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INTRODUCTION

Dr. Berkowitz:

Good day everyone. This is Ken Berkowitz. I am the Chief of the Ethics Consultation Service at the National Center for Ethics in Health Care and a physician at the VA NY Harbor Healthcare System. I am very pleased to welcome you all to today's National Ethics Teleconference. By sponsoring this series of calls, the Center provides an opportunity for regular education and open discussion of ethical concerns relevant to VHA. Each call features an educational presentation on an interesting ethics topic followed by an open, moderated discussion of that topic. After the discussion, we reserve the last few minutes of each call for our “From the Field” section. This will be your opportunity to speak up and let us know what is on your mind regarding ethics related topics other than the focus of today's call. 

ANNOUNCEMENTS

CME credits are available for listeners of this call. To receive CME credit for this course, you must attend 100% of the call, and complete the registration and evaluation process on the LMS website: https://www.lms.va.gov/plateau/user/login.jsp. To get a CME credit hour for participating in the conference call you must complete the registration and evaluation process by September 25, 2009. If you have any questions about this process or about the LMS website, please contact the Project Manager, John Whatley, PhD, at (205) 731-1812 x312 or by e-mail at John.Whatley@va.gov.

PRESENTATION

Dr. Berkowitz:

The National Center for Ethics is pleased to announce the publication of VHA Handbook 1004.01, “Informed Consent for Clinical Treatments and Procedures.” In today’s call, we will discuss several major changes that have been made to the prior version of this handbook. Joining me on today’s call, from the Ethics Center, is Karen Rasmussen, M.D., Chief, Ethics Policy. We are also pleased to be joined by several colleagues from the Public Health Strategic Health Care Group who will participate in the discussions on today’s call. 

As we begin today’s discussion, I’d like to point out that several of the revisions to Handbook 1004.01 incorporate new regulatory changes.  These include legal changes that provide authority to:

(1) Extend the time period during which a signed consent document remains valid  from 30 to 60 calendar days; 

(2) Eliminate the requirement for a third party witness (except in a few specific circumstances); 

(3) Expand the type of practitioners authorized to obtain informed consent;

(4) Eliminate the signature consent requirement for Human Immunodeficiency Virus (HIV) testing; and

(5) Eliminate the requirement for mandatory pre-test and post-test counseling for HIV. 

Given the complexity and number of these and additional changes to revised Handbook 1004.01, we will run today’s call somewhat differently from what we usually do. Other calls and venues are describing all of the changes. Today we will try to focus on several of the major changes – and in this ethics forum – try to promote open discussion about the thinking behind the changes. Instead of covering the content area and then having an open discussion of the entire content, we have decided to focus on four broad areas. We’ll present an overview of each topic area, and then pause to discuss each topic area in turn. Here are the four broad topic areas we’ll cover today:  
First, we will discuss how and why the revised Handbook expands the type of practitioners authorized to obtain informed consent.  Given the number of requests that the Ethics Consultation Service has received about the role of various health care professionals in the informed consent process, we know that this change will have wide-ranging effects on informed consent practices in the field. 

Second, we will discuss the concept of the new requirement of “specific oral consent” for “particularly sensitive” tests such as HIV or Hepatitis testing, MRSA screening, toxicology screening or genetic testing.  Such tests may have consequences beyond the test itself, because of the ramifications of the information that the test generates. For example, the information that one is colonized with MRSA will alter a patient’s care and might have ramifications for discharge. 

Third, we will discuss the ethical rationale for changes that streamline the HIV informed consent process, including a change that eliminates the signature consent requirement for HIV testing and replaces this with the requirement for specific oral consent. 

Finally, we will outline several procedural changes that will affect how those in the field conduct the informed consent process on a regular basis. For example, the new rules will eliminate the need – in most circumstances – for a witness to the signature consent, and will extend the length of time that the signature consent is valid from 30 to 60 days. We have both an ongoing commitment to protect the interests and choices of our patients and to streamline and clarify the informed consent process. 

Dr. Rasmussen, could you begin by reviewing the ethical issues related to informed consent in general?

