus for up to one to two days before they develop symptoms and for about four to five days after developing symptoms.  Thus they are often found at work when they are infectious and spreading the virus to others.  It is not surprising that they have been implicated as sources or vectors for the transmission of influenza within the health care setting.  This is why health care workers are included in the high priority groups for vaccination.  It is for the protection of our patients as well as our staff (VA Influenza Toolkit Manual 2007-2008).   

However, when thinking about this from an ethics standpoint, we realize that what is causing ethics tension are other values that come into play. We respect the right of employees to make autonomous and private choices about their own health care – in this case, about their own vaccinations.   Employees also have privacy rights about how their health care records are used.  There is no legal or ethical authority to release identifiable information from an employee’s health record about whether or not the employee has taken a flu shot to supervisors and/or other management staff without specific consent to do so.

We are also obligated to promote good where possible. Vaccination is a benefit to the health care system as it may reduce absenteeism, preserves resources by not having to care for as many flu patients, and may benefit those who are vaccinated, including employees. 

Dr. Berkowitz: 

To summarize, several factors provide a background for today’s discussion: the human cost of seasonal influenza; the new Joint Commission infection control standard; the focus on patient protection and safety; the benefits of vaccination; and the tension created when we realize that incentives and mandates can impinge on patient and employee liberty. 

One additional thing to consider is the relationship between seasonal influenza vaccination and the possibility of pandemic influenza. The Ethics Center has been working with others within VA and beyond to develop a VA Pandemic Influenza Plan. Susan, can you take a moment to talk about how pandemic influenza influences our thinking about seasonal influenza vaccination? 

Dr. Owen:
One of the most important ways that VA can be prepared to address the threat of pandemic influenza is to have a strong seasonal influenza prevention and control program (VA Toolkit Manual, 2007-2008).  

As reported by Ofstead, et al, in the February, 2008 volume of Infection Control and Hospital Epidemiology, both the Infectious Diseases Society of America and the US Occupational Health and Safety Administration endorse annual influenza vaccination programs as a crucial component of pandemic flu preparedness. Avoidance of seasonal influenza provides immediate benefits to patients, staff and the health care system by keeping people well. The use and evaluation of techniques and protocols to reduce seasonal influenza also provide valuable data in the planning for pandemic flu. (February 2008, Vol. 29, No. 2: 104).

Dr. Berkowitz:

Dr. Owen, what is the spectrum of strategies that have been suggested to improve employee vaccination rates for seasonal influenza viruses in particular?  

Dr. Owen:

In addition to communication and education, the 2007-2008 VA Influenza Toolkit identifies several strategies for increasing employee (trainees and volunteer*) influenza vaccination rates:

· Organizational approaches (e.g., provide written policy – in the form of a directive, letter from Facility Director to all employees, or Flu Advisory – stressing the importance of vaccination for employees). 

· Systems strategies (e.g., be sure that documentation of receipt of vaccination – even from a non-VA source - gets into the employee’s medical record).

· Make it convenient:  (e.g. mobile clinics to make access easier).

Within VA, access is increased not only by making vaccination convenient for employees, but also by providing the vaccine at no expense to the employee (VHA Directive 2007-036). 

Several professional health organizations and bioethicists have endorsed additional strategies that would limit the employee’s choice in some way or another.  For example, the Society of Healthcare of America and the Healthcare Infection Control Practices Advisory Committee and the Advisory Committee on Immunization Practices endorse “declination statements” that employees who choose not to be vaccinated must sign and complete (American Journal of Infection Control 2007, 35:1-6). Others, such as our guest, Dr. Matthew Wynia, go further and endorse mandated vaccines for all health care workers with significant barriers to opting out. 

Dr. Berkowitz:

As they begin to develop programs and implement particular strategies to increase employee vaccination rates, what are the types of ethics concerns that our facilities have raised? 

Dr. Owen:

Many in the ethics and public health literature have argued that the focus on education and access are not sufficient to increase the seemingly stagnant national health care worker vaccination rate of 40%. Over the last 18 months, the Ethics Consultation Service has received questions about several additional stronger measures that have been proposed:  incentives; “declination statements”; and increased influence by peers and leadership. 

