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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. 

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

PRESENTATION

Dr. Berkowitz:

Today’s presentation will focus on ways to improve ethical practice for obtaining informed consent for HIV testing. Joining me on today’s call is Dr. Lawrence Deyton, Chief Consultant of the Public Health Strategic Health Care Group and Mr. Troy Knighton, Director, Training and Education of the Public Health Strategic Health Care Group. Dr. Deyton is responsible for the HIV/AIDS and Hepatitis C clinical programs for the VA health system and Mr. Knighton is an HIV test counselor, educator and trainer. 

Before we start today’s discussion, I’d like to sketch some themes from ethics consults received by the Ethics Center on HIV testing. Some common questions are whether a surrogate can consent for HIV testing in a patient who lacks decision-making capacity, whether patients can be forced to be tested for HIV after needle stick injuries, and what to do when patients refuse HIV testing and the treatment team thinks it essential to guide clinical decisions. 

To start today’s discussion, I’d like to ask Dr. Deyton to give us some background information on HIV care and informed consent in VA.
Dr. Deyton:

Sure, Ken. As you are aware, VA is the largest provider of HIV care in the United States, and we do a large number of HIV tests each year. Though no statistics are kept on how many HIV tests are performed, I think a safe estimate is around 50,000 per year. The testing process can be initiated by patient request, or if a health care practitioner recommends the test and the patient consents. Either way, there has to be separate, specific, written consent in the patient’s record before the HIV test can be performed. 

How and when that consent is obtained is often a question health care practitioners have. And other factors, such as occupational exposure, often raise additional questions. On the other hand, patients are generally concerned with who will have access to their test results, and how that information will be used within VA. VA policy offers guidance on most of these questions, but an understanding of ethical principles plays an important role in our ability to assure and improve ethical practice when obtaining informed consent for HIV testing, and protecting the confidentiality of patients’ medical information. 

Dr. Berkowitz:

So, let’s take a look at the ethical principles involved in the informed consent process. Informed consent is a cornerstone of ethical health care practice, and is essential to delivering high-quality health care. VHA is deeply committed to providing a health care environment that protects patients’ rights to participation in health care decisions. By meaningfully including patients in shared decision making, we emphasize the importance of allowing our patients to chose freely, rather than imposing someone else’s perception of best choice upon them. I want to express that although part of today’s discussion will focus on documentation, informed consent is more than just a signature on a piece of paper, or a progress note in the chart that reduces our liability. Informed consent is an ongoing process and conversation between the patient and provider about diagnostic and treatment options. True informed consent minimizes harms and loss of liberty, and allows us to do the most good for our patients. Meaningful informed consent process uphold the ethical principles of autonomy, beneficence and non-maleficence, and these concepts are at the core of ethical thinking about informed consent, including informed consent for HIV testing. 

With that said, Dr. Deyton, can you tell us the process for obtaining informed consent for HIV testing.

Dr. Deyton: 

The process for obtaining informed consent for HIV testing in VA comes directly from Congress. Public Law 100-322, passed in 1988, outlines several aspects of VA’s responsibility to patients vis-à-vis HIV testing, among those, strict requirements for how this specific consent must be handled. First, consent for HIV testing be voluntary. This is no different from any other consent, but Congress wanted to stress that VA could not mandate HIV testing for any patient, for any reason. Congress further mandated that patients who have decision-making capacity must be informed about the risks, benefits and alternatives to HIV testing, and that clinicians must promote shared decision-making, and document the informed consent process in the medical record on VA Form 10-0121 - Consent for HIV Testing, signed by the patient. In addition, HIV testing must be accompanied both by pre- and post-test counseling. Patients must also be assured that consenting to, or rejecting an HIV test will not jeopardize their access to health care.

Dr. Berkowitz:

Dr. Deyton mentioned that consent for HIV testing must include pre-test counseling. Troy, can you please tell us more about HIV pre-test counseling in VA?

Mr. Knighton: 

In a nutshell, pre-test counseling is conducted to educate and assist the patient to make a decision about whether or not to test for HIV. VA Form 10-0121, our consent form for HIV testing, is used to ensure that HIV testing is voluntary, and to guarantee we include critical information. The VA required elements to pre-test counseling include the confidentiality of the test results, and non-discrimination issues, as well as documentation in a progress note that the pre-test counseling has occurred. I think it’s important, though, that we not forget the goal of this process. Talking with patients about HIV testing sends a strong message to patients and providers that there is an opportunity for HIV prevention, not only at the individual level, but at a community level as well. And this was an incredible insight for Congress. Pre-test counseling was never meant to interfere with or obstruct medical care, or the HIV testing process itself. While we cannot remove the legal requirement for pre and post-test counseling, our program is currently looking into ways to make the process easier and more effective for both the patient and the health care provider. 

