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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 important VHA ethics issues. 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

Dr. Berkowitz:

Remember that CME credits are available for listeners of this call. To get yours go to http://vaww.ees.aac.va.gov/ethics.

Ground Rules: Before we proceed with today's discussion on Disclosing Adverse Events to Patients, 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 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.

Today's presentation will cover the most recent report of the National Ethics Committee, “Disclosing Adverse Events to Patients.” The National Ethics Committee (NEC) is a standing subcommittee under the Executive Committee of the National Leadership Board. The NEC is made up of an inter​disciplinary and broadly representative membership that includes both VHA leaders and staff. The Committee is responsible for providing guidance on difficult ethical issues affecting VHA patients and employees—as well as health care policymakers and interested parties beyond VHA. The Committee accomplishes this task is through the development of reports on timely ethics topics. This report, “Disclosing Adverse Events to Patients,” provides the ethical and legal reasons for disclosing adverse events to patients, and identifies barriers that can prevent practitioners from effectively disclosing adverse events. The report concludes by offering practical recommendations for what adverse events warrant disclosure, who should disclose, when to disclose, and how disclosure should occur. To begin today's presentation I would like to call upon the primary author of this report, Dr. Michael Cantor. Dr. Cantor is both a physician and a lawyer, and is currently the Associate Director of the New England GRECC Boston Site. 

Now, I’d like to turn things over to Mike Cantor.
PRESENTATION

Dr. Cantor:

Thank you Ken, and welcome to everyone. First, I’d just like to say that writing a National Ethics Committee report is not a trivial task, and a lot of people worked hard to get this report together. That being said, I’d like to thank the authors who contributed to this report: Paul Barach from the University of Chicago Department of Anesthesiology and Critical Care Medicine; Arthur Derse, Center for the Study of Bioethics, Medical College of Wisconsin, and Chair of the National Ethics Committee; Ginny Hamm, Lexington, KY VAMC, Caryl Lee, National Center for Patient Safety, Claire Maklan of the National Center for Ethics in Health Care; Marta Render, VA Midwest Patient Safety Center of Inquiry, David Weber, Office of Research Compliance and Assurance, Ginger Schaffer Wlody of the Phoenix VAMC; and Ellen Fox, Director of the National Center for Ethics in Health Care. 

I hope that most of our audience had a chance to read the National Ethics Committee report that we’ll be discussing today, “Disclosing Adverse Events to Patients.” The subject of disclosing adverse events to patients is often a controversial one. Many practitioners feel that disclosing adverse events to patients would open the door to civil lawsuits and liability, and there is a real fear among clinicians and institutions over litigation costs, higher malpractice premiums, and loss of patients. Add to this the emotional toll that lawsuits have on clinicians, and there is a strong incentive not to disclose adverse events. However, we feel that the disclosure of adverse events is ethically warranted, and that part of the controversy over disclosing adverse events stems from the confused definitions that surround it. 

For this report, the National Ethics Committee we favor the definition of adverse events already found in VHA policy. VHA defines an adverse event as:

untoward incidents, therapeutic misadventures, iatrogenic injuries, or other adverse occurrences directly associated with care of services provided within the jurisdiction of a medical center, outpatient clinic, or other VHA facility. Adverse Events may result from acts of commission or omission (e.g., administration of the wrong medication, failure to make a timely diagnosis or institute the appropriate therapeutic intervention, adverse reactions or negative outcomes of treatment). Some examples of more common Adverse Events include: patient falls, adverse drug events, procedure errors and/or complications, completed suicides, parasuicidal behavior (attempts, gestures, and/or threats), and missing patient events.

The report focuses on a subset of adverse events covered by this broad definition, namely, those that are potentially preventable.

This definition is the starting point of our ethical analysis of disclosing adverse events to patients. 

Dr. Berkowitz: 

Thanks Mike. We'll get back to you in a few minutes to talk about the report's recommendations, but let’s first consider the ethics of disclosing adverse events. For that, I'd like to call on Leland Saunders. Leland works for the Center, his background is in philosophy and health care ethics. Leland…

Mr. Saunders:

Thank you Ken. There are really four ethical arguments that favor the disclosure of adverse events to patients. 

· The first is based in utilitarian ethics, which places the highest value on actions that produce the greatest balance of benefit over harm for all persons affected by the action. This argument favors disclosure because there is anecdotal evidence to suggest that patients, clinicians, and organizations benefit from disclosure. 

