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IntegratedEthics™
Improvement Forum Call
Ethics Rx – Signature Informed Consent Workflows – “Gurney Consent” and 
the Life Sustaining Treatment Decisions Initiative
8/10/15

Slide 1 - Welcome to Ethics Consultation Coordinators
This is Marilyn Mitchell.  I am the IntegratedEthics Manager for Ethics Consultation at the National Center for Ethics in Health Care and I will be moderating today’s IE Ethics Consultation Improvement Forum call.  Thank you for joining us today.  Our topic today is: Ethics Rx – Signature Informed Consent Workflows – “Gurney Consent” and the Life Sustaining Treatment Decisions Initiative.

During the first part of today’s Improvement Forum call Dr. Virginia Ashby Sharpe, Acting  Deputy Director and Chief of Ethics Policy at the National Center for Ethics in Health Care, will discuss the recent publication of the NCEHC’s EthicsRx on signature informed consent workflows with reference to the “gurney consent” provision in the Informed Consent Handbook. During the second part of the call, Dr. Jill Lowery, Ethics Policy Consultant, will discuss the soon-to-be-released national handbook, VHA Handbook 1004.03, Life-Sustaining Treatment Decisions:  Eliciting, Documenting, and Honoring Veterans’ Values, Goals, and Preferences. There are separate presentations for each topic attached.  Also attached is a copy of the EthicsRx.

If you did not receive a reminder email for this EC Improvement Forum call, it is possible you are not signed up for the IE listserv.  You can do so easily by going to the National Center’s website and under the Integrated Ethics portion of the website you will find it.  The link will be available in the minutes:  
http://vaww.ethics.va.gov/integratedethics/regindex.asp
The call schedule and summary notes are posted on the IntegratedEthics website at: http://vaww.ethics.va.gov/integratedethics/TA.asp
Before I continue I want to mention that other staff from the Ethics Center typically join the call and you may be hearing from them.  
Presentations shown on the call: 




Slide 2 - This meeting is a multimedia presentation requiring both audio and visual access. 	
· Audio will be available through VANTS: 800-767-1750 Access: 89506# and Online Meeting
· Visuals will be accessed through the Lync online meeting: Join online meeting
Please call the usual VANTS line AND join the Lync online meeting. 
If you are having technical difficulties, please contact your local IT department to assist you.

Slide 3 - Ground Rules – 
I need to briefly review the overall ground rules for these calls:
· PLEASE do not put the call on hold. 
· We ask that when you speak, you please begin by telling us your name, location and title so we can continue to get to know each other better.  
· As you may know the Ethics Center does not audiotape these calls; instead, we provide minutes.  In the field some VHA facilities are audiotaping the calls to make it possible for their colleagues to hear the full text of the discussion.  As a result, this is not the venue for reporting violations, talking about individual case information, or disclosing identifiable patient information.  
Part 1:  Ethics Rx – Signature Informed Consent Workflows – “Gurney Consent”

View the presentation by opening the PPT slides.  The Ethics Rx document is available for reference.



Now I’d like to open it up for comments and questions.  Please do not hesitate to speak up.

Q: What is an appropriate example of an asynchronous signature?
A: Asynchronous signature is a function of the iMedConsent™ software that allows signatures to be applied and saved when the patient (or surrogate) are at different locations or signing at different times. For example, if a patient (or surrogate) is at a CBOC and the practitioner is at the medical center, they may complete the informed consent discussion over the telephone and then CBOC staff can assist the patient (or surrogate) to sign in iMedConsent™, the signature can be saved and the practitioner can open the form and sign it from the medical center. This function is especially convenient when decisions are being made by a surrogate who would not otherwise come to the medical center; it is also convenient for practitioners and patients who want to complete the signature informed consent process before the day of the procedure.  To understand more about this option, please have a look at our December 17, 2014 FAQ: iMedConsent™ Asynchronous Signature: http://vaww.ethics.va.gov/docs/policy/faq_imedconsent_asynchronous_signature_121714.pdf

Q: Are you saying that the patient can be sedated before their signature is obtained?
A: No. As indicated in the EthicsRx, the practitioner must complete the  informed consent discussion by answering any remaining questions that the patient may have, and confirming the patient’s consent before the patient is sedated.

Part 2: The Life Sustaining Treatment Decisions Initiative

View the presentation by opening the PPT slides.  



Q: Are you indicating in the Life Sustaining Treatment (LST) Decisions Initiative that Resident physicians will now be able to enter DNAR orders that won't expire in 24 hours or will this time limitation remain in place?
A: The new policy is expected to allow LST orders, including DNR orders to be written by residents, APRNs, and PAs. The attending/delegating practitioner/supervising practitioner will be required to review those orders within 24 hours but will not need to rewrite them unless a change is needed.

Q: Do we know the timeline for when the new Life Sustaining Treatment Decisions Handbook will be issued?
A: The Handbook is in formal concurrence and we anticipate it will be released in 2 to 3 months. There will be an 18 month implementation timeline.

Q: Regarding slide #8 will the revised directive address/define "trained staff" regarding who can initiate the discussion - physician? NP? RN? LPN? other?
A: Yes, the policy will specify who is authorized to conduct a goals of care conversation and write the life-sustaining treatment progress note and orders. It will also specify  how other members of the team can support this process.  More information about this will be presented on the September 14, 2015 call.

Q:  For Veterans transferring between VHA facilities, would a state authorized portable order still be needed during transport outside a VHA facility (in addition to the LST order)?
A:  Yes.  State-authorized portable orders guide care that is delivered in the community, including by those who may be transporting patients between one facility and another.

Q:  Will LST orders be written when the patient has developed a terminal illness or before?
A:  LST orders are intended for patients who are at high risk for a life-threatening clinical event in the next 1-2 years.

Q:  Veterans will decide against a treatment like dialysis when they do not need it, but will request when indicated.  Will we not offer procedures if the Veteran has decided against it?
A:  LST orders are written when a patient is ready to make decisions about whether or not to limit specific life-sustaining treatments that are relevant to the patient’s condition.  If the Veteran indicates that there may be circumstances under which a specific life-sustaining treatment would be acceptable, then no orders to limit that treatment will be written.  If the Veteran has indicated that they would not want a specific treatment under any circumstances, orders will be written accordingly, and that treatment will not be offered.

Q:  I am wondering about the issue of patient and/or surrogate denial, and having these conversations 1-2 years prior to a life-threatening clinical event.
A:  Some patients change their minds about life-sustaining treatments over time.  When that occurs, practitioners should make an addendum to the original LST progress note (or write a new one) and change the LST orders to reflect the patient’s current decisions. And if a high-risk patient does not want to discuss goals of care and life-sustaining treatments, the practitioner should defer the conversation until the patient is ready.  
Q: What about home care Veterans who are seen in their homes by VA home based care staff - can the LST cover them at least when VA staff are in their homes?
A:  That’s an excellent question.  We will research the answer and present it during the IF Call presentation on September 14, when we will again be presenting on the Life-Sustaining Treatment Decisions initiative.

Thank you everyone for those questions & comments.  
Please remember, that like the rest of my New York colleagues, my door, my email, Marilyn.Mitchell@va.gov  and my phone (212-951-5477) are always open to hear from you.

The next EC Improvement Forum call will be on August 24th, 2015 on topic of End of the Year Wrap Up.  See you then.

Take care – and thank you for everything you do to deliver excellent care to our Veterans.
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IntegratedEthics Improvement Forum Call

EthicsRx: Signature Informed Consent Workflows: “Gurney Consent”





National Center for Ethics in Health Care

August 10, 2015







VETERANS HEALTH ADMINISTRATION

Good morning. My name is Ashby Sharpe, I am Acting Deputy Director here at the National Center for Ethics in Health Care and Chief of Ethics Policy. Our apologies for the garbled listserv announcements for these calls. We hope to have these technical difficulties fixed before the next call. 



During the first part of this morning’s Improvement Forum call we’ll discuss the recent publication of the NCEHC’s EthicsRx on signature informed consent workflows and, in particular, “gurney consent”. During the second part of the call, Dr. Jill Lowery will discuss the soon-to-be-released national handbook, VHA Handbook 1004.03, Life-Sustaining Treatment Decisions:  Eliciting, Documenting, and Honoring Veterans’ Values, Goals, and Preferences. There are separate PPTs for each topic. They are each under the Lync paperclip.