Dr. Berkowitz:

Can you also touch on the requirements for post-test counseling?

Mr. Knighton:

Post-test counseling must be adapted to both the test result and the needs of the patient. It is an opportunity to explore patient reactions to the test result, note any future changes in behavior, and to address next steps – which could include medical or psychological health care. It is important to note that if the HIV test result is positive, clinicians should discuss the advantages for notifying a spouse, other sexual partners, or others at risk of past or future exposure. Clinicians should also educate patients on methods of preventing transmission to sexual partners. Like the pre-test, a progress note documenting post-test counseling must also be included in the medical record.

Dr. Berkowitz:

I’d just like to reiterate your statement that the informed consent process must be voluntary. There are no exceptions, and health care practitioners should never circumvent this process, because the informed consent of patients is an ethical and legal imperative for high quality health care. For example, suppose a health care practitioner decides to order a test that can establish the diagnosis of HIV infection after a patient has declined an HIV test. Not only has the health care practitioner violated ethical standards by disregarding VA’s commitment to respecting autonomy and shared decision making, but the practitioner has also violated VA policy and federal law. The resulting penalties could include sanctions, disciplinary action, and lawsuits. 

Dr. Deyton:

Exactly. It is important that health care practitioners adhere to ethical standards, VA policy, and federal law.

Dr. Berkowitz:

We’ve discussed the informed consent process for patients with decision making capacity. What about patients who lack decision making capacity?

Dr. Deyton:

If a patient lacks decision making capacity, and is unlikely to regain it, the health care agent or an authorized surrogate will assume the role of decision maker for the patient in the informed consent process. 

Dr. Berkowitz: 

And to elaborate on that process, the health care agent is the person named in the Durable Power of Attorney or other advance directive that was executed when the patient had decision making capacity. If a health care agent is not designated or available, the health care practitioner, with assistance from other staff, must make a reasonable inquiry as to the availability of an authorized surrogate.

In this situation, it’s important to note that the authorized surrogate should be located and identified according to processes outlined in VHA Handbook 1004.1 and local informed consent policies. For example, suppose the brother of a patient accompanies this patient to the hospital. At the time, the patient lacks decision making capacity. The easiest thing to do is to obtain consent for HIV testing from the brother since he’s there. This would be inappropriate without first checking to see if the brother is the authorized surrogate. For example, the patient may have a spouse or have appointed a Durable Power of Attorney for Health Care, both of whom would take precedence over the brother in surrogate decision making.  

Let’s turn our discussion to confidentiality and disclosure of all information related to HIV testing. Troy, can you discuss VA policy requirements related to confidentiality and disclosure?

Mr. Knighton:

All VA generated records that reveal the identity, diagnosis, prognosis or treatment of VA patients related to HIV infection or AIDS must be confidential. Release of this information, either willful or inadvertent, has potentially serious ramifications for patients including social stigmatization, insurability, and employability, so Congress mandated special legal protections for this information. Clinicians cannot disclose any information related to HIV status or AIDS without the written consent of the patient or a court appointed legal guardian if the patient lacks decision making capacity. Unfortunately, there have been situations when health care providers have disregarded confidentiality, and official repercussions have ensued.

Dr. Berkowitz:

How do we assure that these requirements have been met prior to release?

Mr. Knighton:

Specific forms are required if HIV testing and/or treatment is to be disclosed. These forms include VA form 3288 – Request for and Consent to Release of Information, VA form 10-5345 – Request for and Consent to Release Medical Records or any subsequent form approved to replace these forms.

Now, as far as disclosure, of course no forms are required for us to use this information to take care of the patient or run our health care system. And VHA employees may use HIV related information contained in VHA records when they need these records in the official performance of their duties for treatment, payment and health care operational purposes. Also, information regarding HIV infection may be disclosed from the medical record to federal, state or local public health authorities under federal and state law to protect the public health. 

From various situations and conversations with health care providers, it seems that some providers and surrogates are under the assumption that any authorized surrogate is privy to all medical information in a health record, including HIV status. I think there is some confusion here, as it might be a natural assumption because that surrogate signs consent for HIV testing or is currently making medical decisions for a patient, though, under current regulations, surrogates are not necessarily granted access to patients’ information relating to HIV status. 

