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SCRIPT:


0. Good afternoon, my name is Lucinda Potter and I am an Ethics Policy Specialist at the Ethics Center. I would like to thank the IE team for inviting us on this call. The purpose of the call is to announce the publication of VHA Directive 1005, Informed Consent for Long-Term Opioid Therapy for Pain. The Directive was published on May 6, 2014. The link to the policy is located in the references section of the PowerPoint. 

Just as an FYI, we are using one computer to operate the slides and chat function so it may take a few minutes to respond to any questions or comments that come in through the chat function. 
First, please take a couple minutes to complete a few poll questions.  (See the results of the poll questions at the end of this document)

1. Let me give you an overview of what I’ll be covering today. To start, I’ll review the background of the policy, the definitions of signature consent and long-term opioid therapy, and the policy requirements. Also, I will show you some of the important tools that were developed for the Directive and outline the responsibilities of facility directors. Lastly I will review implementation deadlines and an MCM template that will be particularly helpful to IE council members tasked with aligning their local MCM with this national policy.

2. So, let me give you some of the background related to this policy.

a. As you know, the safe and effective use of opioids for the management of chronic pain requires special attention to personal and public health risks.  To date, VA’s National Pain Management Program has consistently encouraged documentation of the discussion between the provider and the patient regarding potential risks and benefits of opioids, provider and patient responsibilities related to opioid use, and the parameters for continued opioid use.
b. In recent years, some VA practitioners have documented these discussions in locally created Opioid Pain Care Agreements, also known as OPCAs or pain contracts.  A number of benefits have been proposed for OPCAs, including their potential to improve adherence, reduce misuse and diversion, and clarify treatment goals, expectations, and responsibilities. However, there are also a number of concerns about OPCAs, including their use of threatening language and their potential to undermine trust. Poorly crafted OPCAs may potentially harm the patient-provider relationship, lead to practices that are inconsistent with VHA policy, or lead to adverse outcomes.
c. So, in order to address these concerns, and to fulfill the responsibilities established by the Office of National Drug Control Policy, Directive 1005 was created to establish policy requirements regarding patient education and informed consent for long-term opioid therapy for pain. The National Pain Management Program and the National Center for Ethics in Health Care jointly developed a patient information guide titled “Taking Opioids Responsibly for Your Safety and the Safety of Others” and consent form titled “Consent for Long-Term Opioid Therapy for Pain.” The consent form requires signature consent from the patient or surrogate.  (I will talk about signature consent in a minute.) Together, these documents, which I’ll review later in the presentation, will help practitioners ensure that patients understand the risks, benefits, and alternatives to long-term opioid therapy for pain management. In developing these documents, both Pain Management and the National Center for Ethics in Health Care collaborated with a number of other national program offices and VHA medical facility staff.

3. Signature Consent

a. To provide some context for the new signature consent requirement, let me review the difference between oral consent, specific oral consent and signature consent as described in VHA Handbook 1004.01, Informed Consent for Clinical Treatments and Procedures.
i.  For treatments and procedures that are low risk and within broadly-accepted standards of medical practice, it is sufficient for the practitioner to obtain oral consent for the entire treatment or procedure without explicitly discussing each of its component elements. A couple of examples are chest x-ray and pulmonary function tests.
ii. For treatments and procedures that are particularly sensitive and may have consequences that the patient might reasonably want to avoid, such as an HIV test and specific tests to identify illicit drug use, practitioners must obtain specific oral consent. This means that the practitioner must, among other things, specifically document that the patient provided oral consent for the treatment or procedure. 
iii. A patient’s signature consent, that is, informed consent documented with signatures in IMedConsent, must be obtained for treatments and procedures that:
1. Can be reasonably expected to produce significant pain or discomfort to the patient
2. Can be reasonably expected to produce pain or discomfort to the patient that is substantial enough to require sedation, anesthesia, or narcotic analgesia
3. Can be reasonably considered to have a significant risk of complication or morbidity
4. Require injections of any substance into a joint space or body cavity
5. Are listed in Appendix A of VHA Handbook 1004.01.

b. The National VA Pain Management Office has determined that long-term opioid therapy meets the threshold of treatments and procedures that have a significant risk of complication or morbidity and therefore require signature consent.  