Dr. Rasmussen: 

Ken, first of all I’d like to thank you for inviting me to talk on this call today.  VHA is very committed to providing a health care environment that promotes shared decision making. Informed consent for treatments and procedures is not optional, but essential to high quality patient care. Not only is informed consent integral to good clinical practice, it is required by ethical standards, VA policy, JCAHO standards, and Federal law.  Informed consent is a process that includes identifying the appropriate decision maker, providing information about a proposed treatment or procedure and its alternatives, supporting voluntary decision making, and documenting the process.

Dr. Berkowitz: 

Dr. Rasmussen, could you elaborate on the ethical standards and principles that support VA policy on informed consent?

Dr. Rasmussen: 
Empowering patients and promoting shared decision making are central values in the ethical delivery of health care, and informed consent for treatments and procedures is one of the most important ways in which these values are implemented.

The commitment to “doing the right thing” for our patients, and to avoid harm, also provide an ethical foundation for informed consent policy and practice. In the informed consent process, the practitioner is ethically responsible for ensuring that the patient has enough information about the risks and benefits of proposed treatments or procedures, alternatives to such treatments or procedures, and risks and benefits of no treatment at all, to make a decision. It is imperative that if the patient chooses to incur risks, he or she must be able to make this choice based on an understanding of the proper information. 

Dr. Berkowitz: 

Thank you, Dr. Rasmussen. Let’s turn now to the first major change in the revised Handbook that we will discuss today. The Ethics Consultation Service has received many requests about the role of various health care professionals in the informed consent process – for example, nurses or nurse practitioners.  The revised Handbook expands the types of practitioners authorized to obtain informed consent.  Dr. Rasmussen, which practitioners can now obtain informed consent?

Dr. Rasmussen:

Previously, the definition of practitioner in this Handbook permitted health care professionals to obtain informed consent only if they had clinical privileges to perform the procedure.  This was problematic for our health care professionals who work under scope of practice agreements.  
The new policy revises the definition of practitioner as follows: “Any physician, dentist, or health care professional who has been granted specific clinical privileges to perform the treatment or procedure.  For the purpose of this Handbook, the term practitioner also includes (1) medical and dental residents, regardless of whether they have been granted specific clinical privileges and – here is the addition - (2) other health care professionals whose scope of practice agreement or other formal delineation of job responsibility specifically permits them to obtain informed consent, and who are appropriately trained and authorized to perform the procedure or provide the treatment for which consent is being obtained.” 

Dr. Berkowitz:

What is the ethical rationale behind this change? 

Dr. Rasmussen:

In the current health care environment, mid-level practitioners assume many roles and responsibilities in the care of our Veteran population. For example, they are primary care practitioners, mental health providers, diabetic nurse specialists, first surgical assistants, sub-specialty screening consultants, nurse anesthetists, emergency triage personnel, etc.  In these roles, mid-level practitioners are frequently the primary responsible care provider and they prescribe, order, and perform treatments and procedures that require either oral or signature informed consent.  These health care professionals are responsible, trained, qualified, and authorized to perform these treatments and procedures and are quite knowledgeable about the information patients need to know in order to provide informed consent.  Additionally they may also have established a trusting relationship with patients, and are responsible for continuity of care.  The ethical intent of this policy is to ensure veterans receive both the type of information they need to provide an informed consent, and also receive that information from a practitioner who is qualified to answer their questions and discuss their concerns.

Dr. Berkowitz:

So, in the new revision of the Handbook, the range of practitioners who can obtain informed consent is expanded to fit better with current resources, practice patterns, and patient needs – health care professionals who are both appropriately trained and authorized to perform a procedure, or provide a treatment, and whose privileges or scope of practice allow them to obtain informed consent, can get the consent. Importantly, practitioners still cannot obtain informed consent for procedures that they themselves are not authorized to perform. Does anyone have any questions about the expanded role of some health care professionals in the informed consent process?

(Please note that we will describe those in the field who have questions as "caller(s)"; due to the static on the line during the day of the call, it was difficult to identify names and locations consistently.)