Dr. Berkowitz: 

Yes, that’s correct. And it’s important to mention that disclosure to surrogates is also permitted only if the patient previously signed a release or the surrogate is the patient’s legal guardian and the test is positive or the authorized surrogate is the patient’s spouse or sexual partner, and the health care practitioner has determined that the disclosure is necessary to protect the health of that individual. 

And aside from those disclosures, here is another likely scenario: An employee, responding to a code, was stuck by a needle. The clinician wants to know whether or not start post-exposure prophylaxis (PEP), and wants to test the patient for HIV. Troy, can you talk about occupational exposure and informed consent for HIV testing. What is the current policy?

Mr. Knighton: 

VA policy states that occupational health staff should be notified of all occupational exposures. Occupational health staff is authorized to conduct follow-up post-exposure evaluation and treatment of the health care worker and the patient. This is the time when the exposed health care worker has the opportunity to consider PEP, with occupational health staff. 

If the HIV status of the source patient is available in the medical record, the occupational health staff may access that patient’s medical record and disclose the information to the exposed health care worker so that they may make an informed choice about PEP.

Dr. Berkowitz:

What if the source patient’s HIV status is unknown? Let’s say that a nurse is caring for a patient and received a needle stick injury while disposing of a needle. What if she asks the patient about his HIV status?

Mr. Knighton:

I believe the first course of action for the provider would be to secure the patient or situation, clean the wound, and immediately initiate a conversation with occupational health staff. Occupational health would be able to assist the exposed health care worker on the benefits and risks of starting PEP, and coordinate any efforts to test the source patient. It is important for the health care provider not to use his or her position as a the patient’s health care provider to breach patient autonomy to voluntary HIV testing. Occupational health staff should be the ones working with the patient directly. 

Dr. Berkowitz:

Troy, the ethics of informed consent for HIV testing is such an important issue. As I understand, our offices are developing and will soon release an online module that will help VA staff understand the ethics involved in the informed consent process for HIV testing.

Mr. Knighton:

This will be a Web-based, interactive program using case scenarios and decision trees to maneuver users through medical and ethical situations surrounding consent for HIV testing. CME and CEUs will also be available. The program specifically addresses occupational exposures, informed consent issues, establishing an authorized surrogate, and confidentiality and disclosure of HIV status. We’re working with EES to get the program accessible sometime in July. We’ll promote it through various emails and newsletters.

MODERATED DISCUSSION

Dr. Berkowitz: 

As we move into the moderated discussion, I want to add the caveat that some perceive the policies and procedures for obtaining consent for HIV testing, and consent for disclosing HIV status as a burden to delivering health care, but these policies really serve to protect veterans by honoring and respecting their rights to accept or reject any treatment, and to control who has access to their medical information.

With that caveat, I would like to open the call to hear if anyone has any thoughts or questions on informed consent for HIV testing, and disclosure.

Keith Rains, Denver, CO VAMC:

I would like to pose a hypothetical scenario, and ask how someone should respond to this situation.: A pregnant surgical resident in the first trimester is exposed to a patient’s bodily fluids and goes down to the occupational health practitioner to see if she should start on PEP. Unfortunately, the patient is in a situation where he can’t consent to testing, and a surrogate is unlikely to be found within 24 hours, when the prophylaxis would be most effective. How could we respond to this situation?

Dr. Deyton:

You raise the most difficult question, with pregnancy in the first trimester where the lack of data on the effects of PEP medicines on fetal development that could guide our decision making. Regardless of that complication, the medical resident and occupational health provider have to go through a decision tree, like the one published by the Centers for Disease Control that gives recommendations for occupational exposure and guidelines for PEP. The guidance articulates levels of risk associated with the type of procedure performed during the exposure, and the types of source patients. In this situation, I would recommend that the occupational health provider be familiar with that CDC guidance, which is available on our website, to help guide assessing that specific situation. Some of the things that need to be assessed are: what was the occupational injury? Some injuries are a greater risk, e.g., a large bore needle that contained a significant amount of product, vs. a scalpel cut. So there are many factors that have to be assessed that will help the occupational health provider and employee make a decision about PEP. As far as the ethics and consent, the ethical principles of autonomy, as well as VA law, in order to perform an HIV test on a patient, whether the patient has the ability to consent or not, there needs to be a signed informed consent with pre-test counseling and post-test counseling documented in the record. If that consent is not given, testing cannot be done.

Mr. Knighton:

I would like to add that even if it is a surrogate consents to the testing, pre-test counseling is then conducted with that surrogate. 

Dr. Deyton:

I’m really glad that Keith raised that hypothetical, because it certainly does happen, and it always an emotionally wrenching situation for the resident and the occupational health staff and the infection control staff. It is always a difficult situation to be in, and we never want to minimize the emotional toll of having to make these decisions. What we are trying to do today is make sure that VA staff are aware of the policies and the ethical principles that underlie VA policy in this area.

