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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 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 ethical concerns around treating erectile dysfunction in patients who have sexually transmissible diseases. Joining me on today’s call is Mary Beth Foglia an ethics consultant and evaluation specialist on the Ethics Center staff. 

The issue of treating erectile dysfunction in patients who have sexually transmissible diseases came to the attention of the Ethics Center through consultation requests from the field. Let me give you an idea of some of the possible scenarios. In one, a pharmacist was reluctant to fill a prescription for treatment of erectile dysfunction for a patient who was also receiving treatment for a potentially fatal sexually transmissible disease. In another scenario, a urology clinic had a policy that denied treatment for erectile dysfunction to patients with sexually transmissible diseases. In these and other instances, staff expressed discomfort with the possibility that by providing treatment they may be contributing to the spread of sexually transmissible diseases, some of which are serious or potentially fatal. They were especially concerned about treating patients who were either suspected of, or known to participate in unsafe sex.

Mary Beth, what are the ethical issues involved in these scenarios?

Ms. Foglia:

This is a difficult issue, and it challenges our very notion of the patient-clinician relationship. For example, when a patient has a treatable medical condition they expect that the clinician will treat it. That is, the patient’s expectation for care and the clinician’s duty to benefit the patient are not in conflict with one another. Further, patients presume that the clinician’s decisions regarding their medical care will not be motivated by reasons other than the patient’s best interest, particularly given the emphasis we place upon shared decision making. In other words, respect for persons seems to suggest that if a decisionally capable patient of adult years requests treatment of erectile dysfunction we treat him unless there is some clear medical contraindication.

When a patient with a sexually transmissible disease requests treatment for erectile dysfunction, some practitioners feel conflicted. On the one hand, we appear to have a professional responsibility to treat the patient because they have a right, and in VA, an entitlement to medically appropriate care. Further, the patient wishes to restore sexual function, an important aspect of their well-being. And finally, they may perceive reluctance on the part of the clinician to provide them with standard therapy as shocking and/or discriminatory. 

On the other hand, the clinician is aware that he or she has responsibilities to society in general, and more urgently to the patient’s partner or partners who may be placed at risk of contracting an STD. Although the clinician may not be directly responsible for what the patient does with his restored function following treatment, he or she does have a hand in making a ”state of affairs” that may lead to third party harm. This understanding contributes to feelings of moral distress in the clinician, and uncertainty regarding the right thing to do.

Dr. Berkowitz:

But we treat a lot of people without thinking about what they will do with the functions we restore. We make people breathe easier, we increase exercise tolerance, and rehabilitate people from strokes and injuries. We don’t think of denying these treatments based on the potential that restoring these functions might allow patients to resume behaviors that will harm others. How is treating erectile dysfunction in patients with STDs different these examples?

Ms. Foglia:

The principle of autonomy is especially important for us to consider in these cases. Let me explain. 

The principle of autonomy flows from the Kantian idea that persons have intrinsic worth as well as the right to formulate and implement a life plan of their own choosing. John Stuart Mill extended this basic understanding of autonomy by creating an obligation of non-interference in the affairs of others. Non-interference means that we should be left alone to act upon our own convictions.

The ‘right to be left alone’ is not absolute however. Importantly, for our discussion, restricting autonomous expression may be ethically justified when self-determination threatens to cause serious harm to the life plan of others. In other words, treating erectile dysfunction in any patient is non-problematic unless the treatment of erectile dysfunction causes harm to third parties. Then, as a matter of justice, the welfare of others becomes morally relevant.

Dr. Berkowitz:

So are you suggesting that people with sexually transmissible disease have special responsibilities to their sexual partners—a moral-duty to not knowingly spread their disease?

Ms. Foglia:

We all have responsibilities to our sexual partner or partners, but yes, someone with a sexually transmissible disease may have a special duty to practice safe sex because failure to do so could cause harm to their partner. 

That being said, many public health, philosophical, and political objections have been raised against the idea that persons with STDs have a special obligation to avoid actions that could infect their sexual partners. And this is reflected in the many of the efforts to prevent the spread of sexually transmissible disease, which have focused primarily on actions an individual can take to prevent him or herself from becoming infected, rather than on the responsibility of the person with the infection to prevent transmission.

There are several reasons for this. Looking at the early response to the AIDS epidemic is instructive, not only to think about the issues but also to learn lessons that apply to other STDs as well.

For one thing, emphasizing the role played by the behavior of a person with an infection in transmitting HIV was too often associated with a public license to demonize, isolate and stigmatize an already vulnerable population. These concerns are still relevant in 2004.

Secondly, public health officials were fearful that by focusing on the responsibility of persons with an infection to behave in ways that protected the uninfected, they would paradoxically increase the risk of infection by causing people to avoid testing. If you didn’t know you were HIV positive (or presumed that you were HIV negative) you need not disclose to a sexual partner or practice safer sex. 