c. Also by way of background it’s important to understand that there are other agencies and professional organizations that recommend signed informed consent. For example, The US Department of Health and Human Services and the Substance Abuse and Mental Health Services Administration (SAMHSA) created an Opioid Overdose toolkit, endorsed by the White House Office of National Drug Control Policy, that states that, “Both patient and physician should sign the informed consent agreement, and a copy should be placed in the patient’s medical record”.  Also, the Rhode Island Medical Society guidelines for long-term pain management state that, “the physician should discuss the risks and benefits of the use of controlled substances with the patient, guardian or authorized representative. This discussion should be should be documented and signed by the patient, guardian or authorized representative.” 

4. So let me turn now to the Directive. The Directive defines long-term opioid therapy as “the medically indicated use of opioids on a daily or intermittent basis for 90 or more calendar days to treat non-cancer pain.” This definition means that certain opioid prescribing is exempt from the requirements of the directive. I’ll say more about this later in the presentation. 

5. Otherwise, the policy requires that prior to initiating long-term opioid therapy for pain, VHA opioid prescribers must complete the patient education and signature informed consent process. (The patient information guide and informed consent are shown on the next slides and there is a link to them at the end of the slides). The requirements include:

a. Reviewing and discussing the contents of the patient information guide with the patient and/or surrogate and providing them with a copy.
b. Obtaining signature consent from the patient on the nationally standardized informed consent form which is available in iMedConsent 
c. And, when considering long-term opioid therapy for a woman of childbearing age (age 15-50), asking her about pregnancy status and pregnancy intentions and counseling her about preconception care.

6. Here is a look at the patient information guide, “Taking Opioids Responsibly for your Safety and the Safety of Others,” that must be reviewed and discussed with the patient and/or surrogate. 

7. Here is a screen shot of the informed consent form wizard, in iMedConsent. 

8. Here is a screen shot of the paper version of the informed consent form, 10-0431c: “Consent for Long-Term Opioid Therapy for Pain”. Later in the presentation I will provide more information on the use of iMedConsent and the paper form.

9. Directive 1005 includes the following new responsibilities for Facility Directors.  Facility Directors are responsible for ensuring:

a. First, the development and implementation of local facility policy and procedures, consistent with this national Directive.  

b. Second, that practitioners have ready access to printed copies of the patient information guide. 

c. Third, that opioid prescribers have ready access to iMedConsent™ and printers in relevant patient care areas.

d. Fourth, that the CPRS progress note title “Consent for Long-Term Opioids for Pain” is established locally. This progress note title must be locally linked to the consent form entitled “Consent for Long-Term Opioid Therapy for Pain” that is produced by iMedConsent. 

e. Lastly, that locally approved OPCAs are no longer used at the facility.

10. Here is an overview of the implementation deadlines for the directive. 

a. The CPRS progress note titled, “Consent for Long-Term Opioids for Pain” must have been established by June 6th of this year. Our office has been working with CACs in their local facilities to develop the progress note.  
b. By November 6th, 2014, local policy, consistent with the requirements of the directive must be developed and published. Since some of you may be tasked with developing your local policy by November 6th, we have provided a Model Medical Center Memorandum template which will be shown on the next slide.
c. By May 6th, 2015, all patients on long-term opioid therapy for non-cancer pain must have completed the new education and informed consent process. Also, all locally created OPCAs must be removed and replaced with the new consent form. 

11. The Model Medical Center Memorandum template can be found on the ethics center website shown here. This template is a word version of the policy with some local place holders where you can add your facility name, etc. You can also use it to add other local information.

12. We have also developed a list of FAQs that you can review as needed, but let’s take a look at some of them together!

13. Do the new informed consent and patient education requirements apply to all opioid therapy prescribing? No. Prescribing for short-term opioids, for veterans receiving hospice care, and for patients receiving long-term opioids for cancer pain is exempt from the patient education and signature consent requirements. However, the practitioner must discuss opioid risks, benefits, and alternatives as part of obtaining oral informed consent for the patient’s overall plan of care. Specific documentation of oral consent for short-term opioids is not required. Use of the patient information guide is optional for these patients. 