· Patients benefit because timely disclosure of an adverse event makes it possible to start remedial care, which may restore health, or at least minimize the harm. Similarly, if a patient suspects that something has gone wrong, that suspicion can cause more harm than disclosure of the adverse event, and patients who have been informed of an adverse event are more likely to cooperate with future treatment.

· Practitioners benefit from disclosure of adverse events because it lifts the emotional burden that they carry after causing or contributing to an adverse event. When a practitioner is involved in an adverse event, the emotional toll can be heavy; especially for physicians whose profession values perfection, and whose prime directive is do no harm. Disclosing the adverse event can help alleviate that emotional burden. Also, in one study, house officers who disclosed mistakes said that the disclosure helped them learn from errors and improve their practice.

· Organizations benefit because encouraging the disclosure of adverse events may help reduce the likelihood that similar events will happen in the future, and thereby improve the overall culture of safety within an organization. Organizations that lack support or incentives to disclose adverse events are usually also organizations where disciplinary action is expected, competition among clinicians is keen, and job security is lacking.

· The second ethical argument favoring disclosure is based in a duty-based ethic. A duty-based ethic hold that health care professionals have a duty to be truthful to their patients, and by extension, a duty to disclose adverse events. There are three main sources for the professional duty of truth-telling.

· First, respect for patient autonomy requires that patients be provided with the information they need to make a health care decision.

· Second, truth-telling is part of an implicit promise practitioners make to patients to act in the patient’s best interests.

· Third, truth-telling is important in establishing and maintaining patient trust.

· The third ethical argument favoring disclosure is derived from professional ethics standards. Professional ethics standards are the defined norms or expectations for the conduct of members. The ethics standards of the American Medical Association, American College of Physicians/American Society of Internal Medicine (ACP-ASIM), and the American Nurses Association all support the disclosure of adverse events. For example, here’s a quote from the ACP/ASIM Ethics Manual: “In addition, physicians should disclose to patients information about procedural or judgment errors made in the course of care if such information is material to the patient’s well-being. Errors do not necessarily constitute improper, negligent, or unethical behavior, but failure to disclose them may.” Other professional codes do not explicitly discuss adverse events, but they do include provisions for honesty and integrity. And, as of July 2001 the Joint Commission on Accreditation of Healthcare Organizations (JCAHO) began requiring acute care hospitals to have policies in place to ensure that “patients and, when appropriate, their families are informed about the outcomes of care, including unanticipated outcomes.”

· And the final ethical argument favoring disclosure of adverse events had to do with health care organization mission statements or statements of corporate values. VHA’s core values of trust, respect, commitment, compassion, and excellence influenced policymakers’ decision to require the disclosure of adverse events to patients that are harmed.

Dr. Berkowitz: 

Thanks Leland, thinking about the ethical obligation of disclosure from several angles helps keep its importance in perspective. Now lets turn back to Mike Cantor to go over the Committee’s recommendations for disclosing adverse events to patients.

Dr. Cantor:

Thanks Ken. If you have a copy of the report, the recommendations begin on page 7.

· The recommendations of the Committee deal with what adverse events need to be disclosed. Our recommendations do go further than both VHA Patient Safety policy and the JCAHO standards, but we believe that there are good ethical and legal reasons to disclose in the following circumstances:

· Whenever an adverse event has a perceptible effect on the patient that was not discussed in advance as a known risk. The question on this recommendation is: who has to perceive the effect in order to warrant disclosure? We believe that disclosure is warranted even in instances where only the clinician is aware of the effect, as well as when the patient or family perceives the effect. Another question this recommendation brings up is what level of effect, or what level of harm necessary to warrant disclosure. The committee recommends that even if there is no harmful effect, disclosure should occur whenever the adverse event has had a perceptible effect on the patient, regardless of whether the effect is physical, psychological or both. Whether the effect is actual or anticipated, disclosure is warranted.

· Disclosure is also warranted whenever an adverse event necessitates a change in the patient’s care. And this can be a small change or an extreme change. Either way, the patient should be told the reason that the care plan has changed.

· Disclosure is called for when the adverse even potentially poses a significant risk to the patient’s future health. And again, this could be any risk, large or small. The patient needs to be aware and informed of anything that could be potentially harmful.