Dr. Berkowitz:

The following question about the use of incentives is an example of one type of question that the Consultation Service received:  Is it ethically justifiable to offer a raffle entry for a $500 gift certificate as part of a multi-pronged strategy to increase influenza immunization rates among health care workers?  Ms. Chanko, how did the Consultation Service go about addressing this question?

Ms. Chanko:

We began by looking at examples of incentives used in the public health setting in general and within VA in particular. The most recent VA InfluenzaToolkit Manual mentioned earlier offers examples of possible acceptable incentives, including buttons, stickers, canteen vouchers, movie passes, or raffle tickets. 

We then reviewed VA policy.  VHA policy on informed consent, which is rooted in the ethics principle of respect for autonomy, protects the right of the patient to refuse any treatment or procedure.  This ethical foundation informs bothVHA Handbook 1004.1, “Informed Consent for Clinical Treatments and Procedures,” which discusses informed consent in general and applies only to patients, and VHA Directive 2007-036, “Influenza Vaccine Recommendations For 2007-2008,” which focuses on flu vaccinations and applies to employees as well as to patients. 

In VHA, all treatments and procedures require the prior, voluntary informed consent of the patient, or the patient’s authorized surrogate. Flu vaccinations are no exception.  Although signature consent is not required for vaccinations, patients must provide prior voluntary informed consent after discussing the expected benefits and known risks associated with this procedure.  

Dr. Berkowitz:

How does the informed consent policy for patients apply to employee vaccination programs?

Ms. Chanko:

The underlying ethical principle of consent and the right to accept or refuse a treatment or procedure is present for both patients and health care workers. VHA Directive 2007-036 requires documentation of informed consent for all employees who receive influenza vaccination. A signed consent by the employee for administration of the influenza vaccine is not required. 

Dr. Berkowitz: 

So Barbara, is there anything in VHA policy that prohibits an incentive? 

Ms. Chanko:

No there isn’t.

Dr. Berkowitz: 

Even though the incentive of a $500 raffle prize is not prohibited by policy, and empirical data is lacking about the effect of large incentives on employee choice, ethical concerns nonetheless remain about implementing incentive programs.   An incentive must not be so large that it is coercive in the sense that it would undermine a particular employee’s ability to provide informed consent freely. Even though it is difficult to determine at what point this would occur, in this particular case, the consultation response recommended against use of an incentive of this size.  We were especially concerned that a large financial incentive might not be fair to employees with lower salaries because it would be harder for them to resist.  

We also commented that if the facility decided to implement this or a similar incentive strategy that they should monitor the process to evaluate whether there is a disproportionate increase in employee vaccinations among different types of workers.

Ms. Chanko, based on our analysis of this particular proposed incentive, what type of general ethical guidance can we give to facilities as they consider particular incentives?

Ms. Chanko:

If there is a question about whether a particular incentive will compromise the voluntary element of informed consent or impose an unfair burden on some employees, alternatives should be considered and/or monitors should be put in place to make sure that coercion or other unintended consequences are not occurring.

Dr. Berkowitz:

A second type of question that came to the attention of the Consultation Service concerned the role of peers and leadership in increasing employee vaccination rates.  

The VA Influenza Toolkit suggests that local facilities: “Enlist peer vaccination champions to encourage employee vaccinations.” One facility had ethics concerns about how to leverage peer pressure, citing a hospital that used a well respected nurse to increase vaccination rates and other nurses did not want to say no to their colleague and took the vaccine.  

The InfluenzaToolkit also “encourages the facility director, service chiefs, and other managers to lead the way by getting their vaccine and encouraging their employees to get vaccinated.”  A facility had ethics concerns about a proposed way to implement this policy.  A proposal was made to give flu vaccine at holiday parties and staff meetings.  Some members of the local IntegratedEthics program felt that if management and supervisors are present, employees might feel pressured, if not coerced, to have the vaccine on the spot.  

Ms. Chanko, what ethical guidance can we provide if these kinds of scenarios crop up for local facilities?

Ms. Chanko:

Here as in the case of the incentive discussed earlier, what is ethically important is to ensure that the employee’s freedom to consent is not jeopardized by pressure from either peers or leadership.  We agree with the spirit of the InfluenzaToolkit recommendations that the success of organizational change efforts relies on peer and leadership support. However, those who are implementing these recommendations should ensure that employees are not feeling coerced to be vaccinated. For example, peers or supervisors who are encouraging vaccination should be separated -- by time or setting – from the vaccination itself. Supervisors should not be able to determine specifically which of their employees accepted or rejected vaccination as such knowledge would imply a privacy breakdown. 