14. Is informed consent required for urine drug testing in the context of long-term opioid therapy for pain? Yes, according to VHA regulation and VHA Handbook 1004.01, Informed Consent for Clinical Treatments and Procedures, all clinical procedures or treatments performed on patients require a provider to obtain informed consent. This standard reflects the ethical principle that patients have a right to determine what is done to their body, and is consistent with VHA’s commitment to patient-centered care based on shared decision making between patients and their providers. For urine drug testing in the context of long-term opioid therapy, specific oral consent is required, signature consent is not required. This is due to the guidelines set out by Handbook 1004.01 that were mentioned earlier in the presentation. As a reminder, the Handbook states that for treatments and procedures that are particularly sensitive and may have consequences that the patient might reasonably want to avoid, such as an HIV test and specific tests to identify illicit drug use, practitioners must obtain specific oral consent. Signature consent is not required as the risk threshold is not met. 

Additional information on urine drug testing and oral consent can be found in the FAQ document. 

15. What are the exceptions to using iMedConsent to complete the Consent for Long-Term Opioid Therapy for Pain? VHA Handbook 1004.05, paragraph 10 requires the use of iMedConsent unless: 
1. The patient declines to sign using the electronic signature pad; 
2. There is a temporary system failure that prohibits proper use of the program; 
3. The patient (or surrogate) is giving consent over the telephone, or by fax; or 
4. Use of the program would introduce infection control issues (e.g., patient is in isolation). 
As I mentioned, as part of full implementation of the Directive by May 6, 2015, facility Directors must ensure that opioid prescribers have ready access to iMedConsent and printers in relevant patient care areas. This will also require facilities to have sufficient electronic signature pads. Until that time, if proper use of iMedConsent is not possible, signature consent must be documented on VHA form 10-0431c, “Consent for Long-Term Opioid Therapy for Pain which is available on the VHA Forms and Publication page.

16. Here is a list of references that should be helpful for you!

17. We encourage you to visit the Ethics Center’s intranet site and review the Directive, patient information guide, MCM template and “frequently asked questions” document. Virginia Ashby Sharpe, Chief of Ethics Policy, is here to answer any questions that you may have. 


QUESTIONS & ANSWERS FROM THE CALL:

1. What are the requirements of Informed Consent?

VHA Handbook 1004.01, Informed Consent for Clinical Treatments and Procedures  (http://www1.va.gov/vhapublications/ViewPublication.asp?pub_ID=2055), provides information on the requirements of informed consent. Paragraph 13, pages 6-9, goes in to detail about the informed consent process and the type of information that should be discussed with patients/surrogates. In a nutshell, valid informed consent includes sufficient disclosure of information to allow the patient to understand the recommended treatment information and to make a decision based on that understanding. The ethical basis behind informed consent is respect for patient’s self-determination.



2. Is the MCM template required for use in local facilities?

No, the template is a word version of the policy with some local place holders where you can add your facility name, etc. It is simply an optional tool to assist facilities in developing local policy, but it is not required. 

3. Is it the pharmacy’s responsibility to ensure accurate documentation prior to filling the prescription?

No. According to VHA Directive 1005 (Paragraph 4,page 5), “Each medical center’s pharmacy service is responsible for filling all valid prescriptions based on the procedures outlined in VHA Handbooks 1108.05 and 1108.06. VHA pharmacists are not responsible for ensuring VHA opioid prescribers have met the informed consent requirements outlined in this policy”.

4. How long will the paper consent be available?

The paper form will continue to be available and can be accessed at http://vaww.va.gov/vaforms/.  However, as indicated in VHA Handbook 1004.05, iMedConsent, (paragraph 10, page 4), iMedConsent must be used to document signature consent for treatments or procedures unless certain exceptions apply. If an exception applies, signature consent must be documented on the nationally approved VHA consent form, 10-0431c, “Consent for Long-Term Opioid Therapy for Pain.” 
VHA Handbook 1004.05, paragraph 10 requires the use of iMedConsent unless: 
1. The patient declines to sign using the electronic signature pad; 
2. There is a temporary system failure that prohibits proper use of the program; 
3. The patient (or surrogate) is giving consent over the telephone, or by fax; or 
4. Use of the program would introduce infection control issues (e.g., patient is in isolation). 

