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Executive Summary

Announcements 

PE Primer – second edition has been posted to the website at: 
http://vaww.ethics.va.gov/docs/integratedethics/pe_primer_2_edition_042015.pdf

Content Overview 

· Purpose 
This call will review the national PE project on improving informed consent for HIV testing.  . 

· Slide Set and Full Faculty Notes


 


Question and Answers/Discussion 

Q.  Is there a reason we are screening people over age 64 which is not in the CDC guideline?  

A.  This question was referred to the Office of Public Health and this is the response: 

We have an older population that is at risk which is the main rational for VHA’s guidance to expand on CDC’s.  The HIV screening guidelines are in the process of being updated, but also provide a rational under #2 Best evidence/consistency with current guidelines: http://vaww.prevention.va.gov/Screening_for_HIV.asp

Q.  How long is informed consent good for?   What is meant by practitioner?   

A.  See HIV FAQ’s located at:  
http://vaww.ethics.va.gov/policy/IC_hiv_testing.asp


Next Calls 
 
Next PE Call will be August  17, 2015.
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1.1 million HIV-infected persons in the U.S.

~ 20% unaware of their HIV infection and only 25% are virally suppressed

VA is the largest provider of HIV care in the US – with 26,784 Veterans with HIV in VA care in 2013

Over 95% of Veterans with HIV in VA linked to care and treated

99.8% of new positives in 2013 (413 our of 414) were linked to care within 90 days of diagnosis

Timely treatment  of HIV depends on early diagnosis



HIV in US and VA
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AIDS.gov: www.aids.gov/federal-resources/policies/care-continuum

VHA HIV Clinical Case Registry: http://vaww.hiv.va.gov/data-reports/ccr-index.asp  
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When we began this project we outlined the significance of the prevalence of HIV and the need for testing.  According to the Centers for Disease Control, HIV infection and AIDS remain major public health concerns in the United States.  More than 1.1 million people in the U.S. are living with HIV, and about 20% of them are unaware that they are infected and only 25% are virally suppressed.  Rates of transmission of HIV are higher among people who do not know that they are infected. VA is the largest provider of care for HIV in the US, with nearly 27,000 Veterans with HIV in VA care in 2013. Over 95% of Veterans with HIV in VA have been linked to care and treatment, but accomplishing this requires early diagnosis. In 2013, 99.8% of new positives were linked to care within 90 days of the diagnosis.  Our goal is early diagnosis so treatment can begin in a timely manner.  
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VA HIV Testing Policy Changes 
August 17, 2009 

VA National HIV Testing Policy revised to:

Routinely offer HIV testing to all Veterans

Eliminate written informed consent and scripted pre- and post-test counseling

Oral consent still required and must be documented in medical record

Written educational materials about HIV testing must be provided to patients 

This policy is currently in the process of being revised and updated
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VHA Informed Consent Handbook 1004.01: August 17th, 2009

VHA Directive 2009-036,  August 17, 2009
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When we started the project, the guidance was based on the August 2009 VA policy  which changed to provide routine HIV testing, rather than risk-based, and to remove the previous requirement for written informed consent and prescribed pre and post test counseling for HIV testing.  Current policy requires that verbal consent be documented and written information be provided to patients.  As we have learning this policy has completed the revision and been released.   



Background

When VHA Handbook 1004.01, Informed Consent for Clinical Treatments and Procedures, was re-issued in FY 2009, it eliminated the signature consent requirement for HIV testing and mandatory pre-test and post-test counseling.  These requirements were replaced with the requirement to provide education materials to the Veteran and obtain and document specific oral informed consent prior to HIV testing. Specific oral consent is the consent and documentation process for tests that are “particularly sensitive and may have consequences that the patient might reasonably want to avoid.” For instance, although stigma associated with HIV has lessened it is still a legitimate concern for many Veterans and so it is important for Veterans to understand the potential implications of an HIV+ test result. The focus of the improvement project was on the documentation of oral consent although some facilities did address the education materials aspect also.  

 

One aim of streamlining the consent process and reducing the documentation burden of signature informed consent was to support the Office of Public Health in its effort to increase early detection of HIV and prompt initiation of state-of-the-art treatment for Veterans. Documentation of oral informed consent can be as simple as a statement in the electronic health record to the effect that the Veteran consented to HIV testing.
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Veterans EVER Tested for HIV, 2009-2013
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This slide illustrates that since VA policy was changed in August, 2009, rates of HIV testing have increased each year. 9.2% in 2009, 13.5% in 2010, 20% in 2011, and 25.7% in 2012 and 32% in 2013..

Calculations:

% Outpatient ever tested = Number ever tested / number outpatient visits

% Outpatient tested in CY = Number tested in CY / number outpatient visits 
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National Center for Ethics in Health Care Quality Improvement Study History

10P6 worked with OI&A to design an External Peer Review Program (EPRP) to determine how VHA health care providers are documenting consent for HIV screening tests.

Data pulls occurred in FY10 – FY14.

Records were randomly pulled across all facilities.