So, in the case of the holiday party, we agreed with the local ethics program suggestion that employees should be counseled about the risks and benefits of vaccination and receive the vaccine beyond the confines of the party itself.  This guidance is entirely in keeping with the use of mobile clinics throughout the facility to increase employee access to vaccinations.  It is ethically desirable to remove barriers for those who want the flu shot. And it is in fact our understanding from communications with Dr. Michael Hodgson, Director of Occupational Health, that an important element for increasing vaccination rates has been the use of “mobile clinics”, deployed to units on all shifts, and to other non-clinical settings. To reiterate, these valuable methods should be implemented in ways that assure privacy and lack of coercion.

Dr. Berkowitz:

A third type of question that facilities raised with the Ethics Consultation Service concerns the use of declination statements or vaccination assessment forms.  When used as part of an influenza immunization program, such statements require that the health care worker who refuses to be vaccinated put this in writing.  Dr. Owen, could you describe what types of information might be on such a form?

Dr. Owen:

An example of a proposed declination form from a state department of health requires the person who is declining flu vaccination to sign the following statement:  

“I am eligible for the flu shot but do not wish to have the influenza vaccine given to me.  I understand that my refusal of it may put patients, visitors, and family, with whom I have contact at risk should I contract the flu.”  The form goes on to require the employee to indicate by checking boxes their reason(s) for declining the vaccination. These reasons stated include:

Fear of side effects (sore arm, tenderness)

Fear of injections

Fear of getting influenza from the vaccine

Other

Dr. Berkowitz:

As discussed earlier, several health care organizations have endorsed the use of declination statements, including the National Quality Forum, Society of Healthcare Epidemiology of American (SHEA) and Healthcare Infection Control Practices Advisory Committee (HICPAC). Among the reasons that many individuals feel that the use of declination forms is effective are:  They a) identify whether the individual has been vaccinated elsewhere, b) identify why the individual declines, supporting targeted education, and c) exert gently pressure to increase vaccine acceptance.” In fact, a Wisconsin study by Bourlag et al. published in late 2007 suggests that the greater time spent on education and consideration of the decision about the flu vaccine may be major factors why declination statements increase flu vaccination rates.
Conversely, in a statement adopted by Board of Directors of the American College of Occupational and Environmental Medicine (ACEOM) on July 30, 2005 ACEOM rejects the use of such forms, claiming that there is no evidence to support that their use will increase compliance and that targeting employees who have already refused “would tax employee occupational health resources that could otherwise be devoted to positive reinforcement for compliance” (http://www.acoem.org/guidelines.aspx?id=730). There is also concern that the use of such statements would negatively affect the employer-employee relationship.  Furthermore, mandating employees to sign declination forms might require bargaining agreements that would likely be complicated because unions might raise privacy or safety concerns.
Dr. Owen, how does the use of these statements relate to the new Joint Commission infection control standard and the recommendations outlined in the VA Influenza Toolkit Manual?  
Dr. Owen: 

Joint Commission standard IC 4.15 includes among its requirements that organizations “annually evaluate vaccination rates and reasons for non-participation in the organization’s vaccination program” (The Joint Commission News Release, June 13, 2006).  The VA Toolkit Manual, 2007-2008, recommends that: “Facilities should identify why staff, in general, elect not to receive the influenza vaccine.  This will enable facilities to develop focused educational programs and vaccination strategies to increase vaccination rates.”

However, VHA does not mandate the use of declination forms.  This is made clear in FAQs on Influenza Vaccination for Occupational Health included on the website of the Public Health Strategic Health Care Group:  http://vaww.vhaco.va.gov/phshcg/Flu/                                                                                 In response to the question, “What are the recommendations for use of declination forms for employees, trainees, and volunteers?” it is stated:  VHA is not mandating the use of declination forms. All employees, trainees, and volunteers should be offered the influenza vaccine, free of charge.
Dr. Berkowitz:

In addition to the concerns about lack of evidence, use of resources, and potential negative effects on the employer-employee relationship, what ethical issues might arise in the use of declination statements?

Ms. Chanko:

Here as in the first two examples, i.e., of incentives and peer/leadership involvement, the question to ask is whether the use of the declination statements might under some circumstances be potentially coercive. 