Judy Siddle, Pittsburgh, PA VAMC:

I’m a registered nurse and I work on a mobile unit in the community. I didn’t understand clearly about the release of information to public health entities.

Mr. Knighton:

VA has the option to release certain statistical information, not identifiable information, but certain statistical information about HIV, HIV infection, and AIDS to local public health authorities, such as county health, state health, at their request for the purpose of keeping public health records. 

Dr. Deyton:

Let me elaborate for just a moment. In order for VA to release that information, there has to be a written request from an appropriate public health authority, and the work required to respond to that must be reasonable. We like to collaborate and coordinate with our local and state health departments—we’re all in the health care business, and we should work closely with them. But if the request came into your medical center, and was deemed to be too much work to respond to adequately, VA is not legally required to respond to those requests, but we encourage as much as cooperation and collaboration as possible with local and state health authorities. 

Mr. Knighton:

There is an information letter on this, released February 13,2001, it is IL-10-2001-002. That should be able to provide you with the background and reporting requirements and who you may cooperate with. This is also available on our website.

Ruth Abrams, New York Harbor Healthcare System, NY:

If you have an employee who is exposed to patient’s blood post-operatively, and while waiting for the patient’s anesthesia to clear to obtain consent for HIV testing the patient dies, and you then notice that there’s blood on the patient’s side; can you use that blood to test the patient for HIV?

Dr. Deyton:

First thing, we always need to have a signed consent in the medical record for HIV testing regardless of whether the patient is alive or dead. And if the patient expires before an opportunity for consent can take place, the patient’s surrogate, whoever that is after death, has to be approached to give that consent. 

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

I was going to suggest, because I cannot speak as legal counsel or authority on this, once the patient has expired this would be an issue of disclosure of the HIV information, as opposed to informed consent for a treatment or procedure. There are rules in terms of using this information for the purpose of autopsy to determine the cause of death, but as I understand it, a written consent is still required, and there is a specific list of individuals who can sign that, and I think in some instances the Secretary can allow disclosures to family members for the purpose of getting benefits. But to get a specific answer to that question, you would need to contact the attorneys that deal with disclosure and confidentiality issues in General Counsel.

Janice Bruce, Coatesville, PA VAMC:

I’d like to pose a hypothetical scenario as well, and ask what the proper response is. I have a health care worker who is exposed to the blood of a combative, demented patient. We are unable to reach the next-of-kin, so the employee decided to take prophylaxis. Is there anyone here, like the Chief of Staff, who can consent for the patient, and are we allowed to give sedation in order to draw blood if the patient is combative?

Dr. Berkowitz:

These are rare cases where we can’t get informed consent from the patient or surrogate, but again, you can’t do the testing without specific informed consent. I think it’s unfortunate, but there may be times when we can’t get informed consent, and in those situations, without it, we can’t do HIV testing.

Dr. Deyton:

I agree that this is a rare occurrence, but it certainly does happen, so I think it might be instructive to take this hypothetical to a bit more detail and walk through what the occupational health staff should be doing to identify if there is a surrogate available, and what the surrogate should be doing. Essentially, go back to the ethical guidelines of informed consent and surrogacy, and walk us through what needs to go on to identify if there is a surrogate and if there is not, what can go on. There is an assumption that the Chief of Staff can consent for HIV testing, but, in my opinion, that is possible only if a very specific procedure is followed.

Dr. Berkowitz:

I think what you are alluding to are the procedures for finding a surrogate for a patient who lacks decision-making capacity. These procedures are clearly outlined in Handbook 1004.1, and in most local policies. First, you need to see if the patient has given any specific advanced directives related to HIV testing, and then you need to find an authorized surrogate as defined by Handbook 1004.1. There is a specific hierarchy of individuals who can serve as surrogates, and the policy requires clinicians to start at the top of the hierarchy of possible surrogates and work down until an appropriate surrogate is found. At the top of the hierarchy is a health care agent, or Durable Power of Attorney for Health Care. If the patient has no health care agent or DPAHC, the next level in the hierarchy is a legal guardian, then next-of-kin, and finally, a close friend. If this information is not very forthcoming in the clinical record, it is sometimes very useful to ask the medical administration service, who have access to administrative files and beneficiary files that can give you other clues to find a surrogate when you least expect that you will be able to. Also, Handbook 1004.1 requires clinicians to document the process and outcomes of efforts to identify a surrogate. If a clinician has gone through the process of finding a surrogate, and none is found, at that point only can the decision-making process shift to the internal mechanisms that involve the Chief of Staff.