The FY10 and FY11 data (~500 records total) raised additional questions and consequently, the study was expanded to include more information. 

4,549 records were sampled in FY13 

4,519 records were sampled in FY14
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From 2010 through 2012, records were reviewed to determine if their was a national ethics quality gap in documentation of oral consent for HIV screening testing.  During these earlier years, the data tool was refined and tested.  In 2013, a sample was completed and the results prompted a improvement project for almost every facility within VHA.  We repeated the data sample for a shorter period of time in FY 2014 to look at progress from a national view point as many projects focused on specific outpatient clinics.  
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FY 13 and FY 2014 Data Overview

Data pull definition:  Records that had an HIV test result documented.

FY 13: 8/27/12 - 8/26/13.

    FY  14: 5/1/2014 - 8/26/2014 

Stratified random sample was completed resulting in about 35 records per facility 

Number of sample records reviewed that had an HIV test result documented 

    FY13:4,549        FY 2014: 4,519
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The EPRP extraction selected records that had an HIV screening test result reported between August 27, 2012, through August 26, 2013 which encompassed more that 300,000 unique visits. In FY 14, the time frame was from May 1 through August 26.  From these, 35 records were randomly selected from each facility using a random number computer program. A few facilities did not have enough patients who met the eligibility criteria to fill out the facility allocation, in which case all of the patients from that facility were included in the study.  This included records that contained a test result for Anti-HIV Virus Ab (EIA or ELISA) or the rapid HIV (point of care) tests.  Almost 100% of the tests were ordered in the outpatient setting and this setting should be where the improvement efforts are targeted.  
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New data elements in FY 2014 review 

Based on field feedback the following changes were made to the FY14 data pull:

Timeframe from documentation of consent to testing

Location in electronic health record of oral consent  documentation 
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Additionally, in FY2014 a couple of elements were added to the data tool to inform the National Center for Ethics in Health Care on some of the process elements related to the documentation of oral consent for HIV screening testing.  These elements were time frame from order to actual testing and where in the electronic health record is the oral consent actually documented.  







Planning for the FY14 EPRP study was informed by the experience and input of facility partners. For instance, relevant VA regulation (38 CFR 17.32) and policy (1004.01) are silent on the length of time that an oral consent is valid. Although 60 days is a reasonable rule of thumb (based on the common sense expectation that beyond 60 days, a Veteran may have forgotten the details that were the basis of the consent), this does not always cohere with clinical reality. For instance, a Veteran may provide consent for an HIV screening test at an outpatient visit but not have his or her blood drawn until the next visit, and the time elapsed between visits could be up to a year. To address this work flow issue the FY2014 study protocol was amended to include oral consent documented up to 365 days from when the HIV screening test was reported in the record.
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Overview of NCEHC QI Projects

Turn on or encouraged use of the HIV clinical reminder

Note templates for HIV 

Cognitive reminder with lab orders 

Education to providers 

Revise policy 

Leadership communications 

Limit options to providers  with credentials for  completing informed consent
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Based on the data from EPRP in FY 2013 – almost every medical facility was to do a project to improve documentation of oral consent in the electronic medical record.  Several facilities also had the opportunity to look at testing when there was a documented refusal for testing by the patient.  Although the review of the projects is in process, after a review of 40 projects and presentations completed throughout the year, many facilities have incorporated the clinical reminder.   Next, let’s look at the data for 2014.  
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Documentation of Oral Informed Consent for HIV Screening Tests Performed – FY 2013, FY 2014 
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The denominator for the study is:  records with an HIV screening test reported (lab test in record) The numerators for this study are: number of records in which an HIV test was performed after documentation indicating that the patient had consented to the test or declined the HIV screening test but with no subsequent documentation of the patient’s consent. 



We can see from our graph for FY2013 that only 49.65%  of records had documentation of patient or surrogate oral consent to HIV testing.  In FY 2014 this has increased to 69.45% or records with documentation of the patient or surrogates oral consent.  We also see that 47.82% of the records in FY 2013 and 26.31% or records in FY 2014  did not have any documentation of patient or surrogate oral consent.  We also note that in FY 2013 2.53% of records where documentation indicates a patient or surrogate declined HIV testing and there is not subsequent oral consent documented.  This has increased for FY2014 to 4.16%.  
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FY13	49.65%

47.82%

2.53%



Records with documentation of patient or surrogate oral consent to HIV testing 	Records without documentation of patient or surrogate oral consent or decline for HIV testing	Records where patient or surrogate declined HIV testing and oral consent is not documented 	0.4965	0.46889999999999998	2.53E-2	FY14	

Records with documentation of patient or surrogate oral consent to HIV testing 	Records without documentation of patient or surrogate oral consent or decline for HIV testing	Records where patient or surrogate declined HIV testing and oral consent is not documented 	0.69450000000000001	0.2631	4.1599999999999998E-2	

HIV Screening Tests Reported with Documentation that Patient/Surrogate Declined the Test
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In FY 2013, of  the 4,549 records with an HIV screening test reported, 115 records (2.53%) had documentation stating that the patient or surrogate had declined testing. 

