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Executive Summary

Announcements 

None 

Content Overview 

· Purpose 
This call will review the requirements and successful strategies for improving informed consent for long-term opioid patients

· Slide Set 
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Question and Answers/Discussion 

Q.  Who can complete the signature consent form? 

A.  This question can be found in the FAQ’s for opioid therapy at

 
 http://vaww.ethics.va.gov/docs/policy/faq_vha_directive_1005_informed_consent_for_long_term_opioid_therapy_040615.pdf



Next Calls
 
Next PE Call will be October 19. 2015 due to virtual quality fair in September.  
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Welcome 
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Long Term Opioid use in VA

Based on 2010 clinical practice guideline,  Management of Opioid Therapy for Chronic Pain, more than 50% of male VA patients in primary care report chronic pain

May be higher in female veterans 

Pain is the most frequent presenting complaint of returning veterans Operation Enduring Freedom/operation Iraqi Freedom

Non-specialists now prescribe opioid therapy 

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







VA/DoD Clinical Practice Guideline. Management of Opioid Therapy for Chronic Pain, May 2010.   
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The clinical practice guideline for the management of Opioid Therapy for Chronic Pain was developed by VHA and DoD.  The clinical guideline are: 



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 to non-specialists.   Although we often think of long acting opioids for cancer patients, 95% or the 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 requires practitioners to obtain the patient’s 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:

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

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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looking at the informed consent for clinical treatment and procedures, VHA Handbook 1004.01, requires practitioners to obtain the patient’s signature consent for ALL treatments and procedures that can be reasonably considered to have significant risk of complications and morbidity.  VA Pain experts have determined that opioid therapy meets this risk threshold.  



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 providing 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 for applying to current patients on long-term opioid therapy.  Additionally, the policy requires that all locally approved opioid pain care agreements be removed and replaced by the signature informed consent process. 
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FY 15 Monitoring Plan 

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

http://go.va.gov/lwwh

 

May 4, 2015 report on Monitoring Implementation of VHA Directive 1005 Informed Consent for Long-Term Opioid Therapy for Pain, implementation is strong in a number of facilities, but improvement is needed in many facilities.  Scores range from 0.50% to 92.50%

http://go.va.gov/mjrv



NCPS/OMHO is developing a report (STORM) that will be updated nightly and allow drill down to the provider and patient level within facility
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Monitoring plan has multiple pieces.  First, is the general data for monitoring the implementation of the policy.   Data is reported quarterly and third quarter data has just been populated which shows nationally, 55.7%.   A special report was done in May and the link is provided.  This report provides data as of May 4 encompassing the past 12 months.  Lastly, in development and being tested is a report that will be updated nightly but will also allow the user to drill down to the patient and provider.  
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Next Steps 
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Continue partnerships with National Pain Management Program and Office of Patient Care Services and National Center for Patient Safety 

Optional performance metric for Preventive Ethics in 2015

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

Initial sharing strategy improvement forum call August 2015   
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 Next steps include continuing our partnerships with other program offices as well as development of additional communication strategies.   In light of the large variation in meeting this directive, the National Center for Ethics in Health Care will be offering the 2016 IE Program metrics the option of addressing this ethics quality gap for either a PE cycle or VISN Cross-cutting issue improvement.  To assist facilities/VISN that choose this approach, a pre-filled summary will be available on the NCEHC website.  This is our first 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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VISN 1

Tu Anh Ngo, PhD, MPH

VISN 1 Pain Council Co-Chair

VISN 1 Integrated Pain System (VIPS) Deputy Lead

VISN 1 Opioid Safety Initiative Point of Contact
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VISN 1 Timeline

2007

2008

VISN1-PC-MH Integration core team

VISN1 OEF/OIF Consultative model

VISN Pain Agreement Adopted

Innovation Grant - VISN Pain Workshops/ Grand Rounds 4 part series

VISN1 Interdisciplinary Pain Best Practices 

Primary Care Pain Champion & Facility Level PC Champion

VISN1 Pain Strategic Plan

2009

2009

2009

2010

2010

2012

2012

VISN1 Task Force CARF Accredited Pain Program



VISN1 Pain Reports Including Pain Agreement

VISN1 Pain Strategic Initiative (VIPS) 

Natl Informed Consent Memo

Natl OSI Memo (April and December)

VISN1 OSI Pilot

Primary Care P4P Pain Agreements

2013

2013

2014

2014

2014
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VISN Pain Agreement (2010)

Standardized agreement across sites

Standardized documentation with same note title

Borrowed from National Program office draft at the time

Emphasized patient responsibility and limited risks (absence of functional goals or non-opioid options)