Dr. Deyton:

Thank you for walking us through that because one thing I notice in the e-mails and calls that I get on this is, aside from being a very emotional time and our desire to support them, there is a very clearly outlined road to walk down to assess surrogacy and those kinds of issues, and I just want to make sure people know that it’s there and know how to access it. When this happens, being able to get that information can give a very large measure of relief to the exposed employee that there is something going on to try and assess the situation and get a surrogate to respond to the situation.

Nancy Roberts, Columbia, MO VAMC:

One of things we’re looking into here is getting consent for HIV testing put on the forms that the individual signs when they are admitted, so that we have permission already if the need arises to test for HIV.

Dr. Berkowitz:

That really brings up a number of problems, because this issue of blanket or prospective consents has been brought up in several places. The problem you’re going to run into is how do you satisfy the requirement for pre-test counseling. That would mean that you would have to give everyone specific pre-test counseling for HIV testing, which, in reality, is probably not practical, and might not be justifiable for the amount of resources it might take.

Ms. Roberts:

All the hospitals in this area already have this procedure in place, and their legal counsels have all approved this. That is why we’ve brought this to our legal counsel.

Dr. Deyton:

All those other hospitals, however, relate back to Missouri law, but VA does not. That is why we started out the discussion with talking about the federal law that governs VA practice, which in fact, is different from some state laws, and it does provide for a lot of confusion. For instance, if I’m a health care provider and I’m working in Washington University Medical Center, then I move over to the VA, I’m actually operating under two different laws. That’s why VA employees have to be familiar with VA law and VA regulations, and sometimes this does conflict with state law. So you are absolutely correct to take that to your Regional Counsel to evaluate that situation. Ken’s point is correct also, since VA’s requirement is for specific consent on a separate form with pre- and post-test counseling.

Dr. Berkowitz: 

I think it’s important to say, as we close our discussion, we are very sympathetic, and we will go to any length that we can within the rules to obtain the consent and to obtain the HIV test for the exposed workers benefit. There are people who have tried to get these regulations and laws changed, and to date, those efforts have met with a lot of resistance from lawmakers, and we have to face the reality that we have to work within the laws and within the rules. In fact, when you think about it, even though you might have a different opinion, there is ethical justification for the system being the way that it is, just as other people might argue there is ethical justification for changing that system.

FROM THE FIELD

Dr. Berkowitz:

Now I want to turn to our “From the Field” segment, where we take comments from our listeners on ethics topics not related to today’s call. Please remember, no specific consultation requests in this open format, but I invite you now to make your comments on other ethics-related topics, or to continue our discussion on Informed Consent for HIV Testing: Ethical Issues.

Cincinnati, OH VAMC:

Is there a written document that says employees have a right to know that status if a patient is HIV positive, and the guidelines for what occupational health should be doing for these exposures?

Ms. Prudhomme:

The occupational health professional has the right to access to patient’s health care record, but I wouldn’t characterize this is a right of access for all employees to access the patient’s HIV information. Occupational health can share that information with the employee to the extent that information is necessary to make a decision about PEP.

Dr. Berkowitz:

And to underscore that—the employee has access to the patient’s medical record for the purpose of taking care of the patient. And access for any other reason is not authorized, and should not be done. That is why exposed employees should go through occupational health, which can access that information.

Dr. Deyton:

VHA Directive 2002-048, Consent for HIV Testing in Patients who Lack Decision Making Ability, reviews some of these issues, and gives guidance on how to get consent and disclose that information. I think the summary of it is that the occupational health employee can access the patient’s medical record to determine if HIV testing has been done. If that testing has been done, then the occupational health employee can talk to the exposed employee and say, “my recommendation is that you should be on PEP,” or, “my recommendation is that you not be on PEP.” In terms of the actual release to the exposed employee of the HIV status of the patient, that should really be done by the occupational health employee, not by the exposed employee going directly to the patient’s medical record.

Alice Fields, Brooklyn, NY VAMC:

On the other hand, if it is part of the medical record, and the staffer is looking at the medical record for something else, then it’s pretty hard not to see that.

Dr. Berkowitz: 

If the staffer is exposed and is taking care of the patient, then the issue is not disclosure, the staffer already knows, and no one is asking the staffer to ignore information about the patient they already know.

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.

I 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. Lawrence Deyton, Mr. Troy Knighton, Nichelle Cherry, and other members of the Ethics Center and EES staff who support these calls.

· Let me remind you our next NET call will be on Wednesday, July 28, 2004 at 1 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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