There may be strong reasons to consider instituting mandatory influenza vaccination programs, at least for employees working with vulnerable patients.  In fact, shortly Dr. Wynia will make his case for mandatory vaccination for all health care workers.  It is merely to emphasize that in a voluntary program, employees should not be penalized for “opting-out” and if the choice to refuse either jeopardizes their professional standing within the workplace – or they feel that it might, then identifiable declination statements should not be used.  However, identifiable declination statements are different from quality improvement efforts that anonymously collect reasons for refusing vaccinations in order to improve employee vaccination programs overall. 

The 2007-2008 VA Influenza Toolkit Manual clarifies that tracking will not be identifiable, but rather will be general.  

Dr. Berkowitz:

We began today’s discussion with the least controversial and most voluntary strategies to increase influenza vaccinations in healthcare workers:  e.g., programs that target education and increased access  On the other end of the spectrum, some have argued that even incentives, peer influence, and declination statements are not enough. 

Dr. Wynia, in a December, 2007, article published in the American Journal of Bioethics, entitled “Mandating Vaccination:  What Counts as ‘Mandate’ in Public Health and When Should They Be Used?”, you argued for the more controversial position that mandatory influenza vaccination of health care workers is not only permissible, but obligatory.  Could you begin by telling us how you understand the term “mandate” in this context?

Dr. Wynia:

I think that in public health it is legitimate to call something a mandate if it meets two criteria.  First, opting out of the mandate should require some action beyond simply saying no.  Second, there should be some enforcement mechanism to encourage compliance, that is, there should be a penalty, however mild, for opting out.  In short, a mandate is not the same as a mere recommendation.

Dr. Berkowitz:

Assuming this two-part definition (i.e., an opt-out that requires more than a mere ‘no’ and some form of penalty), when do you believe a public health intervention should be mandatory?

Dr. Wynia:

Three conditions should hold:

First, there should be clear medical value of the intervention to the individual.

Second, to infringe on liberties with a mandate the public health benefit of the intervention must also be clear.

Third, consideration should be given to whether a mandate is the only way to obtain individual medical and/or public health benefits.

Dr. Berkowitz:

The new Joint Commission infection control standard and the VA Influenza Toolkit Manual 2007-2008 emphasize patient safety and protection and improved quality of care as the among the ethical reasons for health care workers to be vaccinated in voluntary programs.  How does your first criteria for mandatory public health interventions – there should be clear medical value to the individual – relate to this emphasis?  

Dr. Wynia:

Vaccination is not about risking a few to protect the many; it’s about protecting all the individuals who receive the vaccine.  Public health must consider the benefits to individuals, not just the community as a whole, especially when determining whether individual liberties should be abridged.  The argument to infringe on liberties with a mandate is much stronger if both beneficence and justice are on one’s side.

Dr. Berkowitz:

Could you elaborate on why you believe that influenza vaccination for health care workers meets all three criteria for mandatory public health intervention?
Dr. Wynia:

Yearly influenza vaccine in health care workers pulls double duty, protecting both the worker and the vulnerable patients with whom they come in contact.  The large proportion of unvaccinated health care workers has documented negative effects on patient mortality (Carmen 2000) and costs to health care institutions (Boersma, Rhames and Keegan, 1999).  Yet efforts to increase vaccination rates are focusing almost entirely on incentives and making vaccination more convenient, even though the best such programs are only weakly effective, reaching vaccination rates of 50-75% at most (Kimura et al. 2005).  Given the benefits to individual health care workers and the subsequent impact on patients and costs – not to mention our professional obligation to do no harm – flu vaccination should be mandatory for all health care workers. 
Dr. Berkowitz:

And to reiterate that when you say mandatory, you mean that opting out should require some action beyond simply saying no and should carry with it some form of penalty, however mild, for opting out.

Dr. Wynia:

That’s right Ken, in my article I advocate for significant barriers to opting out. Refusal should require a written statement of why the individual chooses not to protect himself, his colleagues and his patients. More importantly, patients (especially those at high risk from flu) should be informed when they are seeing a health care worker who has refused vaccination. After all, flu is easy to transmit and patients certainly have a right to choose to receive care from practitioners who are vaccinated.