If you didn’t receive a reminder email for this Improvement Forum call, it is possible you are not signed up for the IE listserve.  You can do so easily by going to the National Center’s website and under the Integrated Ethics portion of the website you will find it.  The link will be available in the minutes:   http://vaww.ethics.va.gov/integratedethics/regindex.asp



The call schedule and summary notes are posted on the IntegratedEthics website at: http://vaww.ethics.va.gov/integratedethics/TA.asp



Before I continue I want to mention that other staff from the Ethics Center typically join the call and you may be hearing from them.  I also want to thank Lucy Potter and Basil Rowland for their behind-the-scenes work for this call.
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Joining this Meeting

Audio is through VANTS only: 

800-767-1750 Access: 89506#

 Slides and chat are through 

Online Lync Meeting- Join online meeting

When you log in to Lync you will see a box labeled “Meeting Audio,” with three options. 

Click “Do not join audio” and then “OK.”

Slides & other material are posted under the Lync paperclip
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Participating in the Meeting

A few ground rules

Please do not put the call on hold

Please do let us know your name, location and title if you have a comment or question

Please do NOT use any patient identifiable information or report any ethics violations
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VETERANS HEALTH ADMINISTRATION

Let me briefly review the overall ground rules for these calls:



PLEASE do not put the call on hold. 



We ask that when you speak, you please begin by telling us your name, location and title so we can continue to get to know each other better.  



As you may know the Ethics Center does not audiotape these calls; instead, we provide minutes.  In the field some VHA facilities are audiotaping the calls to make it possible for their colleagues to hear the full text of the discussion.  As a result, this is not the venue for reporting violations, talking about individual case information, or disclosing identifiable patient information
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Outline – Part 1

Re-launch of EthicsRx

EthicsRx: Signature Informed Consent Workflows- “Gurney Consent”

Background

“Gurney Consent” provision in VHA Handbook 1004.01, Informed Consent for Clinical Treatments and Procedures

Informed consent discussion

Completing the informed consent process with signatures
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VETERANS HEALTH ADMINISTRATION

Here is the outline for part 1 of today’s call. First I’ll briefly review the role of the NCEHC’s publication, EthicsRx. Second I’ll give an overview of our recently published EthicsRx on the “gurney consent” provision in VHA Handbook 1004.01 that clarifies ethically appropriate workflows for obtaining signature informed consent. 
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Re-launch of EthicsRx

EthicsRx is a recurring brief publication about health care ethics issues affecting the care of Veterans in VHA.

Each issue provides interpretation of and guidance on the implementation of a VHA policy for which the National Center for Ethics in Health Care is responsible or to which it contributes substantially. The goal of EthicsRx is to clarify policy, clear up misconceptions, and fill gaps in knowledge.

http://vaww.ethics.va.gov/pubs/EthicsRx.asp
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VETERANS HEALTH ADMINISTRATION

We’re happy to let you know that the NCEHC has re-launched EthicsRx ― which some of you may recall is a recurring brief publication about health care ethics issues affecting the care of Veterans in the VHA. Past topics addressed by EthicsRx have included mental health advance directives, DNR orders, and informed consent for MRSA screening. The publication has been on hold for a while, but has now been revived with the publication of EthicsRx: Signature Informed Consent Workflows - ‘Gurney Consent’.  



EthicsRx is an Ethics Center publication that provides interpretation of and guidance on the implementation of a VHA policy for which the NCEHC is responsible or to which is contributes substantially. The goal of EthicsRx is to clarify policy, clear up misconceptions, and fill gaps in knowledge. We plan to issue EthicsRx on a regular basis and will address policy issues brought to us by the field.

 

Here is the link to the NCEHC’s website where EthicsRx  is published. 
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Background

NCEHC received questions from the field about signature informed consent:

What is the role of mid-level providers in obtaining informed consent?

What are some ethically appropriate informed consent workflows, particularly when the practitioner who is conducting the procedure does not see the patient until  the day of the procedure?

EthicsRx developed in collaboration with the VA Gastroenterology Program.
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VETERANS HEALTH ADMINISTRATION

In recent months the Ethics Center has received a number of questions from the field – including some of you – regarding mid-level provider’s roles in obtaining informed consent and ethically appropriate signature informed consent workflows. Some of those questions are the result of efforts to improve Veteran’s access to care through streamlined treatment workflows. 



We have also been working closely with the VA Gastroenterology Program about informed consent workflows for treatments and procedures where the practitioner who will conduct the procedure does not see the patient until the day of the procedure, for example, colonoscopies. The EthicsRx: Signature Informed Consent Workflows- “Gurney Consent” is the direct result of these questions and our collaboration with the VA Gastroenterology Program. 
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“Gurney Consent” Provision

VHA Handbook 1004.01, Informed Consent for Clinical Treatments and Procedures (August, 2009), paragraph 13.b.(3) states, “Patients must not, as part of the routine practice of obtaining informed consent, be asked to sign consent forms ‘on the gurney’ or after they have been sedated in preparation for a procedure.” 

Language “on the gurney” is unclear and will be replaced when 1004.01 is revised.

Obligation to ensure that patients are adequately informed and given a meaningful opportunity to make their decision about whether to consent to a procedure or treatment.

EthicsRx clarifies ethically appropriate, policy-based signature informed consent workflows that can be implemented immediately.
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VETERANS HEALTH ADMINISTRATION

I’d like to start by providing some context for the “Gurney Consent” provision in VHA Handbook 1004.01, Informed Consent for Clinical Treatments and Procedures. Paragraph 13.b.(3) of the Handbook states, “Patients must not, as part of the routine practice of obtaining informed consent, be asked to sign consent forms ‘on the gurney’ or after they have been sedated in preparation for a procedure.” 



The “gurney consent” provision was included in VHA Handbook 1004.01 to help ensure that completion of signature informed consent does not occur so late in the process (including when the patient is on a gurney) that the patient feels pressured or forced to consent or is deprived of a meaningful choice because he or she is in a compromised position, for example, sedated or without reading glasses. 



The ethical and legal underpinning of this provision is that patients have the right to make informed, voluntary choices about recommended treatments and procedures. VA practitioners, in turn, have an ethical and a legal obligation to ensure that patients are adequately informed and given a meaningful opportunity to make their decision about whether to consent to a procedure or treatment.



In recent years, health care systems, including VA, have taken steps to improve efficiency and increase the number of patients successfully examined, screened and treated. These steps include a more team-based approach to providing care, and incorporate a variety of communication methods into practices that are convenient for patients and providers, including telehealth, telephone, mail, fax and face-to-face discussions. In some new processes, the patient does not see the practitioner who will conduct the procedure until the day of the procedure. Given these changes, it became obvious that the “gurney consent” provision in Handbook 1004.01 was unclear and needed to be replaced with detailed practical guidance for ethically appropriate, policy-based workflows for the signature informed consent process.   



When Handbook 1004.01 is next revised for re-issue, NCEHC will propose replacing the phrase “on the gurney” with language that clearly explains the workflows appropriate for ensuring a valid signature informed consent process. Until that time, this EthicsRx outlines those workflows including the role of the team in the informed consent discussion and when and how the practitioner and patient (or surrogate) can complete the informed consent process with signatures. The information provided in the EthicsRx is an official interpretation and clarification of the intent of Handbook 1004.01 and can be implemented immediately. 
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Informed Consent Discussion

The informed consent discussion can be initiated by the practitioner or by trained staff. 

The discussion can occur in person, by telephone or via videoconference.

The discussion can be supplemented by written education materials provided to the patient in person, by mail, fax, email or other methods. However, written materials cannot be provided to the patient (or surrogate) in lieu of the informed consent discussion.
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VETERANS HEALTH ADMINISTRATION

I won’t go into the details that you can find on the EthicsRx, but want to point out that the document describes workflows for the two main elements of the signature informed consent process: the informed consent discussion, and the completion of the informed consent with the signatures. 



As you know, the informed consent discussion is the basis for ensuring that patients are aware of the risks, benefits and alternatives of a recommended treatment or procedure before they decide whether to have it. 



The EthicsRx explains that the discussion can be initiated by the practitioner or by trained staff. The discussion can occur in person, by telephone or via videoconference. 



The discussion can be supplemented by written education materials provided to the patient in person, by mail, fax, email or other methods. However, written materials cannot be provided to the patient (or surrogate) in lieu of the informed consent discussion. 
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Completing the Informed Consent Process with Signatures 

The informed consent process is completed by the practitioner who answers the patient’s questions and confirms the patient’s consent prior to completing the informed consent process with signatures. 

The signatures may be obtained asynchronously or when the practitioner and patient are together in person.

For procedures where the patient and practitioner do not meet until the day of the procedure, (e.g., colonoscopy), see the EthicsRx.
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VETERANS HEALTH ADMINISTRATION

The placement of the signature by the patient (or surrogate) on the consent form documents the patient’s voluntary consent to the treatment or procedure based on the information provided about its risks, benefits and alternatives. The placement of the signature by the practitioner documents the practitioner’s attestation that the patient has been provided with appropriate information about the risks, benefits and alternatives of the treatment or procedure, has had the opportunity to have their questions answered, and voluntarily consents. 