· And lastly, disclosure is called for whenever a treatment or procedure is provided without the patient’s consent. This recommendation is really a way to protect a patient’s fundamental right to be informed.

· For an adverse event that does not fall into one of these categories, disclosure is discretionary.

· The Committee also made recommendations about who should disclose an adverse event to a patient.

· When an adverse event results in no harm or only minor harm, the clinician responsible for the patient’s care needs to disclose.

· If an adverse event results in serious injury or death, or involves potential legal liability, a multi-step process is best. First would the “clinical disclosure”, where members of the clinical team provide preliminary information, express concern for the patient’s welfare, and reassure the patient that steps are being taken to investigate the situation. This would be followed by an “institutional disclosure”, where the patient and/or family would be invited to meet with institutional leadership and risk management. An apology would be made, and discussions about compensation are initiated. When an adverse event involves a house officer, facilities and residency programs should provide them with specific instructions on how to respond to the adverse event.

· The Committee also recommends that disclosure take place in a timely manner. Delays in disclosure should only be long enough to give staff members time to collect preliminary information and plan the best way to disclose. Facilities should develop more specific timeframes for disclosure.

· And lastly, the Committee recommends that disclosures should occur in a proper setting, and follow accepted methods for “breaking bad news.” The location should be private, quite, and suitable for discussion, with adequate time set aside. Social workers or Chaplains should be present to help the patient and/or family cope. The explanation should be thorough, and if it is known that the adverse event was the result of substandard care, an apology should be made. Clinicians should not be defensive, and should expect emotional and even angry responses.

Dr. Berkowitz: 

I think one thing that’s also worth mentioning here before we move on is the distinction between disclosing an adverse event and discussing an adverse event. Many times adverse events will be discussed with patients, lots of adverse events are already apparent to the patient, or are caused by progression of the underlying disease or other non-preventable factors, and disclosure is not warranted in these circumstances. Even though there may not be a formal disclosure, all adverse events need to be discussed. So the report is not intended to limit disclosure or discussion, but to clarify when things must be disclosed to patients. 

Now, there are obviously some very strong ethical reasons to disclose adverse events to patients, but my experience is that most people are very reluctant to do it. Even if they know it’s the right thing to do, it’s uncomfortable and just easier not to. Could you talk a little bit about why people might try to avoid disclosing adverse events, even if they think it’s the right thing to do?

Dr. Cantor:

It’s interesting that you bring that up. A couple of recent studies really drive this point home. For example, in one study researchers posed a series of hypothetical scenarios to clinicians and recorded their responses. In one hypothetical case a drug error led to a patient’s death. One-third of the clinicians studied said they would disclose only incomplete or inaccurate information to the patient’s family. Similarly, a study of house officer’s attitudes showed that they seldom disclose adverse events, especially if they believe the institution will be judgmental. 

A couple of really big barriers to disclosure are legal and financial concerns. Some of these concerns are legitimate, but others are simply unfounded. At the same time, there are some pretty basic psychological and cultural factors that make people want to keep quiet about “bad news”.

Dr. Berkowitz:

A statement you made just now made my ears perk up a bit, and that was when you mentioned potential legal liability surrounding disclosure. I think a lot of practitioners fear getting sued when something bad happens, whether it was the result of a medical error or not. And it used to be that the legal wisdom was always to admit to nothing. Does the law protect practitioners who are open and honest about adverse events, or does it open the door for litigation?

Dr. Cantor:

The fears that you mentioned about civil lawsuits and liability claims are cited by numerous sources as the single most significant reason why clinicians are reluctant to disclose. And not without some legitimate reasons. Studies show that threatened or actual malpractice suites lead to psychological trauma, job strain, shame, and self-doubt. And clinicians who actually experience a malpractice suit are more likely to consider retiring from practice. 

However, despite these fears, legal and regulatory systems often encourage disclosure, and under some circumstances, may even require it. And some attorneys and legal commentators are the strongest proponents of disclosure. There’s some interesting legal history here, but one case is really worth mentioning here.

The Simcuski v. Saeli case was tried in New York, and the patient successfully sued his surgeon for failing to admit an error that might have been mitigated by prompt treatment, but instead resulted in permanent disability. What was so important about this case is that the plaintiff sued for fraud, not for negligence. And fraud, unlike negligence, exposes a person to potential punitive damages, which can increase the size of the award, and is often not covered by liability insurance. 