Caller:

Did the previous policy say that the person who obtains consent had to be a member of the team?
         I thought our policy stated that when you were doing surgery, the person getting the consent had to be from one of the team(s) that was in the operating room, which excluded others from getting consent for patients while the surgeons were in the operating room. 

Dr. Rasmussen: 
The person who is obtaining the consent has to be someone who is authorized to perform the procedure and has it within their scope of practice that they’re authorized to obtain consent to perform the procedure. 
Dr. Berkowitz:

So I think that the answer to your question is that unless you find specific language in the revised Handbook that says that the person has to be a team member, that as long as they fit the other definition of practitioner (that is, they can do the procedure themselves, are authorized to do the procedure, and are capable of having the consent discussion), then they would be a person who could get consent according to the revised Handbook. 

Caller:

I’m one of the clinical nurse leaders for Augusta, GA. My question is emergency room personnel. How do they fit in? Do they also have to be able to perform the procedure? 

Dr. Berkowitz:

That’s correct. Again the ethics behind it and the logic behind it is that the consent should be obtained by someone who would be capable of doing the procedure so that they can answer all of the questions appropriately. Again, this is a much broader definition than what we had before, where it had to be someone with clinical privileges and many people don’t work under clinical privileges. This revision broadens things out considerably. 

Dr. Rasmussen:

Yes, I think it’s really key to say that their scope of practice and their job delineation authorize them to be able to perform the procedure(s) themselves. It’s not just that they would be able to do it; it’s that they actually are authorized to perform the procedure. They have the training, the skills, and the knowledge to perform the procedure and their scope of practice authorizes them to perform the procedure. In addition, once they have that authorization, they must also be authorized to obtain consent for that procedure. 
Dr. Berkowitz:

Now, I’m going to move on to the next topic; if you have additional questions about the range of practitioners authorized to obtain consent, hold them to the discussion at the end and bring them back up then, please. 
The second major change that we will discuss today is the new requirement of “specific oral consent” for “particularly sensitive” tests. The previous Handbook referred to only two categories of informed consent: written and oral. Dr. Rasmussen, could you provide a few general comments about the process of informed consent to introduce the ethical considerations that motivated the Ethics Center to introduce the separate additional category of “specific oral consent”?  

Dr. Rasmussen:

When we refer to informed consent we are talking about the process by which a patient becomes informed about a medical recommendation and makes a decision to undergo the recommended treatment or procedure. The patient can provide that consent either orally (just by saying yes), or they may provide it in writing, which is called signature consent. Importantly, the policy on informed consent provides specific conditions for both oral consent and signature consent. When the informed consent process is of high ethical quality – whether it is for oral or written consent - the patient is provided information that a patient in similar circumstances would reasonably want to know, so they can make an informed decision on whether to accept or decline the recommended treatment or procedure. For treatments and procedures that are low risk and are within broadly accepted standards of medical practice, it may be sufficient to obtain oral consent for the entire treatment or procedure without explicitly discussing each of its component elements. For example, a practitioner may obtain consent for a panel of routine blood tests without explicitly discussing that the panel includes tests for sodium, potassium, chloride, etc.

Dr. Berkowitz:

So the patient should understand the components of their treatment plan and agree to them. This is documented through general documentation of the treatment plan in the patient’s health record – progress notes, orders, etc. and by the fact that the patient cooperates with the activities in the plan. The revised Handbook establishes a form of consent called “specific oral consent.” As I understand it, this means the patient must explicitly state that they agree to undergo certain specific tests, rather than simply agreeing to a general set of tests, like agreeing to have “routine blood tests” as part of their treatment for – say - pneumonia. The requirement for specific oral consent underscores VHA’s commitment to ensuring that patients are fully informed about proposed treatments or procedures. In the instance of particularly sensitive tests, it is ethically important for patients to be given specific information, and the opportunity to explicitly state their decision. Tests that we describe as “particularly sensitive” have consequences for a patient beyond the test itself – this generally is because although the tests seem routine, giving a blood or urine sample, for instance - the information they generate can be particularly sensitive. For example, the results of the test may be perceived as socially stigmatizing or have mandatory reporting requirements to public health agencies, or might even affect their employability or insurability. Can you give us some examples of what types of tests require “specific oral consent” under the new policy? 
Dr. Rasmussen:
Certainly Ken. I’d like to add that specific oral consent is a respectful way of engaging the patient in a shared decision making conversation, where the simple verbal expression of their decision is adequate to proceed with ordering tests and treatments, but where the results are of a level of significance that VA as a health care system has decided that specific documentation of the consent is warranted. We want our practitioners to recognize the sensitivity of these tests and document the consent in a note. The policy gives examples of tests that fall into this category. The list is not all inclusive, but the example tests identified in the Handbook as requiring specific oral consent include, but are not limited to, specific tests to identify illicit drug use, alcohol intoxication, diagnose HIV, Hepatitis C, Hepatitis B, screening for methicillin-resistant staphylococcus aureus (MRSA), sexually transmitted diseases, and inheritable genetic abnormalities. In these circumstances signature consent is not required; oral consent is sufficient but it must be specifically documented in the health record – probably most commonly this will be accomplished through a statement in a progress note acknowledging that the patient gave oral consent for the specific test.

Dr. Berkowitz:

You will note that we included HIV tests as one among several “particularly sensitive” tests that require “specific oral consent.” This provides a transition to talk about changes in HIV consent procedures. The revised Handbook streamlines the HIV informed consent process by eliminating previous VA requirements for signature consent and requiring “specific oral consent” instead. The revised Handbook also changes the requirement for pre and post-test counseling for HIV testing to a requirement to provide the patient with standard written educational materials about HIV testing. Dr. Rasmussen, can you share with us how VHA will revise the informed consent process for HIV testing while still ensuring patients receive the information they need to make informed decisions? 

Dr. Rasmussen:

During the past several decades, the medical community has learned a great deal about the management and treatment of HIV. We have learned that many patients go untested until late in the course of disease, thus missing out on effective and life prolonging early interventions. With the change in regulation, we now have the ability to streamline the HIV consent process by eliminating the requirement for signature consent and the previously established formal counseling process. Streamlining the process in this way has been shown to be effective in promoting HIV screening in other health care settings. By eliminating these requirements, VHA hopes to de-stigmatize HIV testing, increase early detection and treatment of HIV among the Veteran population, and underscore its commitment to advancing public health and clinical practices. HIV testing will now require “specific oral consent” rather than signature consent. And providers will be required to provide relevant educational materials to patients so they can make an informed decision about undergoing HIV testing and specifically document the patient’s consent in the health record. The educational materials include all of the information that was previously provided to patients during the formal pre-test counseling and is available electronically in the iMedConsent library. 

Dr. Berkowitz:

Thank you Dr. Rasmussen. Does anyone have questions about either the new description of “specific oral consent” in general, or the changes to informed consent for HIV testing? 

Caller:

I need clarification. You’re saying that it has to be specifically documented that oral consent was obtained, but if I read the Handbook correctly, it says that the practitioner must document. If it’s a nurse that’s documenting it, this would have to be in the nurse’s scope of practice, correct?  

Dr. Rasmussen:

Correct.
Dr. Berkowitz:

Practitioner as defined in the revised Handbook has been broadened to include people like you just mentioned, but yes, the nurse would need to be authorized to get HIV testing and be authorized to obtain informed consent for HIV testing. 

Caller:

Could you answer how you can reconcile the mandatory MRSA screening with the requirement for verbal consent that has to be documented? I think that practically is going to be a very difficult issue. 

Dr. Berkowitz:

There is no mandate for MRSA screening. There is a mandate that it be offered to patients. Patients don’t have to accept it. There’s a great brochure, I think it’s called “Should I Take the MRSA Test?” and again the mandate is for patients to be offered the MRSA screening at admission, transfer, and discharge, but like all other things we offer to patients, the patient has a choice of whether to accept or refuse. Does that clarify it?