As described in Handbook 1004.05, iMedConsent™, except under specified conditions, the signatures are documented using iMedConsent™. The signatures may be obtained using a variety of workflows, including asynchronously in iMedConsent and in person, with signatures applied to the consent form by both patient (or surrogate) and practitioner in iMedConsent.



For procedure workflows where the patient and practitioner do not meet until the day of the procedure, but the preparation for the procedure would be ordered and started prior to the procedure (e.g., colonoscopy), the EthicsRx provides detailed guidance. The summary of that guidance is that the patient’s signature can be obtained in the procedure room on the day of the procedure as long as the informed consent discussion, including information about the preparation, has been initiated by trained staff in advance of the procedure preparation, and the practitioner completes the informed consent discussion before sedation by answering any remaining questions that the patient may have, and confirming the patient’s consent. 
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Conclusion

While efficient workflows are required to promote access to care, efficiency should not be achieved at the expense of respecting and honoring the patients’ right to be informed about — and given a meaningful opportunity to make decisions about — their medical care.
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VETERANS HEALTH ADMINISTRATION

Just to wrap-up, I have provided only an overview of the information that is discussed in more detail in the EthicsRx. So, please use the EthicsRx as your primary source. Stepping back from these details, from a broader ethics perspective, its helpful and important to understand that the EthicsRx addresses a classic tension between efficiency, that is, our health care system’s goal of increasing the number of patients successfully examined, screened and treated and our ethical obligation to respect and honor every individual patient’s right to make informed decisions about their health care.  The bottom line is that although efficient workflows are required to promote access to care, efficiencies should not be achieved at the expense of respecting and honoring the patients’ right to be informed about — and given a meaningful opportunity to make decisions about — their medical care. Put differently, we’re not here to increase throughput, we’re here to provide patient-centered care consistent with the values of respect, integrity, and excellence. The EthicsRx is intended to provide clear, practical guidance that incorporates a variety of communication modalities and team-based approaches to achieve a patient-centered informed consent processes. 



All of the information I have provided in this PPT and discussion are included in the EthicsRx. Please pass along this information to your colleagues. The EthicsRx is available on the NCEHC’s website and this PPT will soon also be available on the NCEHC’s website.
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Questions?
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Resources

EthicsRx: Signature Informed Consent Workflows- “Gurney Consent”



VHA Handbook 1004.01, Informed Consent for Clinical Treatments and Procedures



VHA Handbook 1004.05, iMedConsent™



Questions: Contact Lucy Potter at: lucinda.potter@va.gov
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Signature Informed Consent Workflows:  
“Gurney Consent”  
 
The National Center for Ethics in Health Care 


(NCEHC) has received a number of questions 


regarding the “gurney consent” provision in VHA 


Handbook 1004.01, Informed Consent for Clinical 


Treatments and Procedures (August, 2009). 


Paragraph 13.b.(3) states, “Patients must not, as 


part of the routine practice of obtaining informed 


consent, be asked to sign consent forms ‘on the 


gurney’ or after they have been sedated in 


preparation for a procedure.”  


 


The “gurney consent” prohibition was included in 


VHA Handbook 1004.01 to help ensure that 


completion of signature informed consent does not 


occur so late in the process (including when the 


patient is on a gurney) that the patient feels 


pressured or forced to consent or is deprived of a 


meaningful choice because he or she is in a 


compromised position, for example, sedated or 


without reading glasses. VA practitioners have an 


ethical and a legal obligation to support the ethical 


underpinning of this provision, i.e., that patients 


have the right to make informed, voluntary choices 


about recommended treatments and procedures.  


 


In recent years, health care systems, including VA, 


have taken steps to improve efficiency and increase 


the number of patients successfully examined, 


screened and treated. These steps include a more 


team-based approach to providing care, and 


incorporate a variety of communication methods 


into practices that are convenient for patients and 


providers, including telehealth, telephone, mail, fax 


and face-to-face discussions. In some new processes, 


the patient does not see the practitioner who will 


perform the procedure until the day of the 


procedure. These improvements in workflow have 


created challenges in obtaining appropriate 


informed consent. 


 


When Handbook 1004.01 is next revised for re-issue, 


NCEHC will propose replacing the phrase “on the 


gurney” with language that clearly explains the 


workflows appropriate for ensuring a valid signature 


informed consent process. Until that time, 


appropriate workflows include the following 


elements: 


1. The informed consent discussion. The informed 


consent discussion is the basis for ensuring that 


patients are aware of the risks, benefits and 


alternatives of a recommended treatment or 


procedure before they decide whether to have 


it. The discussion can occur in person, by 


telephone or via videoconference, and can be 


conducted by the practitioner or delegated to 


trained team members. The discussion can be 


supplemented by written education materials 


provided to the patient in person, by mail, fax, 


email or other methods. However, written 


materials cannot be provided to the patient (or 


surrogate) in lieu of the informed consent 


discussion. The informed consent discussion may 


be initiated by trained staff and completed by 


the practitioner who answers the patient’s 


questions and confirms the patient’s consent 


prior to completing the informed consent 


process with signatures. At a minimum, every 


patient must be provided with relevant 


information and offered the opportunity to 


speak with the practitioner if they have any 


questions or concerns.                                           


2.                     


July 28, 2015 



http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=2055

http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=2055

http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=2055
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2. Completing the informed consent process with 


signatures. The placement of the signature by 


the patient (or surrogate) on the consent form 


documents the patient’s voluntary consent to 


the treatment or procedure based on the 


information provided about its risks, benefits 


and alternatives. The placement of the signature 


by the practitioner documents the practitioner’s 


attestation that the patient has been provided 


with appropriate information about the risks, 


benefits and alternatives of the treatment or 


procedure, has had the opportunity to have 


their questions answered, and voluntarily 


consents. As described in Handbook 1004.05, 


iMedConsent™, except under specified 


conditions, the signatures are documented using 


iMedConsent™. The signatures may be obtained 


using a variety of workflows, including:  


a. Asynchronously in iMedConsent™. 


iMedConsent™ allows for the signatures of 


the practitioner and the patient (or surrogate) 


to be obtained and saved at different times 


and/or locations. For example, a patient may 


receive education from trained staff at a 


CBOC, speak via telephone or 


videoconference with their practitioner at the 


medical center to answer any additional 


questions and complete the informed 


consent discussion. Then, with assistance, the 


patient can sign the consent form in 


iMedConsent™ while at the CBOC. The 


practitioner would then open the saved form 


and add his or her signature. (See FAQ: 


iMedConsent™ Asynchronous Signature for 


additional information.) 


 


 
 


 


b.   In person, with signatures applied to the 


consent form by both patient (or surrogate) 


and practitioner in iMedConsent™. For 


procedure workflows where the patient and 


practitioner do not meet until the day of the 


procedure, but the preparation for the 


procedure would be ordered and started 


prior to the procedure (e.g., colonoscopy), 


the patient’s signature can be obtained in 


the procedure room on the day of the 


procedure as long as these conditions have 


been met: The informed consent discussion, 


including information about the preparation, 


had been initiated by trained staff in advance 


of the procedure preparation, and the 


practitioner completes the informed consent 


discussion before sedation by answering any 


remaining questions that the patient may 


have, and confirming the patient’s consent. 


 


While efficient workflows are required to promote 


access to care, efficiency should not be achieved at 


the expense of respecting and honoring the 


patients’ right to be informed about — and given a 


meaningful opportunity to make decisions about — 


their medical care. 


 


For additional information on informed consent, 


please visit the National Center for Ethics in Health 


Care’s website at 


http://vaww.ethics.va.gov/activities/policy.asp 


 


                                                                                      



http://vaww.va.gov/vhapublications/ViewPublication.asp?pub_ID=3064

http://vaww.va.gov/vhapublications/ViewPublication.asp?pub_ID=3064

http://vaww.ethics.va.gov/docs/policy/faq_imedconsent_asynchronous_signature_121714.pdf

http://vaww.ethics.va.gov/docs/policy/faq_imedconsent_asynchronous_signature_121714.pdf

http://vaww.ethics.va.gov/activities/policy.asp
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Life-Sustaining Treatment 
(LST) Decisions Initiative

National quality improvement initiative to promote personalized, proactive, patient-driven care 



Goal:  

The life-sustaining treatment decisions of all Veterans who are at high risk of a life-threatening clinical event are proactively elicited, documented, and honored.
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This project is designed to improve patient-centered care for seriously ill patients by ensuring that the care each patient receives is aligned with his or her values and goals.