A third argument that was raised against focusing on the responsibility of persons’ with an infection to prevent transmission is that since sexually transmissible diseases are primarily transmitted in the context of consensual sex, each partner bears the responsibility of self-protection. In other words, people who don’t protect themselves in this day and age have no claim against those who infect them. 

Related to this concern is that if the protection of others was a moral duty and the consequences of disregarding that duty was serious harm, would it not be logical to impose criminal penalties on those who engaged in unsafe sex? 

In fact, twenty-five states have general provisions in their public health codes that make it a crime to knowingly expose any other person to a communicable or a sexually transmissible disease. In addition, 24 states have adopted statutes that specifically criminalize knowingly exposing or transmitting HIV. A search of Westlaw and Lexis-Nexis by the HIV Criminal Law and Policy Project identified 316 unique prosecutions of persons for exposure or transmission of HIV during the period 1986-2001. Sexual exposure was the most common mode of exposure and included cases in which a person did not inform a partner of his or her HIV infection, or in which the partner's knowledge and consent to the exposure was disputed. So as you can see, in many places there is a legal responsibility to not knowingly transmit STDs. Of course criminalizing such behavior is not the solution to the problem. An ethically more satisfying solution would be to find ways to prevent unsafe sexual practices. 
Today, an emphasis on patient rights without an equally strong emphasis on patient responsibility is viewed as missing an important opportunity to prevent the spread of sexually transmissible disease. For example, appealing to altruistic feelings of protecting others from STDs may be an untapped motivation for increasing safe sex and/or disclosure in some patients. In fact, a recent CDC survey concluded, “through proper information and counseling, about 66% of people who find out they are HIV-positive are willing to decrease risky behavior.” To this effect, a major new CDC grant initiative entitled Prevention for Positives will explore strategies to prevent persons with HIV from transmitting the virus to partners. 

Dr. Berkowitz: 

So far we have established that patient self-determination is not absolute and may be overridden when the well being of the community is at stake, and that an examination of sexual ethics suggests that we may have certain duties to protect others from harm. With those principles in mind let’s look more directly at treatment of erectile dysfunction in patients with sexually transmissible disease.

Ms. Foglia: 

The majority of cases are non–problematic, where the pharmacological treatment of erectile dysfunction is medically indicated, the informed patient prefers the treatment and the treatment will restore functioning that is integral to the patient’s quality of life. The patient with a sexually transmissible disease is taught safe sex, recognizes his duty to protect others from harm, engages in safer sex and discloses his status to potential sexual partners so they may make informed decisions regarding the risk they are willing to bear.

But what about cases where all of these things don’t happen and the conscientious clinician worries that by treating a patient’s erectile dysfunction he or she may increase the probability that STDs will be transmitted to previously uninfected persons? 

Dr. Berkowitz:

Is there any empirical evidence that treatment of erectile dysfunction contributes to the transmission of STDs?

Ms. Foglia: 

The data are sparse but one study by Kim et al. published in the journal AIDS in 2002 found that gay or bisexual men seeking public STD services in San Francisco who used Viagra “reported a greater number of recent sexual partners, higher levels of unprotected anal sex with an HIV-positive or serodiscordant partner, and higher rates of prevalent STD’s than non-users” [Kim, AA, Kent CK, Klausner, JD. Increased risk of HIV and sexually transmitted disease transmission among gay or bisexual men who use Viagra, San Francisco 2000-2001. AIDS 2002; 16(10): 1425-1428].

Patients also reported a high rate of receiving Viagra from friends rather than a healthcare provider and Viagra was often used in combination with illicit drugs. A study by Chu et al. published in the Journal of Acquired Immune Deficiency Syndrome in 2003 reported similar findings with a community based sample of men who have sex with men [Chu, PL, McFarland W, Gibson S, Weide D, Henne J, Miller P, Partridge T, Schwarez S. Viagra use in a community-recruited sample of men who have sex with men San Francisco 2003; 33(2): 191-193].

There are a couple of caveats to be made however. Although, these studies suggest an association between Viagra and increased transmission of STDs among the study populations, we need to be very careful not to over interpret the results of two studies with a narrow population focus. To be clear, these studies do not show conclusively that treating erectile dysfunction with an oral agent causes transmission of STDs, nor do the methods suggest we can generalize beyond the study population. In fact, there are no justifiable clinical, empirical or ethical grounds for denying erectile dysfunction treatment to a patient based on broad social characteristics such as gender, sexual orientation, or type of illness. Categorically excluding a class of patients from treatment for erectile dysfunction is unjust and biased. 

Dr. Berkowitz:

Another interesting way to think about this data is to consider that only 44% of the respondents got their Viagra from a doctor, and the rest reported getting it from a friend, or over the internet. In these users, the health care establishment missed an important opportunity to educate these patients about safe sex practices.