Even with cases like this on the books, evidence suggests that when practitioners disclose adverse events to patients, they are much less likely to sue. For example, since the Lexington VA Medical Center implemented a policy to disclose all adverse events that result in harm to patients, they have witnessed a drop in total liability payments resulting from lawsuits. All this suggests that the best way for a practitioner to avoid being sued is to disclose adverse events openly and honestly.

DISCUSSION

Dr. Berkowitz: 

Has anyone had experience doing this? Any success? Any barriers? How is the disclosure process incorporated into the patient safety and risk management programs at your facility?

Dale Smith, Regional Counsel, San Francisco: 

The point you made about disclosure verses discussion is really important. What we found in some cases is that there’s a tendency to prematurely discuss something that really hasn’t been ascertained. We do not exactly know the cause of what happened, but people are guessing at it because they want to give an answer to the patient/family.  

I do not think that is a very good idea at all. We have to tell them exactly what happened and in as factual terms as possible. I get very nervous out here in California when staff say, “We made a terrible, terrible mistake,” which is what some people advocated doing. You can tell them that an error was made. In fact, there are very good legal reasons to tell them an error was made. The statute of limitations for tort claims is 2 years. However, there is case law that states the clock does not start to run until the patient knows or should have known about the facts.

So if we do not disclose we could have that 2 years statute almost forever, extending until they do find out. And then your chances are a lot greater of being sued. I think we have to be truly factual about what we tell the patients. And if we do not know what happened, tell them “We are not quite sure yet what happened.” That’s a perfectly good answer, and we let them know when we find out. I really advocate for adhering strictly to the facts of the case. 

We’ve also had some cases where doctors have commented on care given by other practitioners, assuming that certain things are the case, when they really aren’t. That could be a problem too. There are some pitfalls here legally but I think so far it’s an excellent policy. But stick to the facts and that’s the best way to stay safe.  

Dr. Berkowitz: 

Well, thank you Dale for your comments. Two really important points, the one that may have been hidden in there a little bit is that by documenting disclosure you start the clock on the statue of limitations. . Which may, from a legal standpoint, actually work out in your favor.

But your main point, I think was the tendency to prematurely discuss things or to speculate or to assume certain things in these discussions. Mike, you probably want to comment on this but I would imagine that having clear, transparent and consistent polices and processes to follow would really minimize that. 

Dr. Cantor: 

Absolutely. I think in the report we talk about the difference between the clinical disclosure versus the institutional disclosure. The idea in the clinical disclosure is that you say what happened and you tell the patient we are looking into this and we are going to figure out the causes behind what happened.  Then we’ll get back to you with formal and full disclosure. 

In Lexington, where Ginny works, that’s where they have the longest experience that I am aware of in VHA. That’s what they do and it works out very well. They have a committee that is set up with people from multiple disciplines including leadership of the facility; the Chief of Staff is very involved in all of the disclosures. Steve Kraman is involved in personally making disclosures on behalf of the institution. 

They make sure that when they work with their clinicians they tell them not to say anything that they are not 100% sure of. Now that we have the whole National Patient Safety program in place with new processes and lot’s of investigations going on. It makes sense for us to wait until those processes are concluded before making determinations about what the causes were, who was involved and who was responsible.
Lester Jones, MD Greater Los Angeles Healthcare System: 

A couple of years ago I met with the people from Lexington and we actually adapted that very same policy here in our VISN.  We have been using this system for approximately two years, and have had quite good success with it. It’s really a testimony to Ginny Hamm and Steve Kraman for putting that project together. It definitely does work. We have seen our claims actually diminish substantially. I wish our Regional Council, Ken La Faso, is listening, I would love to have him respond to this also. Ken and I have been spearheading that through the Los Angeles Healthcare System and we have had pretty good success with this.
Dr. Cantor: 

You said that your liability cost had dropped. I think that the other major benefit that is important is that the relationship between the patients and the facility, and the clinicians and the facility improved as a result of this openness and the idea that people are sort of holding it together. Is that something that you have noticed?