The goal:  the life-sustaining treatment decisions of all patients at high risk for a life-threatening clinical event are proactively elicited, documented clearly in the medical record, and honored.
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Life-Sustaining Treatment 
(LST) Decisions Initiative

Targeted at “high risk” patients: 

At risk for a life-threatening clinical event within 1-2 years, e.g., advanced CHF, COPD, cancer, cirrhosis, Alzheimer’s

Standardizes processes for:

Eliciting and documenting patient values, goals and         LST decisions 

Translating decisions into orders that do not expire
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This project promotes proactive conversations with patients who are known to be at risk for a life-threatening event due to a diagnosed condition – these are patients who are already sick, are at risk of a serious medical crisis, and we need to talk with them about their values, goals, and preferences before a crisis, before the patient loses decision-making capacity.  Through a new national policy and a slate of tools and resources, processes for eliciting and documenting this information will be standardized across VA, and for the first time, patients who are ready to make decisions about the life-sustaining treatments they would or wouldn’t want will have their decisions translated into medical orders that do not expire or auto-discontinue when the patient moves from one location of care to another within VA.

2



COMING SOON:
VHA Handbook 1004.03

Life-Sustaining Treatment Decisions:  Eliciting, Documenting, and Honoring Patients’ Values, Goals, and Preferences

Goals of care conversations are conducted proactively with high risk patients, and life-sustaining treatment (LST) decisions are based on the patient’s values and goals of care

LST plans are documented in easy-to-locate CPRS progress note and orders
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With the help of many key stakeholders from the field and from other Program Offices, the NCEHC has developing a new Life-Sustaining Treatment policy, VHA Handbook 1004.03, now making its way through the formal concurrence process.



The policy establishes processes for proactively discussing goals of care and life-sustaining treatment decisions with high risk patients, and recording those decisions in CPRS in orders that don’t expire.



This new process provides a mechanism for respecting patient preferences regarding life-sustaining treatments.  It is a way to ensure that the Veteran receives the life-sustaining treatments are consistent with their values and goals of care, and that the patient does not receive treatments that he or she does not want. 
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COMING SOON:
VHA Handbook 1004.03

Will replace VHA Handbook 1004.3, Do Not 

    Resuscitate (DNR) Protocols within the DVA



Facilities will have 18 months to implement practices changes outlined in the Handbook
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The new Handbook will replace VHA Handbook 1004.3, DNR Protocols with the Department of Veterans Affairs.



Facilities will have 18 months after the policy is published to fully implement new processes.
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Why should we change practices related to life-sustaining treatment decisions?

Discussions about goals and LST decisions are happening too late – after a health care crisis or loss of decision-making capacity



Advance directives, surrogate decision-making, state-authorized portable orders, and current DNR protocols leave gaps
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You might be thinking, “Patients can already express their preferences for care in advance directives or in state-authorized portable orders, and DNR orders are already available – how do LST orders add any value?”  Although all of these mechanisms to support patient autonomy are important, gaps remain.
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Potential Gaps
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Advance directives are used to indicate a patient’s general preferences for life-sustaining treatment in a range of hypothetical future circumstances, to guide decisions when patient has lost decision-making capacity.



However, living wills are often too simplistic or vague to be readily translated into the specific clinical decisions that arise in an individual patient’s care. In addition, because such documents are most useful when they are discussed in advance and well understood by health care providers and surrogates before orders are written, they are of limited use in emergency situations when the patient is receiving care from members of the health care team who are meeting the patient for the first time.



Often, advance directives are completed before the patient is diagnosed with a medical condition that places the patient at risk. People usually don’t complete their advance directives as part of a goals of care conversation with their health care team, or a discussion with the practitioner about the risks and benefits of life-sustaining treatments in the context of the patient’s condition. 
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Advance Directives





Can be vague, open to interpretation





Usually completed without discussion with provider





Usually completed without considering goals of care





Not orders – surrogate consent still required for all treatment decisions

Often completed before illness is known







Potential Gaps
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The authorized surrogate makes decisions on the patient’s behalf in the event the patients loses decision-making capacity. However, surrogates often do not have a clear understanding of patients’ preferences for life-sustaining treatments. A meta-analysis of sixteen studies found that surrogates were accurate in stating patient preferences for life-sustaining treatment in specific scenarios only 68 percent of the time.  Sometimes conflicts arise when there are multiple surrogates at the same levels of the surrogate hierarchy who can’t agree – for example, when the patient’s multiple adult children are authorized to make decisions for the patient as his next of kin.  And it’s very stressful on loved ones to have to make decisions about life-sustaining treatments, particularly when there are no clear indications of what the patient would choose in the present circumstances. 
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Surrogate Decision Makers





Often don’t know what the patient would choose





Emotionally difficult for loved ones to make decisions about life-sustaining treatment when  patients cannot speak for themselves

Conflicts  can arise when surrogates don’t agree about what the patient would have wanted 







Potential Gaps
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Some states have portable orders for life-sustaining treatment – like Oregon or Utah’s POLST – Physician Order for Life-Sustaining Treatment, or North Carolina’s MOST – Medical Orders for Scope of Treatment.  These orders ensure that patient’s decisions regarding life-sustaining treatment – such as for mechanical ventilation, feeding tubes, and CPR – are carried out in the community.  Unfortunately, not all states have state-authorized portable orders.  In addition, we haven’t had a way to write corresponding orders in CPRS other than for resuscitation in the event of cardiopulmonary arrest, and those orders have only been available for inpatients or CLC or hospice unit residents.
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State-Authorized Portable Orders





Not all states have SAPOs (e.g., POLST, MOLST, MOST)





Current mechanism for writing corresponding orders in CPRS is incomplete – DNR only











Potential Gaps
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There are other gaps associated with current DNR protocols:

 - they automatically expire when the patient is discharged or transferred from one level of care to another

 - when written by a resident, they expire in 24 hours and must be followed by an attending-authored DNR order

 - they only address the use of CPR in the event of cardiopulmonary arrest, but not decisions about other life-sustaining treatments, like feeding tubes, mechanical ventilation, or dialysis

 - are often only addressed when the patient is in the middle of a health crisis, usually when they are in the hospital and their care is managed by a provider the patient doesn’t know well

 - cannot be written by advance practice nurses or PAs, even if that person is the patient’s primary provider and knows the patient better than anyone else.
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Current Do Not Resuscitate Protocols





For inpatients and CLC/inpatient hospice residents only





Narrow focus on CPR





Expire on discharge or transfer 

Discussed during acute illness, often with provider not well-known to the patient

Resident-authored DNR orders expire in 24 hours

Cannot be written by APRNs or PAs



























It is well-recognized that we need to do a better job communicating with our seriously ill patients about their values, goals, and preferences.  The peer-reviewed literature strongly supports improved practices in this area.  The  recently released Institute of Medicine report on Dying in America made this clear, and this has also been a topic of focus in the popular press.  
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Coming Soon: 
LST Policy and Resources
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To accompany the new policy, we have developed a range of tools and resources to support new practices.  First, a new LST progress note template and LST order set for CPRS have been designed and tested to capture information about the patient’s goals of care and life-sustaining treatment decisions in CPRS.  (next slide)
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CPRS LST Order Set





Goals of Care Conversation Skills Training





Pocket Cards/Worksheets/Patient Booklets





Videos, Podcasts, Training Modules





Implementation Guide for Facilities





CPRS LST Progress Note Template



















New CPRS Tools

LST Progress Note Template

Documents a goals of care conversation 

Launches LST orders

Accessible from the CPRS Cover Sheet

LST Order Set

Covers a range of LST decisions (not just code status)

Defaults to the top of the Orders tab

LST orders do not expire or auto-discontinue

Can be written by APRNs, PAs, residents

FOR PATIENTS IN ANY CLINICAL SETTING
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A new LST progress note template has been developed to document goals of care conversations, and can be written for patients in any setting, by any licensed independent practitioner or supervised practitioner.  LST progress notes will be easily accessible through the Cover Sheet of the patient’s record, so all staff can easily find a record of the patient’s goals of care.  The progress note can automatically launch life-sustaining treatment orders corresponding to the decisions that are documented within the note.  These orders default to the top of the Orders tab, and do not expire or auto-discontinue as the patient moves from one location of care to another within VA.  In addition, resident-entered orders do not expire, and do not need to be followed by attending-authored orders.  The orders are flexible enough to capture the range of decisions a patient might make – for example, a patient may be open to a trial of mechanical ventilation to support them through a potentially reversible illness like pneumonia, but would not want to be on a mechanical ventilator indefinitely.  A patient may not want to be resuscitated in the event of  cardiopulmonary arrest, but may not want to limit the use of other LSTs.  The LST orders capture and reflect those decisions.



