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· Purpose: This call will review the requirements and progress from the national EPRP data for improving requirements of oral informed consent for HIV screening tests.    

· Slide Set 


 


Question and Answers/Discussion 

Q.  Who can complete the signature consent form? 

A.  This question can be found in the FAQs for the HIV collaborative at :

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




Next Calls 
 
Next call is Describing Best Ethics Practice on February 8, 2016. 
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Purpose 

Review HIV collaborative 

Discussion on lessons learned 
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For this call we will be briefly reviewing some of the major aspects of the 2 year HIV improvement collaborative that focused on improving documentation of informed consent for HIV screening testing.  The first part of the collaborative focused on documentation of oral consent for HIV screening testing and the second option focused on patients who had documentation of declining testing but had test results without further documentation of oral consent for HIV screening testing. Although some sites are continuing the cycle for another year, since many have met the requirements for oral consent for HIV testing, we need to do the execution review as part of the evaluate and adjust step for this collaborative.  In our execution review we hope  to learn what went well and what were the areas that did not work well or there was a delay in progress.  So, be thinking about these things so we can have a lively discussion on this aspect of the collaborative.  
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Overview HIV Collaborative  

2013 – Baseline data from national perspective established 

2014 – HIV collaborative launched

Shared with national groups project scope 

Improvement Forum Calls completed to share strategies and discuss elements of the project cycles 

Frequently Asked Questions document developed and posted 

National data collected – improvement but goal not met for majority of sites 

2015 – collaborative continues with additional sharing of successful strategies through IF calls and another national data collection

2016 – Sites can continue the project but this cycle is not required 
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Let’s start with an brief overview of the Improving Documentation of Informed Consent for HIV Screening Testing Collaborative.  We will only be reviewing some of the major points of the collaborative to allow time for discussion.  The intent of the collaborative was to improve the documentation of oral consent in the electronic medical record for patients who have HIV screening testing. VHA Handbook 1004.01, Informed Consent for Clinical Treatment and Procedures, requires documentation of specific oral informed consent prior to HIV screening 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. Although this project started prior to 2013 with the development of the data definitions and collection strategies, we will start our overview with the release of the 2013 baseline data.  From the baseline data, we learned that almost all facilities had an improvement opportunity for meeting the documentation requirements for HIV testing. Since this baseline data indicated wide variation in practices on a national level, the National Center for Ethics in Health Care launched the first nationwide improvement collaborative in 2014.   Let’s quickly reviews a few highlights from the collaborative.  The initial launch involved a communication plan.  This plan allowed sharing through routine calls the significance of the policy and the initial data to several national groups who were stakeholders in the process for HIV testing.  The purpose of outlining this collaborative to all involved entities was to assist the field in including stakeholders in local improvement teams which would be necessary for success with the local improvement project.  The groups targeted included the sub groups of the Office for Public Health (our partner in this project), National Lab Services, Primary Care. Mental Health and Quality Management Officers.   Once we completed our calls on the national level, we developed several Improvement Forum Calls for the purpose of outlining the collaborative and sharing progress along with strategies being tested.   In late 2014, another round of data was collected to assess on a national level what progress had been made in improving the documentation to meet the policy requirements.  This data covered 6 months in order to allow for testing and implementation of strategies in each of the facilities.   Based on this snapshot of the progress, the collaborative  was continued in 2015 with another round of updating national level groups (same as 2014) and improvement forum calls.   Another data review revealed continued progress and of course local site reviews for actual testing of strategies showed ongoing improvement.  As many sites are now meeting the requirements, the HIV collaborative can be continued on a local level if desired, but will not be required from a national level.  
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Overview National Data for HIV Collaborative  

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

     FY 16:  TBD

Stratified random sample completed resulting in about 35 records per facility 

Number of sample records reviewed that had an HIV test result documented 
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Turning to the data aspect, here is the overview of the data plan as of the end of 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.  So what did the data look like over the course of time….
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Documentation of Oral Informed Consent for HIV Screening Tests Performed – FY 2013, FY 2014 
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Just a quick reminder- 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 and by 2015 we are at 73.96%.   We also see that 47.82% of the records in FY 2013 , 26.31% or records in FY 2014  and 22.40% of the records in 2015 did not have any documentation of patient or surrogate oral consent.  We also note that in FY 2013 2.53% of records contained documentation indicating a patient or surrogate declined HIV testing and there is not subsequent oral consent documented.  This has increased for FY2014 to 4.16% and in 2015 is 3.63%.  So, we can see from our graph that overall we have improved on documenting oral consent for HIV screening tests from 49.65% to 73.96%.  Nice job everyone!
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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	FY15	

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 	0.73960000000000004	0.224	3.6299999999999999E-2	

HIV Screening Tests Reported with Documentation that Patient/Surrogate Declined the Test

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. 

