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Executive Summary

Announcements 

None

Content Overview 

· Purpose: 
This call outlined successful quality improvement strategies for improving adherence to informed consent requirements for opioid treatment for long-term pain management as presented by two facilities. 
· Slide Set 





Question and Answers/Discussion 
Questions posed were addressed using information at this link: 


FAQ on Directive 115:
http://vaww.ethics.va.gov/docs/policy/faq_vha_directive_1005_informed_consent_%20for_long_term_opioid_therapy_021016.pdf
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Improving Informed Consent
for Long-Term Opioid Therapy for Pain 



Moderated by:  Marilyn Mitchell, RN, BSN, MAS

The National Center for Ethics in Health Care (10P6)
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VETERANS HEALTH ADMINISTRATION

Welcome and opening for IF call script.  
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Long Term Opioid Use in the VA Population

Based on the May 2010 Clinical Practice Guideline, Management of Opioid Therapy for Chronic Pain, more than 50% of male patients in primary care report chronic pain

The prevalence may be higher in female Veterans 

Pain is the most frequent presenting complaint of returning veterans from Operations Enduring Freedom, Iraqi Freedom, and New Dawn (OEF/OIF/OND)

Opioid therapy was once the domain of pain specialists, but non-specialists now prescribe opioid therapy for the treatment of pain

95% of long-acting opioids are prescribed for non-cancer pain 



VA/DoD Clinical Practice Guideline for the Management of Opioid Therapy for Chronic Pain. Version 2.0. May 2010.   
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The use of long-term opioid therapy for patients with chronic pain continues to increase. 



The Clinical Practice Guideline for the management of Opioid Therapy for Chronic Pain was developed collaboratively by the VHA and DoD, which define clinical practice guidelines as:



“Recommendations for the performance or exclusion of specific procedures or services derived from a rigorous approach that included, determination of appropriate criteria such as effectiveness, efficacy, population benefit or patient satisfaction and literature review to determine the strength of the evidence in relation to these criteria.”



The introduction to the guidelines provides the information on this slide indicating more than 50% of male patients in primary care report chronic pain and this is the most frequent presenting complaint for returning Veterans. Prescribing practices have moved from specialists in pain management to non-specialists. Although we often think of long acting opioids for cancer patients, 95% of long-acting opioids are prescribed for non-cancer pain.  
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Policy Considerations 

VHA Handbook 1004.01, Informed Consent for Clinical Treatment and Procedures, (August 2009) requires practitioners to obtain the patients signature consent for all treatments and procedures that “can be reasonably considered to have significant risk of complications and morbidity”

Released in May 2014, VHA Directive 1005, Informed Consent for Long-Term Opioid Therapy for Pain, requires the following:

Prior to initiating long-term opioid therapy , prescribers must complete the patient education using the nationally standardized patient information guide titled  Taking Opioids Responsibly for Your Safety and the Safety of Others (available through iMedConsent™)

Prescribers must obtain signature consent from the patient or surrogate using the nationally standardized informed consent form and offer a copy to patient/surrogate 

For patients already receiving long-term opioids for pain, complete the education and informed consent process by May 6, 2015
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VETERANS HEALTH ADMINISTRATION

Looking at the informed consent for clinical treatment and procedures, VHA Handbook 1004.01, it is notable that this handbook required practitioners to obtain the patients signature consent for ALL treatments and procedures that can reasonably be considered to have significant risk of complications and morbidity.  It is clear from recent events that long-term opioid therapy has significant risk.  



In partnership with the National Pain Management Program and the Office of Patient Care Services, the development and release in May 2014,  VHA Directive 1005, Informed Consent for Long-Term Opioid Therapy for Pain provides policy for the use of informed consent for long-term opioid therapy for pain. The Directive outlines the requirements for education, signature consent with a target date that applies to current patients receiving long-term opioid therapy for pain. Additionally, the policy requires that all locally approved opioid pain care agreements (OPCAs) are no longer used at any VA facilities. 
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FY 15 Monitoring Plan 

Beginning Q4 2015, signature informed consent rates for meeting VHA Directive 1005 were included on the National Center for Patient Safety’s Opioid Therapy Guideline Adherence Report Dashboard at this link:

https://vaww.dwh.cdw.portal.va.gov/sites/NCPS_OpioidMets/_layouts/ReportServer/RSViewerPage.aspx?rv:RelativeReportUrl=/sites/ncps_opioidmets/analyticsreports/opioidmetricsreport.rdl