Dr. Jones: 

Yes, I have. I could tell you from my own personal experience being involved with this. The few case that have involved disclosing, we have offered these individuals an opportunity to file administrative tort which is one of our responsibilities, and if we feel that it is in the best interest to do so. We have had several people who have backed away and not filed a tort claim against the institution, which I thought a little surprising. But it just goes to show you that if you are honest with people, people just want to know what the truth is.

William Nelson, National Center for Ethics in Health Care: 

I just want to follow up on Mike’s comment to you. Success is not only in terms of decreased liability or payouts, but also just in terms of patient-provider or patient-institution relationships. I was wondering have people in West LA done any type of formal survey, such as a patient satisfaction or a follow up with patients that you have worked with in terms of empirically collecting information about their reactions?

Dr. Jones: 

Well we haven’t done that as of yet. That is one of the things we want to do. We want to be able to demonstrate from an objective standpoint that the full disclosure process as produced by the Lexington VA actually does work and be able to show at some point, empirically, that we have evidence to prove it. 

Fran Cecere, RN Syracuse NY VAMC: 

We do have a program but I do have a question about this full disclosure. Hypothetically, let’s just say you have a patient that’s in a hospital for an extravasation of chemotherapy that really causes a kind of gross looking wound. You want to tell the family about it, but they cannot see it because it’s under a dressing or it’s under a cover or whatever. Those people, who do full disclosure, do you offer to show it to the family? What if they do not want to see it? That’s my question. How do you deal with that?

Dr. Cantor: 

I think disclosure doesn’t necessarily mean complete demonstration. It depends a lot on the nature of the wound, and the family member, and the patients themselves.  The first thing I think you have to do is talk to the patient about it. Obviously they are in significant pain or discomfort from this wound. You need to ask the patient what they understand about what is going on, and explain what happened and then tell the patient and family member why this happened. I do not think you have to flash the wound in the face of the family, which could be a traumatic and shocking event. Instead, you should communicate to them that something has happened, that you are doing everything possible to prevent it from getting worse, and that you are going to take steps to manage the pain. And answer their questions and try to figure out why this happened. In a case like this, you’d probably know, but that you’d get back to them once things are clear and the situation has calmed down.

Ms. Cecere:  

There may also be a situation where a decubitus ulcer develops and the patient is not even aware of it. You would have to deal with the family, and what if they are a visual family? They might want to see it. And then again they might not want to see it, if they are squeamish and couldn’t look at it. 
Dr. Cantor: 

The whole objective is to communicate effectively to the patient, or the family in the case of patient who cannot participate in the discussion, sort of what’s going on with the patient’s health care and what’s being done to mitigate it. What happened, what’s being done to prevent further harm and how it’s going to be treated so patient can be made whole again? 

And I think that’s part of common sense for good patient care. And you have to use your judgment when dealing with the family and say; “we know that the patient now has this decubitus ulcer in the sacral area.  You can look at it if you’d like, or we could tell you what it looks like.” Effective or non-effective, you have to give the basic facts or leave it up to the family to decide how much they really want to know, and how much they want to see. Is that helpful?

Tia Powell, MD, National Center for Ethics in Health Care: 

I am wondering if you could comment on the rights and obligations of trainees. I am thinking about a very distressing incident that occurred when I was a medical student. There was a medical error and the attending surgeon declined to inform the patient about the mistake. It was extremely distressing for the house staff and for me as a student. What can you say about the freedom of trainees, medical students and residents to disclosed events?

Dr. Cantor: 

I think that that is a very difficult set of circumstances. One of the biggest challenges we face in our educational system is how to educate people and trainees of all kinds, from all disciplines, to think about patient safety and the systems problem, and what to do in terms of how to report adverse events. , 

Given the existing medical culture, it’s really about our culture changing away from the traditional hierarchical medical system where you have the surgeon and attending physician at the top, and everyone else below that person. For safety it really should not matter whether or not the person who is identifying the problem and suggesting how to fix it is a medical student, nursing student, technician, physician or whoever. Unfortunately, I do not think we are at the point where we have succeeded in many institutions in accomplishing that objective of flattening out the hierarchy so they all are working toward the same goal, ensuring the patient’s safety. 
Having said that, what does that mean for trainees who are put in these circumstances where the attending tells them to lie, or intimidates them to be silent? There is an article in Health Affairs that describes exactly that circumstance, where a trainee becomes part of the professional code of silence. And obviously that’s not right. What trainees need to do is to work around the attending physician. By that I do not think they should go ahead and disclose, but they need to get in touch with the leadership of their training program and their supervisors, and let them know what happened from their perspective, and to alert them to the potential of an adverse event that occurred that wasn’t being disclosed, or may not have been reported. And now, of course, the event has to be reported within VHA. It is a very difficult situation right now. Hopefully, over time, we will we evolve and move towards a system that is more open and transparent and honest, and allows people of all disciplines and all levels with their training and expertise to speak out and not worry about being punished for their honesty.