Dr. Berkowitz:

Thank you, Dr. Wynia, for providing such a comprehensive and thought-provoking analysis.  I am sure that your recommendations will help us kick off a stimulating conversation. But first I would like to make a few additional points.

The three conditions for justified mandatory public health interventions not only clarify your own position, but also help locate points of disagreement with those who either reject outright mandatory programs, or are not yet convinced that they are necessary.

For example, any discussion of “mandates” that is practical as well as theoretical must recognize fully the true implications and procedures of “mandatory actions” in the context of an employer.  And thus in addition to ethical considerations, bargaining with the union might be a barrier to implementation.  

Others might argue that the third condition has not been met:  i.e., “a mandate is the only way to obtain individual medical and/or public health benefits.”  Those who challenge that this third condition has been met believe that the ceiling has not been reached regarding voluntary, in this case, educational strategies.  For example, according to a commentary in the American Journal of Infection Control, “The patient protection reason for staff influenza immunizations is not understood widely.  Almost 90% of HCP in one study believed that the main benefit of influenza immunizations was to reduce employee sick leave; only 10% cited patient protection as a key benefit.  The increased publicity about the need for health staff influenza immunizations in the past 2 years, coupled with the new ACIP recommendations and JCAHO standard, is likely to increase awareness.”

Before we conclude the presentation portion of today’s call, it is important to summarize where VA stands on this issue:

· VA supports a multi-faceted voluntary programs to increase influenza vaccination rates among health care workers and is fully committed to achieving 80% staff vaccination rates by 2011.

· Local facilities are to implement comprehensive programs in keeping with the new Joint Commission Infection Control Standard and with recommendations identified in the VA Influenza Toolkit Manual. 

· Despite the clear benefits of vaccination, as long as VA continues to have voluntary rather than mandatory employee vaccination programs, employee choice must be preserved, and coercive strategies to increase rates are ethically impermissible. 

· Finally, although we are not mandated to be vaccinated, we as employees should take very seriously the ethical obligation to “do good.” In the end, these comprehensive programs are motivated primarily by our broader commitment to patient safety. The cost for protecting others is small and we also benefit.  We are privileged to serve the patients who enter our facilities, and the primary ethical focus should be on protecting them from preventable harm.

* Although the VA Influenza Toolkit Manual 2007-2008 refers to “employees, trainees and volunteers”, today’s discussion will be confined to employees.  

MODERATED DISCUSSION

Dr. Berkowitz: 

Well I’d like to thank Ms. Barbara Chanko and Drs. Susan Owen and

 Matthew Wynia for participating in today’s call and also our colleagues in VA’s Office of Public Health and Environmental Hazards who helped with some of the content.  I would like to hear if our audience has any response or questions.

Dr. Beneda, Seattle, WA:
I’m the primary Infection Control Officer in Seattle.   I just wanted to reinforce, we’ve made a change in our approach to health care providers the last two years.  The number one message we use:  we give flu shots to reduce the risk of death.  When providers understand that we give flu shots to protect our patients and to reduce the risk of mortality, it really changes their whole perspective.

Dr. Berkowitz:

Well I appreciate your comment and your feeling that from your experience that focusing education seems to have in fact helped increase your staff rates.  I don’t know whether you’re still on the line.  

Does anyone else have a comment or question?

Dr. Webb, Long Beach, CA:
You mentioned the Society for Health Care Epidemiology in America.  Well, interestingly, the current issue of their journal which I just received last night had a commentary on improving compliance rates of flu shots in health care workers.  In connection with that, I’d like to make three points.  They talk about the Mayo Clinic having a big focus on education and they pushed their rates up to 75%, but that’s as high as they could get with education.  Secondly, they talked about studies that had looked at the effect of declination statements.  Although the literature is not all that clear, it seems that requiring declination of health care workers adds about 11% to compliance rates.  And thirdly, they mention a hospital in Seattle called Virginia Mason Medical Center that made flu shots mandatory for health care workers and didn’t accept declinations unless there was some medical contraindication.  The facility only accepted less than 1% of those who asked for declinations; they wound up terminating 7 employees who refused flu shots.  So there are all kinds of extremes you can take:  education, declination, and true mandates.  I think that we have to do more to try and improve our rates.  Our patients really do suffer when they are exposed to influenza.

Dr. Berkowitz:

Thank you for pointing out that article.   With their comment that the use of declination statements increased the penetration by 11%, did they talk anything about coercion or how that was accomplished?  