12



Coming Soon: LST Resources
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In addition to the progress note template and order set…



We have launched a Goals of Care Conversations Train-the-Trainer program during this past year.  We know that many of our providers who take care of seriously ill patients have never had formal training in conducting goals of care conversations, and this training program helps make available to them flexible, experiential, practical modules that can be delivered over a series of lunch and learn sessions.  We were able to train 80 providers as Goals of Care trainers, but had to discontinue due to budget issues that have affected many of us.  We hope to resume this training in some form in FY2016.



We have developed a range of other resources to help support high quality, proactive goals of care conversations – pocket cards, worksheets, materials for patients and families, podcasts, videos, and training modules.  



An Implementation Guide will be released at the same time as the new VHA Handbook to help field staff launch new practices in their facilities.  This step-by-step guide will help facilities with all aspects of the implementation process.  Because these changes involve adjustments to processes related to DNR orders and new orders for other LSTs, staff education is particularly important prior to “turning on” new processes, and the Implementation Guide will provide resources and guidance about successful implementation.  



We will also be providing access to a report about how many LST progress notes have been written in your facility, and in what clinical locations, to help facilities monitor implementation.
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CPRS LST Order Set





Goals of Care Conversation Skills Training





Pocket Cards/Worksheets/Patient Booklets





Videos, Podcasts, Training Modules





Implementation Guide for Facilities





CPRS LST Progress Note Template





























LST Decisions Initiative Demonstration
    Black Hills, Lovell, Madison, Salt Lake City





We have had the good fortune of working with four demonstration sites who have implemented and tested new LST processes and resources, working with us to improve every aspect of the project.  These sites include Black Hills, Lovell Federal Health Care Center in North Chicago, Madison, and Salt Lake City.
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LST Decisions Initiative Demonstration Project

Implemented and tested new processes and resources

Every element has been improved by their feedback

Lessons learned to be included in the Implementation Guide
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We have learned an enormous amount from this process, and the staff at our four sites have been invaluable in helping ensure that everything makes sense and works efficiently for the staff who take care of patients every day, and makes a real difference for our Veterans.  We have been hearing from our demonstration sites how this project has promoted better and more proactive conversations with high risk patients about their values and preferences, and how easy it is to find the patient’s goals of care and LST decisions in the record now.  We are very grateful to the staff at these sites for helping us to test and improve every aspect of this project.  Lessons learned from these sites will be included in the LST Facility Implementation Guide that will be released along with the new policy. 
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Possible IE Staff Roles

Revise facility policy

Educate staff

Champion practice changes

Respond to related ethics consults

Improve practices via PE Cycles
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Challenges Ahead

Changing the culture:  promoting proactive goals of care conversations with high risk patients
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As we look ahead, our biggest challenges involve promoting proactive conversations about goals of care and life-sustaining treatments in the outpatient setting.  This is not what primary care providers are used to doing, as outpatient providers have not been able to write LST orders in the past, and they didn’t have a place to document a high risk patient’s goals of care in a location that staff would be able to easily find.  Primary care providers often have limited time, and many have little training in how to do this well.  We hope that the Goals of Care training program will help build their skills, but there are other hurdles to overcome:

Concerns about access may make some reluctant to authorize extended or multiple appointments for these discussions, even though they pay great dividends in terms of ensuring that care is targeted to address the patient’s goals of care.

Since these conversations have traditionally not been seen as the responsibility of outpatient teams, other team members may not know what roles they can or should play to support the process – how can they help identify the right patients for these conversations, or help patients prepare for the discussion?



We are exploring best practices as they emerge, and will be sharing success stories as facilities move toward implementation of the new policy.  

17



More Information to Come

More information about the new LST policy and associated resources will be presented in the IE Improvement Forum call on September 14, 2015.
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LST Decisions Initiative







Questions/Comments
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Thanks for the opportunity to share information about the LST Decisions Initiative.  
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IntegratedEthics Improvement Forum Call

EthicsRx: Signature Informed Consent Workflows: “Gurney Consent”





National Center for Ethics in Health Care

August 10, 2015







VETERANS HEALTH ADMINISTRATION

Good morning. My name is Ashby Sharpe, I am Acting Deputy Director here at the National Center for Ethics in Health Care and Chief of Ethics Policy. Our apologies for the garbled listserv announcements for these calls. We hope to have these technical difficulties fixed before the next call. 



During the first part of this morning’s Improvement Forum call we’ll discuss the recent publication of the NCEHC’s EthicsRx on signature informed consent workflows and, in particular, “gurney consent”. During the second part of the call, Dr. Jill Lowery will discuss the soon-to-be-released national handbook, VHA Handbook 1004.03, Life-Sustaining Treatment Decisions:  Eliciting, Documenting, and Honoring Veterans’ Values, Goals, and Preferences. There are separate PPTs for each topic. They are each under the Lync paperclip.

If you didn’t receive a reminder email for this Improvement Forum call, it is possible you are not signed up for the IE listserve.  You can do so easily by going to the National Center’s website and under the Integrated Ethics portion of the website you will find it.  The link will be available in the minutes:   http://vaww.ethics.va.gov/integratedethics/regindex.asp



The call schedule and summary notes are posted on the IntegratedEthics website at: http://vaww.ethics.va.gov/integratedethics/TA.asp



Before I continue I want to mention that other staff from the Ethics Center typically join the call and you may be hearing from them.  I also want to thank Lucy Potter and Basil Rowland for their behind-the-scenes work for this call.
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Joining this Meeting

Audio is through VANTS only: 

800-767-1750 Access: 89506#

 Slides and chat are through 

Online Lync Meeting- Join online meeting

When you log in to Lync you will see a box labeled “Meeting Audio,” with three options. 

Click “Do not join audio” and then “OK.”

Slides & other material are posted under the Lync paperclip
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Participating in the Meeting

A few ground rules

Please do not put the call on hold

Please do let us know your name, location and title if you have a comment or question

Please do NOT use any patient identifiable information or report any ethics violations
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VETERANS HEALTH ADMINISTRATION

Let me briefly review the overall ground rules for these calls:



PLEASE do not put the call on hold. 



We ask that when you speak, you please begin by telling us your name, location and title so we can continue to get to know each other better.  



As you may know the Ethics Center does not audiotape these calls; instead, we provide minutes.  In the field some VHA facilities are audiotaping the calls to make it possible for their colleagues to hear the full text of the discussion.  As a result, this is not the venue for reporting violations, talking about individual case information, or disclosing identifiable patient information
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Outline – Part 1

Re-launch of EthicsRx

EthicsRx: Signature Informed Consent Workflows- “Gurney Consent”

Background

“Gurney Consent” provision in VHA Handbook 1004.01, Informed Consent for Clinical Treatments and Procedures

Informed consent discussion

Completing the informed consent process with signatures
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VETERANS HEALTH ADMINISTRATION

Here is the outline for part 1 of today’s call. First I’ll briefly review the role of the NCEHC’s publication, EthicsRx. Second I’ll give an overview of our recently published EthicsRx on the “gurney consent” provision in VHA Handbook 1004.01 that clarifies ethically appropriate workflows for obtaining signature informed consent. 
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Re-launch of EthicsRx

EthicsRx is a recurring brief publication about health care ethics issues affecting the care of Veterans in VHA.

Each issue provides interpretation of and guidance on the implementation of a VHA policy for which the National Center for Ethics in Health Care is responsible or to which it contributes substantially. The goal of EthicsRx is to clarify policy, clear up misconceptions, and fill gaps in knowledge.

http://vaww.ethics.va.gov/pubs/EthicsRx.asp
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VETERANS HEALTH ADMINISTRATION

We’re happy to let you know that the NCEHC has re-launched EthicsRx ― which some of you may recall is a recurring brief publication about health care ethics issues affecting the care of Veterans in the VHA. Past topics addressed by EthicsRx have included mental health advance directives, DNR orders, and informed consent for MRSA screening. The publication has been on hold for a while, but has now been revived with the publication of EthicsRx: Signature Informed Consent Workflows - ‘Gurney Consent’.  



EthicsRx is an Ethics Center publication that provides interpretation of and guidance on the implementation of a VHA policy for which the NCEHC is responsible or to which is contributes substantially. The goal of EthicsRx is to clarify policy, clear up misconceptions, and fill gaps in knowledge. We plan to issue EthicsRx on a regular basis and will address policy issues brought to us by the field.

 

Here is the link to the NCEHC’s website where EthicsRx  is published. 
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Background

NCEHC received questions from the field about signature informed consent:

What is the role of mid-level providers in obtaining informed consent?