In FY 2015, of the 4651 records with an HIV screening test reported, 169 records (3.63%) had documentation stating that the patient or surrogate had declined testing. 
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A second part of the collaborative focused on patients who had a screening test reported with documentation of patient declining to be tested.  Because this aspect did not apply to almost all sites, only those sites with this scenario were required to address this aspect through a cycle.   We did see an increase in this issue after year one of the project and some sites indicated this was an unintended consequence of the strategy tested for the improvement.  Just to reiterate: the data points as outlined on this screen are the % of records that did not have documentation for HIV screening tests that were administered.  Just as a reminder, this only means that there is not documentation for the testing and this does not mean patients are being tested without consent or that practitioners are overriding a patient’s wish or choice.     
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Location of Documentation of Oral Consent  2014/2015 
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Throughout the collaborative a number of questions were raised by the field.  As some of these questions were of a high frequency we did include additional elements for the data extractions to address some of the questions raised.  Our intent in collecting this additional data was to inform the field from a national perspective the answer to some of these questions. One of these questions focused on where in the electronic record does consent have to be documented.   As improvements continued to be made throughout the field, we included these same elements for the data extract with the 2015 data collection.   Interestingly enough, most of the documentation is done between the clinical reminder and progress notes for both years.    
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HIV - clinical Reminder	

2014	2015	0.4793	0.51480000000000004	Progress Note	

2014	2015	0.48280000000000001	0.43869999999999998	iMed Consent	

2014	2015	6.7000000000000002E-3	8.3999999999999995E-3	Lab Report	

2014	2015	1.0200000000000001E-2	1.72E-2	Other 	

2014	2015	2.1000000000000001E-2	2.0899999999999998E-2	

Concerns we heard from you about policy standards

Tension between VA standards and community standards

Centralized vs decentralized implementation solutions

Who is authorized to obtain the patient’s informed consent for an HIV test?
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Dr. Ashby Sharpe is Chief of Ethics Policy at the National Center for Ethics and we asked her to come on the call to touch on some policy-related concerns that came up during the PE improvement project. 



INTRO – Thank you, Robin. I wanted to briefly mention 3 issues that came up during the project that have helped us to understand field concerns about VA policy. 



The first is the issue of VA vs community standards:

As you know, the NCEHC is the VHA Under Secretary’s resources on health care ethics for our VA system. One of our responsibilities is to establish and promote strong ethics practices through national ethics policies that embody our ICARE values. Our ICARE values as well as legal and ethical principles of respect for patient autonomy, require that except in rare circumstances, we perform medical interventions on patients only with their free and informed consent and that documentation of the patient’s consent should be proportional to the risk associated with the procedure. When the risk of a procedure is high – like major surgery -- documentation is through signature informed consent. For this project, the strong ethics practice is 1. to obtain the patient’s oral informed consent for an HIV test, and, because a positive result can result in stigma and discrimination against the patient, 2. to document in the chart that the patient’s consent was obtained for this sensitive test. 

  

During the project, some expressed frustration that the CDC guidelines don’t require specific oral informed consent for an HIV test and questioned why VA doesn’t follow those guidelines. The reason is that CDC is a public health organization whose mission is to prevent the spread of disease, and VA is a patient-centered organization whose mission is not just to promote overall health but to do that in the context of respect for our veteran patients. As HIV treatment has improved and the stigma has lessened, VA has reflected that in policy change (no signature consent required, no need to provide educational material to the patient as part of consent for HIV). When the time comes that an HIV positive test isn’t the basis for stigma, shame, fear, and discrimination, we would reconsider the specific consent and documentation requirement. 