Caller:

I think it’s a practical issue that’s very difficult; I would guess that that’s going to be a very hard thing to document across the board and really defeats the entire purpose if we think that this screening is important to do. 

Dr. Berkowitz:

Well, we’ve worked hard with the MRSA Initiative leadership. I’m on the MRSA advisory group. Dr. Jain, the head of the MRSA Initiative, is on board with this. In fact, there is no change with respect to this; staff just maybe noticing it now, but informed consent requirements for MRSA have always been exactly as they are now. Again, I think the important thing here is for patients to realize that we do think that this is important, we encourage screening, but patients really need to understand what it will mean for them: what a positive result will mean, what a negative result will mean, how it will impact their care, and that they do have a choice to participate or not. Again, the people on the MRSA Initiative are on board with this, understand the ethical imperative of not doing things to patients without their permission and to offer this to all patients. 

If you or anyone else has specific questions about that, you can send them in an email in the Outlook system to vhaethics@va.gov or you could work through your MRSA coordinator and bring specific questions to the MRSA Steering Committee or to Dr. Jain’s group or directly to me and we’ll make sure to get all those questions answered. The policies are pretty clear and I think they’re backed up by sound ethical underpinnings. 

Caller:

I don’t think you’re ever going to get any compliance on this. That would be impossible. 

Dr. Berkowitz:

Well, as far as I know, there’s tremendous compliance across the system on it.

Caller:

For the practitioner getting consent for MRSA swabs for every patient: I don’t think that’s going to happen.

Dr. Berkowitz: 
Let me just make it very clear and I’ll ask Karen to comment on it. It has to happen. If it’s not happening, then you need to review your policy and practices against VHA Handbook 1004.01. You will have to talk with the MRSA people, because if these practices aren’t happening, you’re health care practices are not ethically sound.

Caller:

I’m talking about documenting a note every time you do a swab on somebody that the patient gave consent to have it done. I just don’t think we’re going to see that. 
Dr. Berkowitz:

Again, the practitioner definition has been broadened / widened so that more people can document that. Karen, do you have a comment on that practice?  

Dr. Rasmussen:

I would support you, Ken, in your statement. Again with informed consent in VHA, the patient has a right to accept or decline any treatment or procedure that is being offered or recommended to them. The responsibility falls to the practitioner to obtain the consent of the patient, or to receive the patient’s refusal to participate or to undergo the treatment or procedure. In the case of MRSA screening, which is now identified as a test that requires specific oral consent, consent does need to be documented in the chart. I will also remind people that all consents are to be documented in the chart, and in the case of specific oral consent, it is not just a matter of saying that the patient consented to procedures, but that the patient consented to them specifically – for example, to have MRSA screening or to undergo HIV testing. 

Dr. Berkowitz:

If you find that your practices are not consistent with that, I’d encourage you to review that and think about it. If there’s a gap between what’s now your practice and the accepted standards, you might want to consider referring that ethics quality gap to your Preventive Ethics group within the IntegratedEthics Program. They might design or work with you on a quality improvement effort in that area. But again, this is not something that’s optional, and I know for a fact that it’s happening in many places, so it certainly is possible. 

Caller: 
I’m a registered nurse and I work in a mental health clinic. I give a lot of injections, like Haldol, and I wonder whether oral informed consent in such situations continues to be sufficient. 
Dr. Berkowitz:

The things that you’re describing, if they’re not particularly sensitive tests or treatments, if they would be part of the general oral consent, as opposed to the specific oral consent, those would be documented as part of the treatment plan in the progress notes, through orders, and through the fact that the patient agreed and actually took the injection. Each injection per se would not need to be specifically documented. That would be covered in documentation of the treatment plan in the regular notes.

Caller:

If the policy says that a particularly sensitive test needs specific oral consent, can the local facility make it more stringent and still get a written consent? 