Patients did not have to sign

Providers indicated in chart that it was reviewed and that patient was provided a copy

Providers reported unease about this when some Veterans denied have discussed 
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VISN Pain Report (2012)

Designed to be risk report for PACT to identify risk factors and universal precautions

Identified Risk Factors: Co-morbid MH diagnosis, co-prescribed benzodiazepines, dosages (Morphine Equivalent Daily Dose)

Identified risk mitigation strategies: opioid agreement, urine drug screen, state prescription drug monitoring program (PDMP)

Pulled by VISN Informatics office 

Sent monthly to facility PACT teams

Encouraged teams to review in huddles

Go over risks and plan intervention

Example: those with missing Opioid Agreements would be indicated to obtain at next refill 







VETERANS HEALTH ADMINISTRATION

Opioid Safety Initiative (OSI) Pilot in VISN 1 (2013)

OSI Dashboard tool was provided to help mitigate risks related to chronic opioid therapy 

VISN created standardized template for chart review

Chart reviews included pain agreements

Sites decided on process 

Individual or interdisciplinary team approach to reviewing single cases

Sites determined which risk factors to start with

Co-prescribed benzos and opioids/tramadol

High dosage

Combination of co-prescribed benzos and opioid/tramadol over 200 MEDD

All sites were doing well with urine drug testing since this was P4P for primary care

Some sites reviewed weekly, others reviewed monthly

Full reviews were centrally stored on InfoPath on VISN Pain SharePoint

Reviews were provided to providers to improve care
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VISN 1 Efforts Impacting Consent Forms

Informed Consent for Long-term Opioid Therapy

Released to the field May 6, 2014

CMO Tasking to track each facility 

Monitored and discussed on VISN Pain Council call

Share barriers and successes for best practices

Included in VISN Pain Strategic Initiative

History from previous efforts to complete pain agreements

Feedback loop with reports to identify ones that needed to be completed

VISN Pain Report

Almanac – Opioid Risk Report







VETERANS HEALTH ADMINISTRATION

VISN 1 Adherence with Opioid Consent (as of 8/3/15)

		Opioid Consents		VISN Total				VA ME				WRJ				Bedford		BHCS		Manchester		CW Mass		Providence		VA CT

		 		V01				402				405				518		523		608		631		650		689

		VA Patients With Chronic Opioids		8152				1589				934				288		1063		996		852		1183		1247

		VA Patients with Consents		6117				1390				826				268		535		859		468		713		1058

		% with Consents		75.0%				87.5%				88.4%				93.1%		50.3%		86.2%		54.9%		60.3%		84.8%

																										

		Data Source: VSSC PC Almanac - Opioid Therapy Risk Report																								

		*Excluding Cancer and Palliative Care																								
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White River Junction
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2 Step Approach

Pharmacy

Instrumental in identifying Veterans in need of informed consent 

Helped to provide education



Primary Care

Most labor intensive for PACT nurses
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Pharmacy

- Opioid Refills at pharmacy window

	-Pharmacist would check for consent

	-If no, Veteran asked to see PACT

	-PACT RN provides Veteran with consent and educational materials and may 		set up on computer

	-Provider meets with Veteran to answer questions and sign IMed consent.

- Opioid Refills via mail

	- Mail out included educational memo about the need for consent along 			with actual consent and educational materials – emphasis on safety

	- Patients would read materials at home and schedule visit to sign consent

	- Patients had better understanding which expedited process of signing consent 	during scheduled appointment 
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Primary Care

Primary Care leadership provided feedback to providers on current % consent completion and aim for 100%

CBOCs preferred to do consents by mail

Educational letter, actual consent form, and patient education materials mailed to patients on opioids

Follow-up phone calls by provider to discuss content and answer questions

Hard copy consent mailed into facility for scanning into record

Used consent note title to document

Indicate that hard copy scanned
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Letter included in opioid mail out from Pharmacy with consent form

“The National VA leadership is requiring  that all patients taking opioids(narcotics including hydrocodone, oxycodone, morphine…) sign an Opioid Consent form and we are asking for your help in getting this done.  This is all part of the national VA Opioid Safety initiative which is intended to ensure safe use of these potent(and sometimes dangerous) medications. 



This will not change your medication regimen but it is intended to remind everyone of the risks and responsibilities when taking opioids.

 

A copy of the consent form is enclosed so you can read it and digest the information before you come in to sign your consent.  The consent describes the benefits and the risks of opioids plus lists alternative pain treatments.