Dr. Berkowitz: 

The answer is that there really has to be a culture change. People have to recognize that this is right; this is the way we do it and be empowered to participate in it. And obviously, it has to cut across all professions as you say for example. Could you talk a little bit about maybe the role of a nurse or pharmacist say if there was a medication error? 

Dr. Cantor: 

This is really a difficult problem because each discipline has it’s own code, if you will, in terms of how they think things should be managed. I think the attorney from San Francisco mentioned how physician have interpreted the actions of other people which turn out not to be accurate. I was at a conference about disclosing adverse events where a nurse got up and talked about being put in “Nursing Jail,” where she was basically shunned by her colleagues because she had admitted that she caused an adverse event, and was punished for this. I think it is very hard to know exactly what the right thing to do is. 
But I think as far as an individual clinician, they need to understand the system within which they are working. Hopefully, if they are in an organization where patient safety is encouraged, disclosing and reporting adverse events is encouraged, then physicians, nurses, pharmacist, social workers will feel confident that when they are involved in a proposed problem, they can report it and that it will be managed by the institution and by the patient safety group within that institution. That’s what we are working towards and figuring out how to strengthen the team approach to managing adverse events. Again something that we are still working on.

Dr. Haque, Detroit VAMC: 

I had a question related to the previous caller who was asking a question about demonstrating a wound and other things of that nature to the family. We had a situation a few years ago where the family actually wanted not only to see the wounds but to actually photograph them for other family members. 

Dr. Cantor: 

If you are going to live in total honest disclosure then if the family wants to take pictures of the wound, and have permission of the patient or their proxy or the surrogate for the patient, then certainly they should be allowed to take the picture. Is the picture going to be harmful if used in litigation the issue about how much information is that picture going to provide? And who are the people who really look at it. Lots of wounds look ugly, but that doesn’t necessarily mean that they were caused by an adverse event, or that they are a result of a medical mistake, or that they are the result of something, which is potentially circumstance where a practitioner could become liable in a court of law. So I think people really want to be sort of adversarial and sort of pushing the clinician and think it’s OK to use there judgment to decide, most times it’s probably OK to take the picture. It an issue that sort of raises the specter of liability and if you really believe that honest full disclosure reduces liability, and leads to better outcomes, then the picture isn’t going to make any difference. 

Dr. Berkowitz: 

Another way to think about it Mike, is to turn it around and to think why wouldn’t you honor that request, assuming that it was from the patient or an authorized surrogate. And if really the only answer is to some how limit the disclosure, then it’s hard to reconcile that with the spirit of the disclosure. I am not sure, but depending on the specific circumstances you may want to swing back the other way and offer to help them take the picture. And maybe make it part of the medical record. So there is really different ways to approach that from one end of the spectrum all the way to the other. But it really goes back to the basics of disclosure. 

Douglas Devine, Tomah WI VAMC: 

My question has to do with consent for disclosure and the HIPAA and OPTI NOTE. A patient who may have been competent and made known he did not want any information provided to anybody or never made any arrangements one way or the other, who now is incapable of giving consent for disclosure. 

Dr. Berkowitz: 

I guess what you are asking if we need consent to disclose to a family member when the patient lacks capacity to give permission.

Dr. Cantor: 

Well I am not an expert in HIPAA, nor am I giving a legal opinion but I guess in a case where a patient said, I do not want anything disclosed and then loses his capacity to make decisions, the question quickly arises about who is going to make medical decisions on behalf of that patient. And if you allow HIPAA to interfere with the more basic right of autonomy that allows someone make decisions on your behalf who you know and trust to make those decisions, then you’re going to end up with a lot more problems. 

If the family members are empowered to be surrogates, then that means they are entitled to all the health care information from the provider that would have been provided to the patient if they were capable of making decisions about their own health care. And that, I think, would include disclosing adverse events in order to permit you to make remediation or to offer additional treatment to prevent further harm.