Ms. Foglia: 

In truth, it is both ethical and prudent for clinicians to provide counseling related to prevention of sexually transmissible diseases, including HIV to all patients presenting for treatment of erectile dysfunction; and arguably to all patients who present to us for care. For one, selecting patients for counseling based on social characteristic is more likely to reflect our biases rather than an objective risk appraisal. Secondly, since we don’t screen all patients for STDs, we cannot reliably predict which of our patients are going to risk infecting others with an STD following treatment for erectile dysfunction.

Finally, and this is an important point, impotence is most prevalent among older adults, and counseling on safe-sex practices is critically important in this population. Older adults are especially susceptible to sexually transmissible diseases because they often lack factual information related to transmission and view themselves as non-susceptible to the disease.

Dr. Berkowitz: 

So you’re saying that it would be unfair to assume that patients with known STDs would not take precautions to prevent transmission and excluding them from treatment for sexual dysfunction based on the presence of STDs is not ethically justifiable. 
Ms. Foglia: 

Not only that, I am suggesting that the clinician has a responsibility not only to try to keep the patient from harm, but also to educate him regarding safe sex practices, and get the patient more concerned about preventing avoidable harm to others. By addressing these concerns directly and openly, the clinician avoids being complicit with the patient’s subsequent actions and in fact may reduce the probability of subsequent transmission to others.

It is possible for us to regard our patients with respect and compassion while promoting sexually responsible behavior. We need to respect our patients enough to explicitly address when their behavior shows disregard for self or others. This is what the principle of veracity or truth telling calls for within a fiduciary relationship. 

Dr. Berkowitz:

Speaking of our duty to educate patients I want to raise a couple of points that are very important for the clinician to consider when prescribing oral pharmacologic agents to patients for treatment of erectile dysfunction. A significant percentage of the subjects in the studies we alluded to co-administered sildenafil with amyl nitrate, or ‘poppers’. This is absolutely contraindicated and may result in a possibly fatal hypotensive episode. This fact should be included in the informed consent discussion. 

Turning back to the task at hand, what about the difficult case of whether to treat erectile dysfunction in patients with STDs who are persistently and demonstrably non-compliant with safe sex practices despite attempts at education and appeals to responsibility to self and others? 
Ms. Foglia:

An ethical argument for denying care is that there is clear evidence that serious harm will imminently result to others as a result of treating the patient’s impotence. This is a high bar I realize. From an ethical point of view, denying treatment for erectile dysfunction will likely be reserved for a handful of cases where there is a clearly documented, high risk of serious harm. 

Dr. Berkowitz:

Further, when determining whether a patient poses a serious harm to others, we must be very cautious that our calculus is not based on stereotypes or biases but rather on an individual risk assessment, based on reasonable judgment that relies on current medical knowledge or the best available objective evidence.

Ms. Foglia:

That being said, the difficult case may be so ethically and legally confounding that the decision to withhold treatment should not be made by a sole clinician. An ethics consultation may be a helpful forum to consider an individual case. Further, VA has a legal obligation to provide eligible enrolled Veterans with medically appropriate care as well as a policy forbidding discrimination in health care services for patients with HIV infections therefore involvement of regional counsel may be indicated. I must emphasize however, that we are not lawyers and nothing we say today should be construed as offering legal advice.

Dr. Berkowitz

To sum up, we have a presumptive duty to treat our patients’ erectile dysfunction and a corollary duty to educate our patients regarding their responsibility to practice safe sex. These duties reside within our commitment to autonomy and shared decision-making within a trusting patient-clinician relationship. We believe, or at least hope, that our patients will act responsibly and we have given them information and support to do so. 

Difficult cases arise when we become aware that the patient is not upholding their end of the bargain. Ethically, we may be required to take steps to prevent the patient’s harmful behavior in order to protect others and to avoid being complicit in the patient’s actions. Any steps taken must follow a due process and could involve an ethics consultation or other structured process in order to help ensure a fair and transparent decision.

MODERATED DISCUSSION

Dr. Berkowitz: 

Now that we have had an opportunity to discuss the ethical issues related to treating erectile dysfunction in patients who have sexually transmissible diseases, I would like to hear if our audience has any response or questions.

Ami Reno; Boise, ID VAMC:

Could you address the related question of treating erectile dysfunction in known sex offenders? 

Dr. Berkowitz:

The same line of reasoning and logic could be applied to the question of whether we should treat erectile dysfunction in patients who are known sex offenders, but the analysis would have to take into account what we know from studies on recidivism. The studies that have actually been done on the recidivism rate for sex offenders show that it is actually quite low: 10-15% after five years, 20% after ten years, and 30% after twenty years. This, then, argues that treating erectile dysfunction in known sex offenders must be handled on a case-by-case basis.