A May 4, 2015 report on monitoring the implementation of VHA Directive 1005, Informed Consent for Long-Term Opioid Therapy for Pain, indicated that facilities are not meeting the requirements at present. Facility scores ranged from 0.50% to 92.50%.
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Next Steps 

5

Continue partnerships with National Pain Management Program Office of Patient Care Services and National Center for Patient Safety 

Optional performance metric for Preventive Ethics in FY 2015

Pre-filled summary document for use by IE teams (PE cycle or VISN cross-cutting ethics issue) 

Sharing successful strategies on Improvement Forum Calls 
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Next steps include continuing our partnerships with other program offices, as well as the development of additional communication strategies. In light of the large variation in meeting this Directive, the National Center for Ethics in Health Care offered the 2016 IE Program metrics the option of addressing this ethics quality gap for either a PE ISSUES cycle or VISN Cross-cutting issue improvement. To assist facilities/VISNs that choose this approach, a pre-filled summary is available on the NCEHC website. This is the last of several calls to share strategies from successful sites to continue the opportunity to learn what has worked at different sites.  
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Saginaw VA Medical Center 

Presented by: Alyssa Beebe, Nurse Practitioner and Sue Dubay CBI/Compliance Officer and PEC
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Saginaw VA Medical Center: Opioid Consent Success and Ongoing Challenges
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This supports information from another data portal: The Primary Care Almanac-Opioid Therapy Risk Report (OTRR) 

93.2% average for Saginaw 

93.6% average for CBOC 









VETERANS HEALTH ADMINISTRATION

Why is the OTRR important?  It is the tool that teams use to data mine and manage their Veteran population receiving long-term opioid therapy for pain. There will likely be ongoing discrepancy between the percentage of completed informed consents found on the “OT Guideline Adherence Report” and “Opioid Therapy Risk Report” (OTRR).  The “Adherence Report” is a quarterly report, and the “Opioid Therapy Risk Report”  is updated daily.  
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Challenges for Achieving 100% 
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Northern CBOC veterans may not be getting hematology/oncology care within the VA; thus, associated stop codes will not be found  

Veterans assigned, but being treated via another facility/provider will be a fall out for the PCP 

Veteran receiving hydrocodone from DetVA Rheumatology Clinic and specialist not signing consent counts against PACT metric report

Veteran receiving opioid therapy from a Florida provider, while assigned to Saginaw PACT 

PFP for physicians needing > 95% completion
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Reminder of exclusions: oncology patients with visits including heme/onc, palliative, onc, rad/onc stop codes. 



Facility policy – sign once, review annually.
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Group Visits

Highlighted on Daily Schedule

Individual Nursing Visits  (outside of routine appointment)

Secure Messaging (preparatory message)

Team Involvement and Dedication to Mission

Primary Care Reassignment Policy

Monthly Leadership Email of Trend Updates





Factors and Strategies for Success
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Group Visits – Group visit to receive education on all pain management (opioids, non-opioids, non-pharmaceutical, self care, CAM therapies, interventional, etc.) and review the overall educational points of the consent. Then, the Veteran would break off individually with PCP to review their specific meds/agreement and obtain consent. Generally an RN or the HBC would stay with the group for ongoing discussion, Q&A while the Vet and PCP go to exam room. Additionally, the nurse would open consent and place a Vet/room x 3 rooms to expedite process.

Highlighted on Daily Schedule – RN or LPN highlight needed updates on daily schedule list (need consent, UDS order/pending, MAPs updated, etc.) 

Individual Nursing Visits  (outside of routine appointment) – for convenience on hard to schedule Veterans to coordinate with other appointments. PCP meets briefly to complete consent.

Secure Messaging (prep message) – sent as an attachment to allow patients to review and prepare their personal questions to make the most out of the visit.

Team Involvement and Mission Dedication – All team members were involved: RN, LPN, PharmD, etc. Teamwork 

Monthly Leadership Email of Trend Updates – a healthy amount of competition among teams was extremely helpful! An initial and “current status” table was sent to teams monthly. The first to reach 100% received service and facility recognition. 
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VA Eastern Kansas Health Care System 

Presented by:  Kelly Lora Lewis , Ph.D.  

Neuropsychologist and PEC 
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VA Eastern Kansas Health Care System
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VETERANS HEALTH ADMINISTRATION

VAEKHCS consists of two campuses located 70 miles apart (Leavenworth and Topeka) and nine Community Based Outreach Clinics located throughout Missouri and Kansas. 