As part of full implementation of the Directive by May 6, 2015, facility Directors must ensure that opioid prescribers have ready access to iMedConsent and printers in relevant patient care areas. This will also require facilities to have sufficient electronic signature pads. Until that time, and if any exceptions apply in the future, signature consent must be documented on VHA form 10-0431c, “Consent for Long-Term Opioid Therapy for Pain.”

5. Is Home Based Primary Care exempted from using iMedConsent?

No. Use of iMedConsent to document informed consent is required by VHA Directive 1005 in the context of prescribing long-term opioids for pain. Please see the question above for exceptions to using iMedConsent.

6. What is the definition of short-term opioid therapy?

VHA Handbook 1005 defines short-term opioid therapy as, “The medically indicated use of opioids on a daily or intermittent basis to treat a medical condition for less than 90 days.”

7. Are palliative care patients considered under the umbrella of hospice and an exception to the informed consent requirements of VHA Directive 1005?

The only exceptions to the requirements of the directive are patients receiving short-term opioids, patients enrolled in hospice, and patients receiving long-term opioids for cancer pain. 

8. Will iMedConsent be linked to the progress note?

Yes. One of the responsibilities of VHA medical facility directors is to ensure that, The CPRS progress note title ‘Consent for Long-Term Opioids for Pain’ [was] established locally by June 6, 2014. This progress note title must be locally linked to the consent form entitled, ‘Consent for Long-Term Opioid Therapy for Pain’ that is produced by iMedConsent and available as a paper form for use if iMedConsent is not available. The paper VHA consent form, 10-0431c, “Consent for Long-Term Opioid Therapy for Pain,” can be accessed at http://vaww.va.gov/vaforms/. For exceptions to the use of IMedConsent see VHA Handbook 1004.05, paragraph 10. When a paper form is used, it must be associated with the progress note title ‘Consent for Long-Term Opioids for Pain’.

9. What if a patient verbally consents to long-term opioid therapy for pain, but refuses to complete the signature informed consent?

Signature consent is a requirement of VHA Directive 1005 when prescribing long-term opioids for pain. If the patient refuses to complete the informed consent form, the practitioner should clarify that all long-term opioid prescribing in VA requires both patient education and signature informed consent and try to understand the basis of the patient’s refusal. The practitioner should explain that signature consent is required for all treatments and procedures that, “have significant risk of complication or morbidity” and that the required process is in place to ensure the safe and effective use of the medication. If the patient continues to refuse to complete the signature informed consent, the practitioner will not be authorized to prescribe long-term opioid therapy for the patient.


POLL QUESTIONS:

Opening Questions:
1. Before the topic for this call was announced, were you aware that VHA Directive 1005, Informed Consent for Long-Term Opioid Therapy for Pain, had been published?
a. Total Responses: 78
b. Yes: 64%
c. No: 36%

2. Have you been tasked with developing local policy at your facility in accordance with VHA Directive 1005?
a. Total Responses:77
b. Yes: 18%
c. No: 82%
3. Are you aware of the implementation of the CPRS note title, “Consent for Long-Term Opioid Therapy for Pain” at your local facility?
a. Total Responses: 77
b. Yes: 47%
c. No: 58%
Closing Questions:
1. Which type of informed consent is required for long-term opioid therapy for pain as required by VHA Directive 1005?
a. Total Responses: 52
b. Signature Consent:98%
c. Oral Consent: 2%
d. Specific Oral Consent: 0%

2. Based on the requirements of VHA Directive 1005, will facilities be allowed to use locally created OPCAs?
a. Total Responses: 56
b. Yes: 5%
c. No: 95%

3. Based on the requirements of VHA Directive 1005, are opioid prescribers required to review and discuss the contents of the patient information guide with the patient and/or surrogate?
a. Total Responses: 53
b. Yes: 98%
c. No: 2%

4. Did you learn information in today’s call that will be helpful to in performing aspects of your job?
a. Total Responses: 62
b. Yes: 94%
c. No: 6%
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Background

2

Safe and effective use of Opioids.