Dr. Webb:
They quoted a review article of 23 institutions that used declination forms, and overall they increased the rate by 11%.  Interestingly, California has a state law now in hospitals that requires health care workers to sign declination statements if they opt out of the flu shot.  Of course, being part of the VA, we don’t follow this state law.  

Dr. Berkowitz:

As you mentioned earlier, there are pros and cons to that line of reasoning.  I think that it’s safe to say that we’re in a period where different settings and different systems are going to serve as laboratories to see what works and doesn’t work.  I hope that continually analyze strategies or potential strategies from an ethics perspective.  Just because something works doesn’t mean that we should continue to do it if its’ success results in ethically challenged practices.  If you could e-mail to me on the Outlook system the article you refer to, I’ll make sure that we include the reference to that in our follow-up email to this call.  

Matt, do you or any of the other faculty have any comments on the remarks so far? 

Dr. Wynia:

I haven’t seen the article, but I look forward to reading it.  I would agree with the statement that there have been efforts for thirty years using education and outreach, removing costs, and trying to eliminate other barriers.  With these strategies, the best that I’ve ever seen is the 75% vaccination rate, which is why I reached the conclusion that we weren’t going to get beyond that rate without some form of coercion.  I think that a declination statement, we may as well admit it, is somewhat coercive. That is a step toward something like a mandate.  

Dr. Nichol, Minneapolis:

This is Kristin Nichol and at some point I have a couple of comments.  

Dr. Berkowitz:

Hi. Welcome to the call, and for those who don’t know, Dr. Nichol is the Chief of Medicine in Minneapolis, and she has been very involved with the production of the VA Influenza Toolkit Manual.

Dr. Nichol:

Thank you and I really appreciate this very interesting and informative discussion about ethics and health care worker vaccination.  What I was going to observe is that regardless of one’s position with regard to mandating vaccination or the use of declination forms, in the VA system right now, we’re not using those forms and we don’t have mandatory vaccination.  As all these issues are sorted out with regard to declination statements and mandates, we shouldn’t give up on other efforts to enhance vaccination rates.   I think as institutions do more with education, focus on the mortality issue, for example, with regard to protecting patients, and as we actually implement effective strategies, we may be surprised.  I know in my own institution (and I’m not actually involved in the health care worker side of it), we’re probably going to be at 85% this year and I think we haven’t seen published some of the successes.  Regardless of whether or not the declination forms would bump us up another 10-11%, I think we can’t just say that there is nothing else we can do in the VA.  I think there is a lot we can do, even if we aren’t using declination forms or having a mandate.

Dr. Berkowitz: 

If it turns out to be true that we’re able to achieve 85% without a mandate and without using declination forms, I think that would be eye-opening and a revelation that there is room for improvement.  

Dr. Nichol:

Again, I’m not taking a position, particularly with regard to the use of declination forms, but I just don’t want to let us off the hook.  And I think more will be coming out in the literature about varieties of kinds of strategies that may affect workers.

Dr. Berkowitz:

And I think that’s a great point, that we’re always learning.  In addition, as people start to focus more attention on pandemic flu, that might be another way to get people to think about seasonal flu.  Matt, do you have any reaction to that?

Dr. Wynia:
I think if the VA is able to achieve an 85-90% vaccination rate using only reduced barriers and education and calling on professionalism, I would love to see it.  This   would obviate my argument that some sort of a mandate is necessary.  I would also like to point out that it wouldn’t be the first time that the VA has really stood out in terms of its ability to change the culture of healthcare institutions to improve quality of care and patient safety by calling on professionalism essentially. 

Dr. Berkowitz:

Well, I hope this turns out to be true in this case.   

Dr. Nichol:

The success rates I reported were only for Minneapolis.  I don’t want to be claiming this for the entire system.  

Dr. Wynia:

Minneapolis is special in many ways.  

Dr. Berkowitz:

Do any other callers on the line have questions or comments?  Does anyone have strategies that they think are working particularly well?  

Dr. Nichol:

This is Kristin Nichol again.  I have one other comment if there’s time.

Dr. Berkowitz:

Absolutely.  