 

We request that you call your provider to schedule a time to sign the consent prior to April 1, 2015 if possible.  Or if you are at the VA clinic for another reason, stop by and ask to talk to your Primary Team and we can complete the consent on a walk-in basis.  The visit will also provide an opportunity to talk about alternative pain modalities the VA has to offer(epidural steroid injections, physical therapy options…). 



The number to call to contact your team and provider is 802-295-9363 extension #6364. The toll free number is 866-687-8387.  

 

Thank you for your  cooperation in trying to make pain relief safer for everyone. 

 

WRJ PRIMARY CARE CLINIC
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Bedford
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Culture Change

Promoting multi-modal approach for chronic pain management

De-emphasizing mindset of over-dependence on opioids for chronic pain

5.3% opioid utilization rate (compared to…) 

Huddles

Primary Care Behavioral Health (PCBH) joins PACT huddles to discuss and prepare for warm hand-offs/co-visits with PCPs

Facilitate difficult conversations

Offer non-opioid alternatives

Ongoing Education

Primary Care Collaborative (quarterly)

Primary Care Pain Clinical Conference (monthly)

Primary Care Administrative Staff Meeting (monthly)

Primary Care Clinical Staff Meeting (biweekly)
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Takes a Team

Primary Care Collaborative (June 2014)

Provided education on Consent Form Memo in June 2014, 

Rationale

Definition of who needs, when, how often

Reviewed components of consent

Demonstrated how to use IMed pads

Encouraged to focus on refills for 3 months to get everyone updated

Reminded that old agreements were no longer valid

Breakout sessions by teams for facilitated exercise to design own plan

Offered suggestion of group effort but no takers
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Themes from Team Exercise

Getting Veterans in/identifying cases:

When refills are requested 

By mail,  RN, LPN/health tech would call to ask them to come in, schedule in nurse clinic

For pick up, RN, LPN/health tech would call  and ask that they stop in primary care first , schedule in nurse clinic

If refill request is  walk-in (exceptions only), nurses would meet to start discussion

Look ahead in weekly huddles (already scheduled in provider clinic) to identify  those who need consent for heads up with provider to discuss 

Giving education/discussion:

If Veteran is scheduled in nurse’s clinic, RN would start the process

RN pulls up consent note on computer

RN  reviews consent including education component 

Bring in provider to answer questions as needed

If Veteran is scheduled in provider’s clinic, provider would start the process and may have RN help

Getting consents signed:

If scheduled with provider, they start the consent discussion and may have RN help and will sign under the provider supervision

If scheduled with RN, 

RN will sign if case and questions are not complex 

Provider will sign if case  and questions are complex and require their attention
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As time went by….

During monthly meetings, teams were reminded to check pain reports/Almanac to identify Veterans who did not have signed consent to bring them in

CBOC provider created group

RN identified Veterans who need to sign consent and registered them up for group

DVD created by Steve Mudra on education was played, PCP led discussion on information, reviewed consent form, established individual goals and signed consent

Some PCPs either chose or had to (no/broken IMed signature pads) use hard copies

Hard copies are sent to HIMS for scanning

Consent note titles are still used for documentation

Notation is made that hard copy was scanned under Veteran’s signature 

HIMS attaches scanned document to this note
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Reaching the deadline and beyond…..

VISN CMO office sent reminders to sites 1 month prior  to May 6, 2015 deadline

This was passed to facility front lines to prompt review of team lists 

Team lists of Veterans (N=30) still missing consent forms were emailed to each team (Provider and RN) asking to address and to confirma when consent was obtained 

Several Veterans were false positives: cancer, prescribed by someone else (either at same or different facility), on suboxone, receiving opioids for short term

By May 26th, Bedford had reached 100% compliance with obtaining consent

By Aug 3rd, we were back down to 93% compliance 

Lists were run by VISN Informatics to identify Veterans needing consent (N=20)

Pulled by Bedford PACT teams and controlled for Palliative Care and Cancer 

10 were false positives as reviewed by pain champion

Remaining 10 were sent to respective teams to address
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Lessons learned

It takes team work

Very rewarding when Veterans ask for alternatives after hearing about risks

Reinforces the multi-modal approach

Need to be prepared and have process for alternative approaches

Consent sets nice framework for expectations with chronic opioid therapy

Set the stage for when Veteran is not doing well (not reaching goals, risk too high with aberrancy) so that there is an exit strategy 

Requires ongoing oversight since reaching 100% compliance is not permanent

Dealing with false positives is time consuming and inefficient, suggesting need to address on systems level

There can be added value to consent forms if opportunity is taken to do so (vs just completing task)
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Thank you!



Questions?



Tu.Ngo@va.gov

Christopher.Nice@va.gov
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