What are some ethically appropriate informed consent workflows, particularly when the practitioner who is conducting the procedure does not see the patient until  the day of the procedure?

EthicsRx developed in collaboration with the VA Gastroenterology Program.
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VETERANS HEALTH ADMINISTRATION

In recent months the Ethics Center has received a number of questions from the field – including some of you – regarding mid-level provider’s roles in obtaining informed consent and ethically appropriate signature informed consent workflows. Some of those questions are the result of efforts to improve Veteran’s access to care through streamlined treatment workflows. 



We have also been working closely with the VA Gastroenterology Program about informed consent workflows for treatments and procedures where the practitioner who will conduct the procedure does not see the patient until the day of the procedure, for example, colonoscopies. The EthicsRx: Signature Informed Consent Workflows- “Gurney Consent” is the direct result of these questions and our collaboration with the VA Gastroenterology Program. 
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“Gurney Consent” Provision

VHA Handbook 1004.01, Informed Consent for Clinical Treatments and Procedures (August, 2009), paragraph 13.b.(3) states, “Patients must not, as part of the routine practice of obtaining informed consent, be asked to sign consent forms ‘on the gurney’ or after they have been sedated in preparation for a procedure.” 

Language “on the gurney” is unclear and will be replaced when 1004.01 is revised.

Obligation to ensure that patients are adequately informed and given a meaningful opportunity to make their decision about whether to consent to a procedure or treatment.

EthicsRx clarifies ethically appropriate, policy-based signature informed consent workflows that can be implemented immediately.
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VETERANS HEALTH ADMINISTRATION

I’d like to start by providing some context for the “Gurney Consent” provision in VHA Handbook 1004.01, Informed Consent for Clinical Treatments and Procedures. Paragraph 13.b.(3) of the Handbook states, “Patients must not, as part of the routine practice of obtaining informed consent, be asked to sign consent forms ‘on the gurney’ or after they have been sedated in preparation for a procedure.” 



The “gurney consent” provision was included in VHA Handbook 1004.01 to help ensure that completion of signature informed consent does not occur so late in the process (including when the patient is on a gurney) that the patient feels pressured or forced to consent or is deprived of a meaningful choice because he or she is in a compromised position, for example, sedated or without reading glasses. 



The ethical and legal underpinning of this provision is that patients have the right to make informed, voluntary choices about recommended treatments and procedures. VA practitioners, in turn, have an ethical and a legal obligation to ensure that patients are adequately informed and given a meaningful opportunity to make their decision about whether to consent to a procedure or treatment.



In recent years, health care systems, including VA, have taken steps to improve efficiency and increase the number of patients successfully examined, screened and treated. These steps include a more team-based approach to providing care, and incorporate a variety of communication methods into practices that are convenient for patients and providers, including telehealth, telephone, mail, fax and face-to-face discussions. In some new processes, the patient does not see the practitioner who will conduct the procedure until the day of the procedure. Given these changes, it became obvious that the “gurney consent” provision in Handbook 1004.01 was unclear and needed to be replaced with detailed practical guidance for ethically appropriate, policy-based workflows for the signature informed consent process.   



When Handbook 1004.01 is next revised for re-issue, NCEHC will propose replacing the phrase “on the gurney” with language that clearly explains the workflows appropriate for ensuring a valid signature informed consent process. Until that time, this EthicsRx outlines those workflows including the role of the team in the informed consent discussion and when and how the practitioner and patient (or surrogate) can complete the informed consent process with signatures. The information provided in the EthicsRx is an official interpretation and clarification of the intent of Handbook 1004.01 and can be implemented immediately. 
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Informed Consent Discussion

The informed consent discussion can be initiated by the practitioner or by trained staff. 

The discussion can occur in person, by telephone or via videoconference.

The discussion can be supplemented by written education materials provided to the patient in person, by mail, fax, email or other methods. However, written materials cannot be provided to the patient (or surrogate) in lieu of the informed consent discussion.
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VETERANS HEALTH ADMINISTRATION

I won’t go into the details that you can find on the EthicsRx, but want to point out that the document describes workflows for the two main elements of the signature informed consent process: the informed consent discussion, and the completion of the informed consent with the signatures. 



As you know, the informed consent discussion is the basis for ensuring that patients are aware of the risks, benefits and alternatives of a recommended treatment or procedure before they decide whether to have it. 



The EthicsRx explains that the discussion can be initiated by the practitioner or by trained staff. The discussion can occur in person, by telephone or via videoconference. 



The discussion can be supplemented by written education materials provided to the patient in person, by mail, fax, email or other methods. However, written materials cannot be provided to the patient (or surrogate) in lieu of the informed consent discussion. 



8



Completing the Informed Consent Process with Signatures 

The informed consent process is completed by the practitioner who answers the patient’s questions and confirms the patient’s consent prior to completing the informed consent process with signatures. 

The signatures may be obtained asynchronously or when the practitioner and patient are together in person.

For procedures where the patient and practitioner do not meet until the day of the procedure, (e.g., colonoscopy), see the EthicsRx.
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VETERANS HEALTH ADMINISTRATION

The placement of the signature by the patient (or surrogate) on the consent form documents the patient’s voluntary consent to the treatment or procedure based on the information provided about its risks, benefits and alternatives. The placement of the signature by the practitioner documents the practitioner’s attestation that the patient has been provided with appropriate information about the risks, benefits and alternatives of the treatment or procedure, has had the opportunity to have their questions answered, and voluntarily consents. 



As described in Handbook 1004.05, iMedConsent™, except under specified conditions, the signatures are documented using iMedConsent™. The signatures may be obtained using a variety of workflows, including asynchronously in iMedConsent and in person, with signatures applied to the consent form by both patient (or surrogate) and practitioner in iMedConsent.



For procedure workflows where the patient and practitioner do not meet until the day of the procedure, but the preparation for the procedure would be ordered and started prior to the procedure (e.g., colonoscopy), the EthicsRx provides detailed guidance. The summary of that guidance is that the patient’s signature can be obtained in the procedure room on the day of the procedure as long as the informed consent discussion, including information about the preparation, has been initiated by trained staff in advance of the procedure preparation, and the practitioner completes the informed consent discussion before sedation by answering any remaining questions that the patient may have, and confirming the patient’s consent. 
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Conclusion

While efficient workflows are required to promote access to care, efficiency should not be achieved at the expense of respecting and honoring the patients’ right to be informed about — and given a meaningful opportunity to make decisions about — their medical care.
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VETERANS HEALTH ADMINISTRATION

Just to wrap-up, I have provided only an overview of the information that is discussed in more detail in the EthicsRx. So, please use the EthicsRx as your primary source. Stepping back from these details, from a broader ethics perspective, its helpful and important to understand that the EthicsRx addresses a classic tension between efficiency, that is, our health care system’s goal of increasing the number of patients successfully examined, screened and treated and our ethical obligation to respect and honor every individual patient’s right to make informed decisions about their health care.  The bottom line is that although efficient workflows are required to promote access to care, efficiencies should not be achieved at the expense of respecting and honoring the patients’ right to be informed about — and given a meaningful opportunity to make decisions about — their medical care. Put differently, we’re not here to increase throughput, we’re here to provide patient-centered care consistent with the values of respect, integrity, and excellence. The EthicsRx is intended to provide clear, practical guidance that incorporates a variety of communication modalities and team-based approaches to achieve a patient-centered informed consent processes. 



All of the information I have provided in this PPT and discussion are included in the EthicsRx. Please pass along this information to your colleagues. The EthicsRx is available on the NCEHC’s website and this PPT will soon also be available on the NCEHC’s website.
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Questions?
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Resources

EthicsRx: Signature Informed Consent Workflows- “Gurney Consent”



VHA Handbook 1004.01, Informed Consent for Clinical Treatments and Procedures



VHA Handbook 1004.05, iMedConsent™



Questions: Contact Lucy Potter at: lucinda.potter@va.gov
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Signature Informed Consent Workflows:  
“Gurney Consent”  
 
The National Center for Ethics in Health Care 


(NCEHC) has received a number of questions 


regarding the “gurney consent” provision in VHA 


Handbook 1004.01, Informed Consent for Clinical 


Treatments and Procedures (August, 2009). 


Paragraph 13.b.(3) states, “Patients must not, as 


part of the routine practice of obtaining informed 


consent, be asked to sign consent forms ‘on the 


gurney’ or after they have been sedated in 


preparation for a procedure.”  