During the course of the collaborative, we also heard that some would prefer a national mandate about how to accomplish the documentation of oral consent for HIV while others were eager to develop their own local mechanisms. As I mentioned before, our goal in the Center’s policy service is to establish strong ethics standards. On operational rather than ethical issues or where local variation wouldn’t create an ethical problem, we respect that facilities have their own processes for implementation and give you as much flexibility as possible in deciding how exactly to meet a standard. We’re sensitive to local facility decision making and don’t want to centralize ,dictate or micromanage on operational issues that can be decided locally. What we learned is that data collection can drive documentation strategies and so even though ethically it’s fine for a practitioner to write “patient consented to HIV test” in a progress note, locating that is more difficult for the purposes of accountability review. This is one of our “lessons learned” that policy monitoring can have unintended consequences.



The last item I’ll mention is about who is authorized to obtain oral informed consent for an HIV test. In VA the standard – established in regulation and policy is that a “practitioner” is responsible for obtaining informed consent from a patient. A practitioner is a clinician who has the knowledge and training (whether through their credentials, privileges, or defined scope of practice or other formal delineation of responsibility) to have the informed consent discussion with the patient about the risks, benefits, and alternatives to the recommended test and to answer the patient’s questions. Other members of the treatment team can play a role in helping to educate the patient but the “practitioner” is ultimately responsible for ensuring that 

the patient has been informed and educated about the risks, benefits and alternatives, and voluntarily chosen to accept the recommended test before it is ordered and administered. In the collaborative we learned a lot from you about local workflows, appointment scheduling and how those impact the informed consent process. We are using this information to revise our authorizing regulation on informed consent to reflect team-based care.
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Evaluate and Adjust

National Execution

Communication with stakeholders (public health quality, lab, primary care, mental health)  

Improvement forum call to initiate the collaborative

Improvement forum calls to share progress with a  focus on strategy implementation and results 

Annual data reviews 

Tools (pre-filled summary documents, FAQ document, EPRP data tool, podcast)

Local Execution 

Leadership support 

Resource allocation 

Stakeholder engagement 
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As with any PE cycle, we have come to the point where we need to evaluate the cycle.  As this collaborative has a national and local aspect we will be discussing elements from both the national and local aspects.  We have discussed some of the feedback we heard about national policy pieces, but policy is also about implementation/execution.  So, let’s talk about execution now. 

 

As background, our office tried to support the collaborative through communication with stakeholders, improvement forum calls to initiate the collaborative and to share progress from teams throughout the field.  We provided annual data reviews through EPRP and several tools to assist teams.   Looking at what we did provide, let’s discuss what worked well for you, what didn’t work well for you and what did we miss? 

 

Now, moving to local execution- I have started a list based on what I have already heard from some of you, notably leadership support and stakeholder engagement.  Regarding leadership support, I heard that allocation of limited resources was an issue for some facilities.  Notably, identified strategies such as changes to CPRS could not be completed due to limited resources and competing priorities.  Are there other aspects of leadership support on a local level that we should discuss?  

 

The next item I have heard is the stakeholder engagement on a local level.  Although on a national level we shared the collaborative with several program offices, local engagement was variable at the outset of the collaborative.   Is that an accurate statement for others or is this limited to a few facilities?  

 

We’d also like to hear about other strengths or barriers you encountered in local execution that we haven’t discussed.  What other things should we think about for a future national improvement collaborative? 
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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.





10





VETERANS HEALTH ADMINISTRATION



10



image3.jpeg

6 "’ Defining
Mﬁ EXCELLENCE

CARE | in the 21st Century







Microsoft_Excel_Worksheet1.xlsx

Sheet1


			 			FY13			FY14			FY15


			Records with documentation of patient or surrogate oral consent to HIV testing 			50%			69.45%			73.96%


			Records without documentation of patient or surrogate oral consent or decline for HIV testing			47%			26.31%			22.40%


			Records where patient or surrogate declined HIV testing and oral consent is not documented 			3%			4.16%			3.63%





						To resize chart data range, drag lower right corner of range.













Microsoft_Excel_Worksheet2.xlsx

Sheet1


			 			HIV - clinical Reminder			Progress Note			iMed Consent			Lab Report			Other 


			2014			47.93%			48.28%			0.67%			1.02%			2.10%


			2015			51.48%			43.87%			0.84%			1.72%			2.09%
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