Dr. Rasmussen:

Yes, absolutely. The facility can establish its own policy requiring a more stringent requirement on the consent process. That’s completely within the purview of the facility policy. They can continue to get signature consent when we’re saying they can get oral consent. 
Dr. Berkowitz:

And again, I think that that’s generally true. However, you don’t want to overly burden people; you don’t want to put in place barriers, so I think that HIV testing is a good example. People have argued strenuously that the higher requirement for signature consent has created a barrier to HIV testing. So, you don’t want to be more stringent in such a way that it either is an inefficient use of staff time, or is an overly burdensome thing for patients that creates a barrier. So I think there’s a fine line. Again, it’s up to you locally if you want to be more restrictive, in general I think that is true. However, if you’re really not sure, again, I think the best thing is to discuss it with your local ethics resources. Try to find practices that both assure that the appropriate information is exchanged, fits with the policy, and meets the needs of patients and staff.  
Dr. Valdiserri:

I’ve been trying to comment on that question about the written consent. And I do want to recognize that it is the National Ethics office that does determine policy around consent and not the Public Health group. But I have to tell you that we would be extremely concerned about a situation where a health care facility was continuing to require signature consent for HIV testing, given the legislative and regulatory changes. That is something that I just want to say for the record. That would be something that we would really want to weigh in on because of the substantial evidence showing that, not just within the VA but across the United States, individuals are not being diagnosed in a timely manner with HIV. And again I want to be careful about treading a line here, that my office does not set policy on informed consent for the VA. However, I would say to any facility that’s considering maintaining signature consent for HIV testing, that we would really try to work with you to try to understand what that was about, and actually try to work with you to implement specific oral consent as was described by Karen. 
Dr. Berkowitz:

And for those who don’t know Dr. Valdiserri, he’s the Chief Consultant with the VA Public Health Strategic Health Care Group. And I want to reinforce what he said and agree with it, and that’s the reason that I qualified what Dr. Rasmussen said. In general, people can make more stringent policies, but if what they do becomes problematic, if it puts a barrier or creates some other problem, then it’s not always OK. I think in this case the reason that the law was changed and relaxed, and the reason our policy was changed, was to encourage HIV testing to avoid and remove some things that were considered in the past to be barriers. And for HIV testing I would strongly encourage people to find ways to work within the policy without being more stringent or overly burdensome 

So I’ll say that if people are thinking about having a more stringent policy or practice with respect to that, this might be something you would want to discuss with your local ethics resources. Additionally you can discuss it with us in the Ethics Center; we can certainly involve our colleagues from Public Health to try to work out what are the best strategies. 
Again, it’s not required for HIV testing to have written consent for the reasons cited. Thank you, Dr. Valdiserri, for helping make that distinction. 

Caller: 

I’m looking at the revised Handbook on section 4.c. “VHA does not recognize ‘general’ or ‘blanket’ consent for medical treatment, but requires the patient’s separate consent for each treatment, procedure, therapeutic course of treatment for a particular problem or condition (e.g., inpatient or outpatient treatment for diabetes), or series of treatments (e.g., cycles of chemotherapy).” I’m also looking at the steps in the “Informed Consent Process” in section 13. Am I reading this correctly to say that if I decide that I want to treat a patient with diabetes with Glucotrol I have to go through 10 steps and then document oral informed consent for what I just told the patient? 

Dr. Berkowitz:

No, not at all. If you want to treat your patient with Glucotrol, you need to have a conversation with them, they need to understand their condition, they need to understand that you want to give them medicine, what it is, what are the alternatives, just like a regular communication that you would in good practice have with your patient about making a treatment plan. Your notes would have to document that treatment plan; your orders would have to reflect the decisions that were made; the patient would go to the pharmacy to pick up the medicine and take them; and we would say that the entire group of actions reflects that there was shared decision-making, consent, and the entire process was documented properly. This is not meant to be onerous. It’s meant to be practical: for example, if your patient is being admitted for pneumonia, and you say to them, “You have pneumonia, we’re going to bring you to the hospital, we’re going to do what tests are necessary for the treatment of pneumonia, give you an IV, antibiotics, and do some blood tests to make sure that it’s safe for you to have the pneumonia treatment, get some X-rays, and monitor you.” If that’s all documented and the patient goes along with it, that is how general oral consent is provided and documented. If, along the way, someone says, we’re going to swab your nose for MRSA as part of a screening procedure, or we’re going to do some genetic testing, or we’re going to do some of the other specific tests, or we’d like to get an HIV test, well that would have to be specifically noted in addition to the general treatment plan for pneumonia. Again, it’s meant to be practical, not onerous, just in general sort of a relaxation from what was there, but a reinforcement of the fact that everything that we do is part of shared decision making and patients have choices and that we proceed from there.