Prior to initiation of the ISSUES Cycle in FY 2015, baseline data indicated that approximately 0.4% of Veterans receiving long-term opioids for non-cancer pain at EKHCS had completed the informed consent in Quarter 2 FY15. By the end of FY15, there had been a significant increase in completion rate with 81.9% of patient consents completed at Leavenworth and 91.4% at Topeka (highest number of informed consents completed in our VISN). The PE Committee (with ELT and IE support) decided to pursue a sustain and spread project for FY16 to continue to increase the number of Veterans on long-term opioid therapy for pain who completed the informed consent process. 



At present, 94.2% of Veterans prescribed long-term opioids for pain at EKHCS have completed the informed consent form. 
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Potential Causes of Ethics Quality Gaps

12

Provider unfamiliarity with requirements of VHA Directive 1005

Lack of available ePads to document electronic signature consent

Providers not using or not trained with iMedConsent™

Appointment cancellations and no-shows

The ultimate goal was to involve all staff and find innovative solutions to address EQGs and enhance patient care and shared decision making
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Strategies

13

Full ELT and medicine leadership support

Ongoing education to providers at PACT team meetings

Collaboration with multiple local committees including Pain Committee, Integrated Ethics, Ethics Consultation, and Systems Redesign and VISN 15 Academic Detailing

Implementation of Lean improvement strategies (creation of a more focused, streamlined process for informed consent by involving ALL stakeholders in discussions)

Full engagement with Veterans and meaningful patient-clinical conversations
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Firstly, we had great executive leadership support, encouragement, and commitment. Secondly, throughout all phases, communication between frontline providers, leadership, and teams was intended to be open, transparent, positive, and encouraging (interdisciplinary team approach designed to empower all staff). Staff were regularly asked for their input and feedback. Staff provided ideas for solutions to potential barriers with the informed consent process. Thirdly, the PE team worked collaboratively with the Systems Redesign Committee. Fourthly, medicine leadership fostered an environment where frontline staff reported feeling comfortable bringing up concerns and issues regarding VHA Directive 1005, use of an ePad and iMedConsent, time allocation, and safety. LEAN methodology was used to define, analyze, measure and control sustaining changes and a yellow belt project was developed. The stage was set for a productive dialogue with Veterans receiving long-term opioid therapy for pain.  
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Strategies Continued

14

Gauged frontline staff understanding of informed consent process

Involvement with IT for software downloads if needed

Purchased 50 ePads

PEC met individually with providers who had not used ePads or iMedConsent in the past

Deactivated local noncompliance note templates and OPCA note titles and templates

Created local HSPM (SOP) for policy and procedures

Tracked outcomes and regularly pulled data
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An interdisciplinary team was convened. ePads were purchased by the facility and provided to prescribing providers. Multiple educational opportunities were provided to staff at both campuses and CBOCs during PACT team meetings regarding the Directive and purpose of standardized informed consents and patient education for the safe management of opioid use. VSSC and VISN 15 databases were monitored by the PEC and SR Coordinator weekly. Providers were disseminated lists of patients that had not yet completed the informed consent process, and the date of their next visit. Multiple efforts were also made to decrease NS rates, including reminder calls, letters, etc. 



In addition, providers were educated about alternative non-pharmacological approaches for pain management (CBP-CP, biofeedback, equine therapy, chiropractic care, etc.). A Pain School was developed and implemented, and CBT-CP groups were started. 



In closing, the process seemed to work well due to enhanced collaboration and coordination (particularly with treatment of comorbid mental and physical disorders), staff understanding of the importance of informed consent for patients receiving opioid therapy for chronic pain and that patients should be fully informed about risks and benefits of treatment choices, and support from ELT.   

14



Discussion 
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VA National Center for Patient Safety:
Opioid Therapy Guideline Adherence Report

Please update your bookmarks. This current site will remain available for a short period of time, but it will not be updating.

If you have any questions about this change please contact or

NOTE: Beginning in FY15 Quarter 4, we have updated the Informed Consent metric to require that both the national and logal title of all
signature informed consents match the title specified in VHA Directive 1005 (*Consent for Long-Term Opioids for Pain", Section 4.c.(4)).
Previously the metrics had included a wider range of titles, but that led to an inaccurate count of informed consents completed in accordance
with the policy fora small number of fadilities. As a result of this change, a small number of facilities may notice a drop in their performance for
this metric. Note: This change was made after consultation with the National Center for Ethics in Health Care.
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