Linda Williams, MD; Little Rock, AR VAMC:

But even given that ethical analysis, what are the legal implications if a physician were to prescribe viagra for someone who was a known sexual offender in the past, and they repeated that crime on viagra? Could that physician be prosecuted as an accomplice?

Ms. Prudhomme, JD, National Center for Ethics in Health Care:

I can’t speak for general counsel on this, but I doubt that any physician in VA has ever been prosecuted in the situation you describe. Prosecution would have to be based on the willful intent of the clinician and/or some kind of negligence on the part of the clinician in prescribing that medication. I don’t see how the circumstances we are discussing here would equate to that.

Dan Day, Washington, DC VAMC:

I worked for about 9 years in our sexual diseases unit, and the issue of how to handle patients who were not practicing safe sex came up quite regularly. As a team we tried to formulate a response for patient’s requests for viagra when we were either unconvinced that the patient was engaging in safe sex, or had some evidence that they were not practicing safe sex, e.g., they came in with a new sexually transmissible disease. We thought the best way to address this issue was within the patient-physician relationship, and have the physician to explore the issue with the patient, and to do further education when someone mentioned their sexual activity or came in with something new.

Richard Franklin, VA Boston Healthcare System:

Throughout this discussion it seems that the term sexually transmissible disease is really a euphemism for HIV or AIDS. For instance, would the same analysis we’ve gone through apply similarly to someone with herpes? And if so, would we want to say that we need to test everyone for herpes before prescribing viagra? I think this is too rigorous a standard, because it would require us to know that the patient does not have any sexually transmissible diseases before we could prescribe viagra. So, from my point of view, the best you can do is educate the patient about the risk of not practicing safe sex, and ask the patient to educate each one of his partners or allow you educate his partners, but that’s the best you can do.

Dr. Berkowitz:

To address your first point, we actually tried very hard not to focus this discussion on AIDS, but rather, more broadly on all sexually transmissible diseases, because the logic and the argument has to apply to all the patient populations to be fair. For instance, you could make a similar argument for patients with hepatitis, and others have extended this argument even further for patients who don’t have a physical sexual disease, but are sexual offenders. 

Kevin Wright, Brooklyn, NY VAMC:

It is very important to have open communication with patients, because the majority of times when they get information, they implement it. Usually, they even go a step further and bring in their regular sexual partner to discuss the disease and safe sex practices. Sometimes the patient wants me there clarify things, and verify the facts. Another thing I do is go into the ER and I make myself very available, so anyone who is tested for a sexually transmissible disease in the ER is referred to our clinic for counseling. We always recommend they get tested for HIV if they are getting tested for another sexually transmissible disease, because if they’ve been exposed to one sexually transmissible disease, they could have been exposed to HIV as well. I think that universal sex risk assessment would be very helpful, because most of the time we have a hard time talking about sex with our clients. And if they don’t need viagra, we tend to overlook that they might be high-risk patients, and we’re not giving them the facts or the education.

Shirley Hase; Baltimore, MD VAMC:

What I’ve heard is that there are three major issues: education, communication, and screening. I don’t see this as much different from other screening that primary care providers already do. So, primary care provider should be thinking about how to screen for high-risk sexual behaviors in patients, and how to document that discussion.

Ms. Foglia:

I think that a more useful parallel is of universal precautions, rather than screening. When universal precautions were first being implemented, part of reasoning was that we don’t, and can’t screen everyone, so can never be certain when an exposure might or might not be problematic. The result is that everyone uses precautions on every patient. I think the same reasoning argues for universal sex counseling and education.  

Lynne Rustad; Cleveland, OH VAMC:

Before the days of viagra, patients in the sexual dysfunction clinic were given a pretty thorough evaluation, because, for one thing we were looking for viability of prostheses. The evaluations were extremely costly, but they allowed us to see the patient as an individual, recognize what the problem was for them, and what potential remedies might be effective for that patient. I think now that there is a fairly cost-effective pill we just hand it out to any patient who says he has a problem. It’s not just an ethical issue, but it’s also a clinical issue: who is prescribing viagra? What do they know about the patient’s degree of sexual dysfunction? Do they know if the patient does have adequate sexual function, and just has concerns about impotence? And who is coming in to get the drug and sell it on the street? 

Dr. Berkowitz:

I think that one of the interesting things is that whether patients get it from us or not, oral treatment for erectile dysfunction is freely available in the community. If we try to give it appropriately and give it with the appropriate counseling and monitoring, overall that has to be better than letting it turn into a street drug where people aren’t going to have the knowledge of the responsibility that goes with it.

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, Mary Beth Foglia, 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 Tuesday, June 29, 2004 at 12 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 e-mail addresses and links that you can use to access the Ethics Center, 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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