 In most cases where there is a surrogate involved, they do have the right to get that information because of their status as surrogate. I think that would be ethically more important than the HIPAA regulation. Although these HIPAA regulations are relatively new, and I am not an expert in HIPAA, so I am not sure how HIPAA experts might respond.

Dr. Berkowitz: 

Well I certainly think Mike your point is well taken that there is nothing in HIPAA that is intended to be a barrier to care. The way I understand it, though this isn’t a legal opinion is that if any of these disclosure are giving people information that would be part of an informed consent discussion, or part of information that they would need to know to make healthcare decision, then, there is nothing that would prevent you from doing what you need to do to assure that the patient gets the proper care. 
 But the real question is whether there are certain parts of disclosing adverse events that go beyond what is relevant to the care of the patient. Not in all circumstances, but there are sometimes where disclosure is beyond the care. I guess unless someone is really willing to comment on it further I think it well to say that it is a really good question as to how that is going to play out in terms of the specter of privacy, and how the disclosure bumps up against the privacy regulations for non-care related matters. I guess that is something we are going to keep our eye on.

Dr. Cantor: 

Even before HIPAA, certain types of health care information, such as treatment for substance abuse, sickle cell anemia, and HIV disease, was protected, and the patient had to give specific consent for disclosure of that information to outside parties. I think that is a very tricky situation, and consulting with local counsel is very important because you do need legal guidance on how to balance these concerns. 

Dr. Berkowitz: 

I guess it’s very difficult to comment on a hypothetical case, and we try hard not to do that, but I could envision a case where a patient says, “look I do not want this, I do not want anything about my health care discussed with my family.” There might be circumstances if the patient lost the ability to understand what was going on, you certainly would take into consideration their previously expresses wishes when you are going to consider your communications with the family, whether it is for disclosure or other things.

Dr. Jones: 

Can I briefly just tell you a little bit about our process here? Maybe I can make it a little bit clearer.  We encourage everyone within the institution to fill out an incident report on anything that they feel may be potentially harmful to the patient, so we have an incident report in process. An incident report comes to our morning session, and we listen to all of the incidents that happened the previous day
Based upon that we have a team that meets three times a week, which is known as the Patient Safety Assessment Committee, to look at the incidents that have come down and review them and do what is known as fact finding. We can find out information to make it a little clearer. If there is something that we feel that is either going to be a Root Cause Analysis (RCA), or a board of investigations, then we make the decision to go in those directions. 

If we have an incident that is disclosed as a potential problem that has occurred during the performance of a procedure, then it goes to our RIF management committee which is where we do our full disclosure process. So it’s a process we try to do in a standard fashion. 

Jim McCormick, Lexington, KY VAMC: 

I can comment on some of it the way we do it here. An example might be one of the cases that I think Steve Kraman wrote up about a patient who had a problem with pulmonary embolism that might have been related to a wrong concentration of heparin that was given out by the pharmacy. I can mention this because it was published.  When the patient came in, I became aware of this. I sat down with the family and told them what I believed had happened. We went over the data on this and I showed them that this had indeed been an error, which contributed to a serious illness that led to his death. Then I referred the case to risk management. My notes in the chart reflected that discussion because I was very sure of what I was telling them, and I had the data in hand to do that. From there it went to risk management, and the family knew what had happened already, because I disclosed it to them. They knew already what was going on and then the hospital dealt with them after that. 

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 do make provisions to continue our discussions in an electronic form on our Web board, which can be accessed through the VA National Center for Ethics in Health Care Web site. We also post on our Web site a very detailed summary of each National Ethics Teleconference. So please visit our Web site to review or continue today's discussion.

I 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 Web board discussion, the CME credits, and the references referred to.

Final Thoughts

· I would like to thank everyone who has worked hard on the conception, planning, and implementation of this call. It’s never a trivial task and I appreciate everyone's efforts, especially Mike Cantor, Leland Saunders, and the folks in our Seattle office for today's presentation, and other members of the Ethics Center and EES staff who support these calls.

· NEXT CALL: Will be on Tuesday, May 27, 2003 from 12:00 to 1:00 Eastern Time. The topic will be announced soon. Please look to the Web site and to 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 NCEHC, the summary of this call and the electronic Web board discussion, 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 did not. 

· 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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