Dr. Nichol:

We did a survey of health care workers in our network a year ago and I was shocked to learn that 25-30% of our physicians and nurses could not identify mortality as being an important complication of influenza.  I think someone else commented on the fact that once they emphasized reduction in mortality as a rationale, the immunization rate for health care workers went up.  We tend to say, providers know the facts, and it’s a matter of other things.  I’m not sure anymore that all providers even know the facts.  

Dr. Berkowitz:

Good point.  Matt, to me the most controversial thing that you recommend in your article is that for providers who decline to have the flu vaccine, there should be a requirement to notify their patients about this because you thought that patients might actually choose to seek care from other providers.  I’d like to sidestep the question of whether that’s a practical choice for patients because not all patients can choose other providers.  Could you tell me a bit more about the ethics of this recommendation? 

Dr. Wynia:

I actually think it is fairly straightforward.  If I were a patient with COPD and a history of repeated hospitalizations for bronchitis and pneumonia, I would want to make sure that I was being seen by health care practitioners who were less likely to expose me to influenza.  The population data I read on this as being fairly clear.  There are significant risks to our patient populations, and to certain populations in particular, from exposures within the healthcare system. Patients have a right to be seen by providers who will not put them at that kind of risk, especially if they are high-risk patients.  

Dr. Berkowitz:

Well, I appreciate that.  I think that we could have had a call and a discussion on that one especially controversial aspect of your article alone.  But we do have a very short time left in today’s call.  I encourage people who have interest in that particular line of thinking to read Dr. Wynia’s article from the American Journal of Bioethics in December and again, we’ll send out the reference with the follow-up.  We just have a few minutes left in the call, so if anyone wants to raise an issue or question about something other than today’s topic, please feel free to do so now, or we can take the last few minutes to continue to discuss the ethical considerations related to increasing influenza vaccination rates among health care workers.  A few last comments from anyone?  

Caller, Saginaw:

A couple of things.  Increased resources for Occupational Health can translate into increased vaccinations.  It does take time.  And also systems are required to do tracking, but there really are just manual methods primarily.  The more time and resources it takes for education, counseling with patients or employees, documenting, etc., this is concerning.   

Dr. Berkowitz:

Good point.  I think that if we are going to expect people to do the job, we have to get them the tools and resources to let them do it.  

Dr. Wynia:

I do have a question for you all, because of what struck me as I was thinking about which vaccines we choose to mandate and which we leave as voluntary in one way or another.  Hepatitis B is frequently mandated among health care workers as a condition of employment.  I’m not sure why that makes it pass the bar, whereas annual influenza vaccination does not, but I’m wondering whether Hepatitis B vaccination is required of people working within the VA Health System and if so, what are the distinctions between Hepatitis B and annual influenza vaccinations? 

Dr. Berkowitz:

Is there a content expert on the line or someone who wants to answer Dr. Wynia’s question about Hepatitis B vaccination and flu vaccine? 

Ms. Hobbs, Northport, NY:

At our facility, Hepatitis B is advised for our employees and they must sign a declination form.  However, the flu vaccine is something that you need every year, whereas for Hepatitis B, you only need three shots to be potentially immunized.  I don’t know whether there are additional reasons for the difference.  

Caller, Saginaw:

There is more enforcement initiative behind the Hepatitis B vaccine through the CDC guidelines regarding blood-borne pathogens.  It becomes an OSHA issue if you happened not to have offered the vaccine or to have gotten a declination.

Dr. Wynia:

I see the regulatory difference, but I’m not sure I recognize the meaningful medical, risk-based, or ethical differences.  

Dr. Berkowitz:

We always strive in ethics to think about consistency in the system.  When we think about what things that we do mandate, e.g., such as vaccinations for measles, rubella, etc., then we need to apply the same sort of logic when we consider implementing other newer developing vaccines in our system. If there are inconsistencies in the ethical reasoning, then it would be very important to consider how these differences in practice can be justified.  Currently, VHA does not require vaccination for Hepatitis B as a condition for employment, but rather advises health care practitioners who will be in contact with blood-borne pathogens to receive the vaccine.  

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 call summary and the CME credits.

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. Matt Wynia and members of the Ethics Center and EES staff who support these calls.

· Please look to the Web site at vaww.ethics.va.gov and your Outlook e-mail for details and announcements about the upcoming NET call. The next NET call is scheduled for Tuesday, February 26th at noon eastern time.

· 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@va.gov

Thank you and have a great day!
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