 


The “gurney consent” prohibition was included in 


VHA Handbook 1004.01 to help ensure that 


completion of signature informed consent does not 


occur so late in the process (including when the 


patient is on a gurney) that the patient feels 


pressured or forced to consent or is deprived of a 


meaningful choice because he or she is in a 


compromised position, for example, sedated or 


without reading glasses. VA practitioners have an 


ethical and a legal obligation to support the ethical 


underpinning of this provision, i.e., that patients 


have the right to make informed, voluntary choices 


about recommended treatments and procedures.  


 


In recent years, health care systems, including VA, 


have taken steps to improve efficiency and increase 


the number of patients successfully examined, 


screened and treated. These steps include a more 


team-based approach to providing care, and 


incorporate a variety of communication methods 


into practices that are convenient for patients and 


providers, including telehealth, telephone, mail, fax 


and face-to-face discussions. In some new processes, 


the patient does not see the practitioner who will 


perform the procedure until the day of the 


procedure. These improvements in workflow have 


created challenges in obtaining appropriate 


informed consent. 


 


When Handbook 1004.01 is next revised for re-issue, 


NCEHC will propose replacing the phrase “on the 


gurney” with language that clearly explains the 


workflows appropriate for ensuring a valid signature 


informed consent process. Until that time, 


appropriate workflows include the following 


elements: 


1. The informed consent discussion. The informed 


consent discussion is the basis for ensuring that 


patients are aware of the risks, benefits and 


alternatives of a recommended treatment or 


procedure before they decide whether to have 


it. The discussion can occur in person, by 


telephone or via videoconference, and can be 


conducted by the practitioner or delegated to 


trained team members. The discussion can be 


supplemented by written education materials 


provided to the patient in person, by mail, fax, 


email or other methods. However, written 


materials cannot be provided to the patient (or 


surrogate) in lieu of the informed consent 


discussion. The informed consent discussion may 


be initiated by trained staff and completed by 


the practitioner who answers the patient’s 


questions and confirms the patient’s consent 


prior to completing the informed consent 


process with signatures. At a minimum, every 


patient must be provided with relevant 


information and offered the opportunity to 


speak with the practitioner if they have any 


questions or concerns.                                           


2.                     


July 28, 2015 
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2. Completing the informed consent process with 


signatures. The placement of the signature by 


the patient (or surrogate) on the consent form 


documents the patient’s voluntary consent to 


the treatment or procedure based on the 


information provided about its risks, benefits 


and alternatives. The placement of the signature 


by the practitioner documents the practitioner’s 


attestation that the patient has been provided 


with appropriate information about the risks, 


benefits and alternatives of the treatment or 


procedure, has had the opportunity to have 


their questions answered, and voluntarily 


consents. As described in Handbook 1004.05, 


iMedConsent™, except under specified 


conditions, the signatures are documented using 


iMedConsent™. The signatures may be obtained 


using a variety of workflows, including:  


a. Asynchronously in iMedConsent™. 


iMedConsent™ allows for the signatures of 


the practitioner and the patient (or surrogate) 


to be obtained and saved at different times 


and/or locations. For example, a patient may 


receive education from trained staff at a 


CBOC, speak via telephone or 


videoconference with their practitioner at the 


medical center to answer any additional 


questions and complete the informed 


consent discussion. Then, with assistance, the 


patient can sign the consent form in 


iMedConsent™ while at the CBOC. The 


practitioner would then open the saved form 


and add his or her signature. (See FAQ: 


iMedConsent™ Asynchronous Signature for 


additional information.) 


 


 
 


 


b.   In person, with signatures applied to the 


consent form by both patient (or surrogate) 


and practitioner in iMedConsent™. For 


procedure workflows where the patient and 


practitioner do not meet until the day of the 


procedure, but the preparation for the 


procedure would be ordered and started 


prior to the procedure (e.g., colonoscopy), 


the patient’s signature can be obtained in 


the procedure room on the day of the 


procedure as long as these conditions have 


been met: The informed consent discussion, 


including information about the preparation, 


had been initiated by trained staff in advance 


of the procedure preparation, and the 


practitioner completes the informed consent 


discussion before sedation by answering any 


remaining questions that the patient may 


have, and confirming the patient’s consent. 


 


While efficient workflows are required to promote 


access to care, efficiency should not be achieved at 


the expense of respecting and honoring the 


patients’ right to be informed about — and given a 


meaningful opportunity to make decisions about — 


their medical care. 


 


For additional information on informed consent, 


please visit the National Center for Ethics in Health 


Care’s website at 


http://vaww.ethics.va.gov/activities/policy.asp 
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Life-Sustaining Treatment 
(LST) Decisions Initiative

National quality improvement initiative to promote personalized, proactive, patient-driven care 



Goal:  

The life-sustaining treatment decisions of all Veterans who are at high risk of a life-threatening clinical event are proactively elicited, documented, and honored.
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This project is designed to improve patient-centered care for seriously ill patients by ensuring that the care each patient receives is aligned with his or her values and goals.



The goal:  the life-sustaining treatment decisions of all patients at high risk for a life-threatening clinical event are proactively elicited, documented clearly in the medical record, and honored.
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Life-Sustaining Treatment 
(LST) Decisions Initiative

Targeted at “high risk” patients: 

At risk for a life-threatening clinical event within 1-2 years, e.g., advanced CHF, COPD, cancer, cirrhosis, Alzheimer’s

Standardizes processes for:

Eliciting and documenting patient values, goals and         LST decisions 

Translating decisions into orders that do not expire
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This project promotes proactive conversations with patients who are known to be at risk for a life-threatening event due to a diagnosed condition – these are patients who are already sick, are at risk of a serious medical crisis, and we need to talk with them about their values, goals, and preferences before a crisis, before the patient loses decision-making capacity.  Through a new national policy and a slate of tools and resources, processes for eliciting and documenting this information will be standardized across VA, and for the first time, patients who are ready to make decisions about the life-sustaining treatments they would or wouldn’t want will have their decisions translated into medical orders that do not expire or auto-discontinue when the patient moves from one location of care to another within VA.
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COMING SOON:
VHA Handbook 1004.03

Life-Sustaining Treatment Decisions:  Eliciting, Documenting, and Honoring Patients’ Values, Goals, and Preferences

Goals of care conversations are conducted proactively with high risk patients, and life-sustaining treatment (LST) decisions are based on the patient’s values and goals of care

LST plans are documented in easy-to-locate CPRS progress note and orders

3





With the help of many key stakeholders from the field and from other Program Offices, the NCEHC has developing a new Life-Sustaining Treatment policy, VHA Handbook 1004.03, now making its way through the formal concurrence process.



The policy establishes processes for proactively discussing goals of care and life-sustaining treatment decisions with high risk patients, and recording those decisions in CPRS in orders that don’t expire.



This new process provides a mechanism for respecting patient preferences regarding life-sustaining treatments.  It is a way to ensure that the Veteran receives the life-sustaining treatments are consistent with their values and goals of care, and that the patient does not receive treatments that he or she does not want. 
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COMING SOON:
VHA Handbook 1004.03

Will replace VHA Handbook 1004.3, Do Not 

    Resuscitate (DNR) Protocols within the DVA



Facilities will have 18 months to implement practices changes outlined in the Handbook
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The new Handbook will replace VHA Handbook 1004.3, DNR Protocols with the Department of Veterans Affairs.



Facilities will have 18 months after the policy is published to fully implement new processes.
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Why should we change practices related to life-sustaining treatment decisions?

Discussions about goals and LST decisions are happening too late – after a health care crisis or loss of decision-making capacity



Advance directives, surrogate decision-making, state-authorized portable orders, and current DNR protocols leave gaps
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You might be thinking, “Patients can already express their preferences for care in advance directives or in state-authorized portable orders, and DNR orders are already available – how do LST orders add any value?”  Although all of these mechanisms to support patient autonomy are important, gaps remain.
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Potential Gaps
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Advance directives are used to indicate a patient’s general preferences for life-sustaining treatment in a range of hypothetical future circumstances, to guide decisions when patient has lost decision-making capacity.



However, living wills are often too simplistic or vague to be readily translated into the specific clinical decisions that arise in an individual patient’s care. In addition, because such documents are most useful when they are discussed in advance and well understood by health care providers and surrogates before orders are written, they are of limited use in emergency situations when the patient is receiving care from members of the health care team who are meeting the patient for the first time.