In FY 2014, of the 4519 records with an HIV screening test reported, 188 records (4.16%) had documentation stating that the patient or surrogate had declined testing. 
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Just to reiterate this is the documentation in the record and we can’t assume that this means we are overriding patients wishes or choices.   
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# of HIV Screening Test Reported with Documentation that Patient/Surrogate Declined the Test (FY 2013, FY 2014)
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		VETERANS INTEGRATED SERVICE NETWORK (VISN)		Documented Decline of HIV Test FY 2013 		Documented Decline of HIV test FY 2014 

		1		7		13

		2		1		0

		3		0		2

		4		18		13

		5		10		9

		6		2		14

		7		4		14

		8		6		4

		9		5		11

		10		1		2

		11		11		16

		12		1		13

		15		4		6

		16		10		15

		17		2		4

		18		2		16

		19		4		5

		20		13		14

		21		5		4

		22		4		2

		23		5		11

		TOTAL		115/4549		188/4519
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Total facilities with an HIV test result recorded alongside a documented decline by patient or surrogate = 46 for FY 2013 and 51 for FY2014 

Of those 46 facilities in FY2013 the range is 1 occurrence to 9 occurrences out of 35 total records per facility and for FY 2014 the range for the facility is 1 to 10 occurrences out of 35 records. 



On the slide we have the data shown by VISN with a range of 0 – 18 for FY2013 and 0-16 for FY 2014.   Each facility will complete a cycle on this issue if they have one or more records that show a patient declined the HIV testing.  





NOTE:  Be cautious in interpreting these findings. The data does not allow us to conclude that patients’ who decline following being informed are being overridden.  An alternative explanation may be that subsequent consent was not documented.  However, the old medical record adage of if it isn’t documented it didn’t happen applies.   
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Time Between Consent and Test Results 
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Due to field feedback, in the FY 2014 data pull, we added elements to the collection tool to look at the time frame from the oral consent documentation and the reported test results.  We had several providers indicate that the process would be to obtain consent at clinic visit and labs to be collected at next clinic visit which would be months if not a year in the future.  The data shows that this most patients will have results from lab testing within 1 – 60 days.  
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1-60 days 	Time frame 	0.87870000000000004	61 - 90 days 	Time frame 	2.0400000000000001E-2	91-180 days 	Time frame 	4.6100000000000002E-2	181-365 days 	Time frame 	5.8599999999999999E-2	

Location of Documentation of Oral Consent 
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As policy is not specific as to where oral consent should be documented, another element added to the data collection for FY 2014 was to identified where in the electronic health record the oral consent was documented.   Interestingly enough, most of the documentation is done between the clinical reminder and progress notes. 
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HIV - clinical Reminder	

Location 	0.4793	Progress Note	

Location 	0.48280000000000001	iMed Consent	

Location 	6.7000000000000002E-3	Lab Report	

Location 	1.0200000000000001E-2	Other 	

Location 	2.1000000000000001E-2	

Ongoing NCEHC PE FY2015 Requirements

2015 IntegratedEthics (IE) program metrics include a requirement that identified facilities complete a Preventive Ethics (PE) improvement cycle to address documentation of oral consent for HIV. 

Identified facilities are those facilities where;

data showed that oral consent for HIV testing was documented for fewer than 95% of tests ordered and/or

at least one HIV test was obtained from a patient after documentation indicating that the patient had declined the test but with no subsequent documentation of the patient’s consent
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Improvement Project Progression for FY 2015/2016 

Data pull definition:  Records that had an HIV test result documented.

FY 13: 8/27/2012 - 8/26/2013

     FY  14: 5/1/2014 - 8/26/2014 

FY 15: 8/27/2014 – 8 26/2015

Stratified random sample will be completed resulting in about 35 records per facility 

Number of sample records reviewed that had an HIV test result documented 
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For the data aspect, the plan is to have another data review by EPRP to cover records from August 27 2014 through August 2015.  We are also discussing with EPRP the feasibility of doing one last data extraction that would be done in the spring of 2016 and would capture improvements made in 2015 as well as showing if improvements were sustained for those sites that met the target previously.  
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Proposed NCEHC PE FY2016 Requirements

2016 IntegratedEthics (IE) program metrics include a requirement that identified facilities complete 2 Preventive Ethics (PE) improvement cycles. 
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In 2016, we are planning on returning to the 2 cycles per year requirement where facilities can choose their own projects.  I have received feedback from several PEC’s indicated the desire to have more designated projects.  In 2016, we are planning on providing an optional project addressing Opioid treatment for non-cancer pain.  We will have a call in August to share successful strategies from two sites and the VISN.
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Questions?

Questions regarding Improvement Projects should be directed to Robin Cook (Robin.Cook@va.gov) or Melissa Bottrell (Melissa.Bottrell@va.gov).

Policy questions should be directed to Georgina Baumgartner (Georgina.Baumgartner@va.gov)  or V. Ashby Sharpe (Virginia.Sharpe@va.gov)

Questions regarding resources available through the National HIV Program should be directed to Dr. David Ross at David.Ross4@va.gov.
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