VA’s National Pain Management Program encourages discussion and documentation.

OPCA: Pros & Cons.

New Policy
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Why Does Informed Consent for Long-Term Opioid Therapy for Pain Require Signature Consent?

Signature Consent vs. Oral Consent vs. Specific Oral Consent

Do professional organizations and others recommend signed informed consent for long-term opioids?
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Long-Term Opioid Therapy - Definition



The medically indicated use of opioids on a daily or intermittent basis for 90 or more calendar days to treat non-cancer pain.
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Policy

Prior to initiating long-term opioid therapy for pain, VHA opioid prescribers must complete the patient education and signature informed consent process.
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Patient Education: Patient Information Guide
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Guide Sections



Pain Care Plan

Taking Opioids Responsibly

Managing Side Effects and Other Risks

Filling Opioid Prescriptions

Protect Your Opioids from Damage, Loss, or Theft

Working Together With Your Provider

If You Have to Stop Opioids

Prescription Drug Monitoring Programs
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Consent for Long-Term Opioid Therapy for Pain (iMedConsent)
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Consent for Long-Term Opioid Therapy for Pain (Paper Form 10-0431c)
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Responsibilities: VHA Medical Facility Director

Develop and publish local policy and procedures, consistent with the requirements for VHA opioid prescribers. (See memo template slide)

Practitioners have ready access to printed copies of the patient information guide. 

Opioid prescribers have ready access to iMedConsent and printers in relevant patient care areas.

Establish the CPRS progress note title “Consent for Long-Term Opioids for Pain”. This progress note title must be locally linked to the consent form.

Locally approved OPCAs are no longer used at the facility.
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Implementation Deadlines

10







June 6, 2014





CPRS progress note titled “Consent for Long-Term Opioids for Pain” must be established by this date. 





November 6, 2014





Local policy, consistent with requirements of the directive, must be developed and published by this date.





May 6, 2015





All patients on long-term opioid therapy for non-cancer pain must have completed the new education and informed consent process by this date.





All locally created OPCAs must be removed and replaced with the new consent form by this date. 



















Model Medical Center Memorandum Template



The MCM can be found on the Ethics Center Website at: http://vaww.ethics.va.gov/activities/policy.asp
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FAQs









http://www.ethics.va.gov/docs/policy/FAQ_VHA_Dir1005_Informed_Consent_Long_Term_Opioid_Therapy_052114.pdf
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Do the new informed consent requirements apply to all opioid therapy prescribing?
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Please see the FAQ document that is posted on the Ethics Center’s website: http://www.ethics.va.gov/docs/policy/FAQ_VHA_Dir1005_Informed_Consent_Long_Term_Opioid_Therapy_052114.pdf
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Is informed consent required for urine drug testing in the context of long-term opioid therapy for pain?
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Please see the FAQ document that is posted on the Ethics Center’s website: http://www.ethics.va.gov/docs/policy/FAQ_VHA_Dir1005_Informed_Consent_Long_Term_Opioid_Therapy_052114.pdf
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What are the exceptions to using iMedConsent to complete the Consent for Long-Term Opioid Therapy for Pain?

15





Please see the FAQ document that is posted on the Ethics Center’s website: http://www.ethics.va.gov/docs/policy/FAQ_VHA_Dir1005_Informed_Consent_Long_Term_Opioid_Therapy_052114.pdf
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References



VHA Directive 1005 available at http://vaww1.va.gov/vhapublications/viewpublication.asp?pub_ID=3005

Consent Form: “Consent for Long-Term Opioid Therapy for Pain.” Available through iMedConsent and http://vaww.va.gov/vaforms/medical/pdf/vha-10-0431C-fill.pdf

Patient Information Guide: “Taking Opioids Responsibly for Your Safety and the Safety of Others.” Available through iMedConsent or at: http://www.ethics.va.gov/docs/policy/Taking_Opioids_Responsibly_2013528.pdf. 

VHA Directive 2009-053, Pain Management. 

VHA Handbook 1004.01, Informed Consent for Clinical Treatments and Procedures. 

VHA Handbook 1004.05, iMedConsent. 
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Questions?
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Thank you!
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