Dr. Rasmussen:

I would just like to add that, though you need to go through the treatment plan with the patient, document it, and order things appropriately, you also need to document that the patient consented to the treatment plan. It is not just that you had the conversation with them and then you proceeded to order everything. I agree with what Ken described, which is that the treatment plan has to be discussed with the patient, and the patient has to understand what is going to be done to them and why, and proceed through the shared decision-making process and provide consent. Additionally, if there are treatments or procedures that are done during the admission that would require signature consent, that signature consent is still required to be obtained. 
Dr. Berkowitz: 
Thank you, Karen, for adding that. We need now to move the discussion along. Up to this point in today’s discussion, we have discussed three major changes to the revised informed consent Handbook: the expanded role of some practitioners in the informed consent process; “specific oral consent” for “particularly sensitive tests”; and changes in the informed consent process for HIV testing. 

I want to reiterate - by no means are we covering all of the Handbook changes on today’s call. So I’d really like to encourage you all to read the revised Handbook carefully, as there are many changes that we have not covered during this call, but that will impact the practice of obtaining and documenting informed consent at your facility – carve out an hour and really become familiar with the new policy, it will be a very good investment of your time! A link to Handbook 1004.01 can be found on the National Center for Ethics in Health Care website at http://vaww.ethics.va.gov.

Before we turn to the concluding discussion portion of today’s call, I’ll ask Dr. Rasmussen to quickly review several other significant changes in the revised informed consent Handbook that will change the day to day process of obtaining informed consent, while at the same time ensuring continued protections for patients. Dr. Rasmussen, could you go over these important process changes?
Dr. Rasmussen: 

Briefly, I’d like to call your attention to four additional revisions that should help ensure that the informed consent process is uniform across facilities. 
First, signature consents are now valid for 60 days; previously they expired at 30 days. We expect this will relieve some of the workload issues facilities were encountering with scheduling surgical procedures. Since patients can change their mind at any time, and since things need to be reviewed whenever substantive changes occur, we feel that patient’s input into the process is still assured regardless of the time extension.
Second, signature consents no longer require third party witness signature, in most cases. Exceptions to this revision include: when the patient or surrogate signs using an “x” or other non-signature marking, and when the consent is obtained by telephone and not audio taped. We have no evidence that a witness’s signature proved helpful in the informed consent process in the past – either to patients or staff - so we eliminated this administrative requirement.

Third, usage of iMedConsent is required for documenting signature consent. There are only 4 exceptions to the use of iMedConsent. For situations where the exceptions apply, two new paper forms are provided in the appendices of the policy, 10-0431a and 10-0431b. VA Form OF 522 can no longer be used.

And finally, obtaining informed consent for a procedure “on the gurney” – or too late in the process for the patient to have a meaningful choice - is prohibited.

Dr. Berkowitz:

Thank you, Karen, for cataloguing just a few of the remaining changes. There are more, related to forced administration of psychotropic medication, source testing after occupational exposure, etc. Again, I can’t encourage you enough to actually read this policy, and make sure that the things that are in it are reflected in your current practices. Now, if you have questions that we don’t get to on today’s call, I want you to bring them to your local ethics resources. Every facility has an ethics consult team, which would be a good place to go if you have questions about the specific informed consent policy, you have an IntegratedEthics Council and Program and if those people need support, you can always contact us through our usual channels at vhaethics@va.gov on the Outlook system or you can email directly to any of us on the Consultation Service on the Ethics Center. 