Often, advance directives are completed before the patient is diagnosed with a medical condition that places the patient at risk. People usually don’t complete their advance directives as part of a goals of care conversation with their health care team, or a discussion with the practitioner about the risks and benefits of life-sustaining treatments in the context of the patient’s condition. 
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Advance Directives





Can be vague, open to interpretation





Usually completed without discussion with provider





Usually completed without considering goals of care





Not orders – surrogate consent still required for all treatment decisions

Often completed before illness is known







Potential Gaps
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The authorized surrogate makes decisions on the patient’s behalf in the event the patients loses decision-making capacity. However, surrogates often do not have a clear understanding of patients’ preferences for life-sustaining treatments. A meta-analysis of sixteen studies found that surrogates were accurate in stating patient preferences for life-sustaining treatment in specific scenarios only 68 percent of the time.  Sometimes conflicts arise when there are multiple surrogates at the same levels of the surrogate hierarchy who can’t agree – for example, when the patient’s multiple adult children are authorized to make decisions for the patient as his next of kin.  And it’s very stressful on loved ones to have to make decisions about life-sustaining treatments, particularly when there are no clear indications of what the patient would choose in the present circumstances. 
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Surrogate Decision Makers





Often don’t know what the patient would choose





Emotionally difficult for loved ones to make decisions about life-sustaining treatment when  patients cannot speak for themselves

Conflicts  can arise when surrogates don’t agree about what the patient would have wanted 







Potential Gaps
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Some states have portable orders for life-sustaining treatment – like Oregon or Utah’s POLST – Physician Order for Life-Sustaining Treatment, or North Carolina’s MOST – Medical Orders for Scope of Treatment.  These orders ensure that patient’s decisions regarding life-sustaining treatment – such as for mechanical ventilation, feeding tubes, and CPR – are carried out in the community.  Unfortunately, not all states have state-authorized portable orders.  In addition, we haven’t had a way to write corresponding orders in CPRS other than for resuscitation in the event of cardiopulmonary arrest, and those orders have only been available for inpatients or CLC or hospice unit residents.
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State-Authorized Portable Orders





Not all states have SAPOs (e.g., POLST, MOLST, MOST)





Current mechanism for writing corresponding orders in CPRS is incomplete – DNR only











Potential Gaps
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There are other gaps associated with current DNR protocols:

 - they automatically expire when the patient is discharged or transferred from one level of care to another

 - when written by a resident, they expire in 24 hours and must be followed by an attending-authored DNR order

 - they only address the use of CPR in the event of cardiopulmonary arrest, but not decisions about other life-sustaining treatments, like feeding tubes, mechanical ventilation, or dialysis

 - are often only addressed when the patient is in the middle of a health crisis, usually when they are in the hospital and their care is managed by a provider the patient doesn’t know well

 - cannot be written by advance practice nurses or PAs, even if that person is the patient’s primary provider and knows the patient better than anyone else.
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Current Do Not Resuscitate Protocols





For inpatients and CLC/inpatient hospice residents only





Narrow focus on CPR





Expire on discharge or transfer 

Discussed during acute illness, often with provider not well-known to the patient

Resident-authored DNR orders expire in 24 hours

Cannot be written by APRNs or PAs



























It is well-recognized that we need to do a better job communicating with our seriously ill patients about their values, goals, and preferences.  The peer-reviewed literature strongly supports improved practices in this area.  The  recently released Institute of Medicine report on Dying in America made this clear, and this has also been a topic of focus in the popular press.  
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Coming Soon: 
LST Policy and Resources
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To accompany the new policy, we have developed a range of tools and resources to support new practices.  First, a new LST progress note template and LST order set for CPRS have been designed and tested to capture information about the patient’s goals of care and life-sustaining treatment decisions in CPRS.  (next slide)
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CPRS LST Order Set





Goals of Care Conversation Skills Training





Pocket Cards/Worksheets/Patient Booklets





Videos, Podcasts, Training Modules





Implementation Guide for Facilities





CPRS LST Progress Note Template



















New CPRS Tools

LST Progress Note Template

Documents a goals of care conversation 

Launches LST orders

Accessible from the CPRS Cover Sheet

LST Order Set

Covers a range of LST decisions (not just code status)

Defaults to the top of the Orders tab

LST orders do not expire or auto-discontinue

Can be written by APRNs, PAs, residents

FOR PATIENTS IN ANY CLINICAL SETTING
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A new LST progress note template has been developed to document goals of care conversations, and can be written for patients in any setting, by any licensed independent practitioner or supervised practitioner.  LST progress notes will be easily accessible through the Cover Sheet of the patient’s record, so all staff can easily find a record of the patient’s goals of care.  The progress note can automatically launch life-sustaining treatment orders corresponding to the decisions that are documented within the note.  These orders default to the top of the Orders tab, and do not expire or auto-discontinue as the patient moves from one location of care to another within VA.  In addition, resident-entered orders do not expire, and do not need to be followed by attending-authored orders.  The orders are flexible enough to capture the range of decisions a patient might make – for example, a patient may be open to a trial of mechanical ventilation to support them through a potentially reversible illness like pneumonia, but would not want to be on a mechanical ventilator indefinitely.  A patient may not want to be resuscitated in the event of  cardiopulmonary arrest, but may not want to limit the use of other LSTs.  The LST orders capture and reflect those decisions.
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Coming Soon: LST Resources
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In addition to the progress note template and order set…



We have launched a Goals of Care Conversations Train-the-Trainer program during this past year.  We know that many of our providers who take care of seriously ill patients have never had formal training in conducting goals of care conversations, and this training program helps make available to them flexible, experiential, practical modules that can be delivered over a series of lunch and learn sessions.  We were able to train 80 providers as Goals of Care trainers, but had to discontinue due to budget issues that have affected many of us.  We hope to resume this training in some form in FY2016.



We have developed a range of other resources to help support high quality, proactive goals of care conversations – pocket cards, worksheets, materials for patients and families, podcasts, videos, and training modules.  



An Implementation Guide will be released at the same time as the new VHA Handbook to help field staff launch new practices in their facilities.  This step-by-step guide will help facilities with all aspects of the implementation process.  Because these changes involve adjustments to processes related to DNR orders and new orders for other LSTs, staff education is particularly important prior to “turning on” new processes, and the Implementation Guide will provide resources and guidance about successful implementation.  



We will also be providing access to a report about how many LST progress notes have been written in your facility, and in what clinical locations, to help facilities monitor implementation.
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CPRS LST Order Set





Goals of Care Conversation Skills Training





Pocket Cards/Worksheets/Patient Booklets





Videos, Podcasts, Training Modules





Implementation Guide for Facilities





CPRS LST Progress Note Template





























LST Decisions Initiative Demonstration
    Black Hills, Lovell, Madison, Salt Lake City





We have had the good fortune of working with four demonstration sites who have implemented and tested new LST processes and resources, working with us to improve every aspect of the project.  These sites include Black Hills, Lovell Federal Health Care Center in North Chicago, Madison, and Salt Lake City.
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LST Decisions Initiative Demonstration Project

Implemented and tested new processes and resources

Every element has been improved by their feedback

Lessons learned to be included in the Implementation Guide
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We have learned an enormous amount from this process, and the staff at our four sites have been invaluable in helping ensure that everything makes sense and works efficiently for the staff who take care of patients every day, and makes a real difference for our Veterans.  We have been hearing from our demonstration sites how this project has promoted better and more proactive conversations with high risk patients about their values and preferences, and how easy it is to find the patient’s goals of care and LST decisions in the record now.  We are very grateful to the staff at these sites for helping us to test and improve every aspect of this project.  Lessons learned from these sites will be included in the LST Facility Implementation Guide that will be released along with the new policy. 
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Possible IE Staff Roles

Revise facility policy

Educate staff

Champion practice changes

Respond to related ethics consults

Improve practices via PE Cycles
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Challenges Ahead

Changing the culture:  promoting proactive goals of care conversations with high risk patients
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As we look ahead, our biggest challenges involve promoting proactive conversations about goals of care and life-sustaining treatments in the outpatient setting.  This is not what primary care providers are used to doing, as outpatient providers have not been able to write LST orders in the past, and they didn’t have a place to document a high risk patient’s goals of care in a location that staff would be able to easily find.  Primary care providers often have limited time, and many have little training in how to do this well.  We hope that the Goals of Care training program will help build their skills, but there are other hurdles to overcome:

Concerns about access may make some reluctant to authorize extended or multiple appointments for these discussions, even though they pay great dividends in terms of ensuring that care is targeted to address the patient’s goals of care.

Since these conversations have traditionally not been seen as the responsibility of outpatient teams, other team members may not know what roles they can or should play to support the process – how can they help identify the right patients for these conversations, or help patients prepare for the discussion?



We are exploring best practices as they emerge, and will be sharing success stories as facilities move toward implementation of the new policy.  
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More Information to Come

More information about the new LST policy and associated resources will be presented in the IE Improvement Forum call on September 14, 2015.
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LST Decisions Initiative







Questions/Comments
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Thanks for the opportunity to share information about the LST Decisions Initiative.  
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