This concludes our summary of the ethical thinking behind the major changes that have been incorporated into the revised VHA Handbook 1004.01, “Informed Consent for Clinical Treatments and Procedures.” It is apparent from this discussion how much effort has gone into these revisions and how much field input has informed this process. We know that we have covered a considerable amount of new and sometimes complicated materials in an effort to make it easier to implement the new policy at the local level. We can use the remaining time for further discussion. 
We just have a very few minutes to take maybe one or more questions. Anyone? 

Caller:

I just had a question. Are PICC nurses now allowed to obtain informed consent for placing PICC lines?

Dr. Berkowitz:

Well, if they meet the definition of a practitioner as defined in the policy, the answer to that would be yes, but I really encourage you to read the policy and decide for yourself. If you have questions, contact your local ethics resources or VHA ethics. 

Caller:

One other thing: We document by exception for our MRSA consents in our charts; the nurses obtain the MRSA swab and we explain it, give the brochure, and if the patient declines, then that is documented. Do we need to change our charting to indicate patient has given oral consent? 

Dr. Berkowitz: 
Yes, you do. 
Caller: 
I have a question. I’m a psychiatrist. Very often psychiatry is asked to comment on whether patients have or do not have the capacity to make informed decisions. Oftentimes the practitioner proposing the procedure is not sure. The new criteria about who can make a decision about informed consent and document it from the patient - do those requirements also apply to someone who is giving as a second opinion, as a psychiatric opinion, whether the person does or doesn’t have informed consent capability? 
Dr. Berkowitz:

It is my understanding that the determination of decisional capacity for the specific decision always is the responsibility of the responsible practitioner and ultimately the patient’s attending physician. They may want to call a mental health practitioner for help in that determination or in particular if there is an underlying mental health condition that might be better treated to restore capacity, but as far as I can tell, nothing in this policy changes how decision-making capacity decisions are handled. Is that correct, Karen?

Dr. Rasmussen:

Yes, that’s correct. It still falls to the practitioner to determine whether or not the patient has decision-making capacity and if they have a suspicion or concern that the patient does not have decision-making capacity, regarding the specific tests that are being discussed, it is the practitioner’s responsibility to assure that there is a formal assessment performed. 
Caller:

Would there be some kind of independent process, for example, if in the course of treating the patient a psychiatrist believed that a patient did have capacity or did not, and was in opposition to the determination of the proposed procedure-giver? Is there a process for that?

Dr. Berkowitz:

That’s a complicated question that we wouldn’t be able to specifically cover here, because I think that there are too many subtleties and nuances; capacity is not only decision-specific, but also time-specific. It would be up to all of the people involved in the care to work collegially and come up with some sort of a treatment plan. But again, if you have more specific questions about that, you should contact your local ethics consultation service or your local ethics resources, or we’d also be happy to help at vhaethics.@va.gov.

CONCLUSION
We are about out of time and I want to take the last minute of the call to thank everyone who has really worked very hard on the development, planning, and implementation of this call. It’s not a trivial task, and I really appreciate everyone’s effort, including Susan Owen, Karen Rasmussen, Barbara Chanko and our colleagues from the PHSHCG. I also want to acknowledge the EES staff and the VANTS staff who also support these calls. 
Please note that our web sites, http://vaww.ethics.va.gov or http://www.ethics.va.gov contain all of the summaries of prior National Ethics Teleconferences. If you’re on our email list, you will receive details about the posting of the summary of this call; the references that we described; an annotated bibliography; and announcements for upcoming National Ethics Teleconferences. Please let us know if you, or someone you know, don’t receive our e-mails, and wants to be put on our list, or if you have suggestions about topics for future calls or any question about this or other ethics-related matters. If you send them to us on Outlook, the address is vhaethics@va.gov, it will come to our Center and we’ll address it.

Our future NET Call schedule is in flux because of some staffing changes - Susan Owen, who has been instrumental in helping to coordinate these calls, is leaving VA to pursue related professional goals – she has been a huge help for these calls and we will miss her. Stay tuned to your Outlook email for further details about our NET call schedule for the fall. Thank you very much, everyone, and have a great day!  
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