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Questions and Answers

Q: Why has the NCEHC taken on this topic as a focus for Preventive Ethics?
A: Reflecting current recommendations from the U.S. Centers for Disease Control & Prevention (CDC), VHA’s Office of Public Health encourages providers to offer routine HIV testing to all patients in order to diagnose HIV infection at the earliest possible stage.  Early diagnosis of HIV is associated with greatly improved medical outcomes. In addition, a patient’s knowledge of his or her HIV status may substantially reduce his or her risk of transmitting the virus. However, all testing must only be done with the full and informed consent of the patient or surrogate.  VHA Handbook 1004.01 establishes policy on informed consent for clinical treatments and procedures and related responsibilities for VHA health care staff.  As part of the informed consent process for HIV testing, the Handbook requires practitioners to document the patient's specific oral consent for HIV testing in the health record. (1004.01 paragraph 13c(1)(b)). Data collected by the NCEHC has indicated that facilities are not meeting these policy requirements. PE teams are uniquely situated to help close this ethics quality gap to the benefit of Veterans.

Q: Who is authorized to obtain the patient’s informed consent? 
A: Health care professionals granted specific clinical privileges to perform the treatment or procedure are authorized to obtain the patient’s consent.  Other health care professional who are appropriately trained and authorized to perform the treatment or procedure and whose scope of practice agreement or other formal delineation of job responsibility permits them to obtain informed consent may also obtain the patient’s consent. 

Q: Why did VA go from signed/written consent to oral?
A:  VA revised the requirement for HIV consent in 2009 to reflect recommendations from the US Centers for Disease Control and Prevention (CDC).  The recommendations were a part of a national initiative focused on universal, routine HIV testing; regardless of whether patients think they are at risk, and removing barriers to timely HIV testing.  To reflect these recommendations, VHA worked with the relevant program offices to update the policy and procedures to ensure that oral consent for testing is obtained and documented.

Q: When will the results come from you?
A: The results will be available the in November.

Q: Who will results be sent to?
A: The NCEHC will send information via 10N to facility and VISN Directors. We will also share the same information with IE VISN POC and IEPO/PECs at each facility.  The results will also be posted on the IE SharePoint site with the other project materials such as the pre-populated storyboards.

Q: How is the data pulled nationally?
A: EPRP randomly selected 35 records per facility that had an HIV test recorded.  Data was extracted from nearly 5000 records nationally.  The EPRP selection pool was HIV tests ordered between August 2012 and August 2013.  

Q: When is the next round of data pulls?
A: There will be national pull again in August 2014.  For each ISSUE cycle, facilities will engage in small scale testing and collect their own facility data to determine if the strategy increased the number of records with oral informed consent for HIV testing documented.  This data will be reported as part of the program requirements.

Q: What are the parameters for the National pull and will the questions be shared?
A: We will be providing that information when we release the results which can be used to assist in the teams in pulling their own data during their improvement cycle. 

Q: Can you identify where you’re pulling the data from so that we will not be working in one area and you pull the data from another?
A:  Initial data indicates that the documentation of oral consent is occurring with outpatients so that will be our focus. Additional information about the data pull will be available with the data release.   

Q: When we’re doing our data review, are we expected to look at all the screening tests that are completed within the Infectious Disease Clinic?
A: The data should be focused only on HIV testing.  The study focused on HIV tests for initial screening and diagnosis.  These tests are Anti-HIV Virus Ab (EIA or ELISA) and the Rapid HIV test (point of care test).  We recommend that teams base their cycle and data collection on these tests.

Q: If facility utilizes data as ISSUE cycle, can VISN do a Cross-Cutting Issue as well?
A: Absolutely.  As a reminder for a VISN cross cutting cycle there must be VISN involvement such as the VISN providing a VISN approach for each facility.  

Q: If VISN uses as a cross-cutting ISSUE and PE team uses as an ISSUES cycle, can be it be folded into a Leadership improvement?
A: We would need more detail and focus on each of them.  Leadership projects are different as they are looking to change the organizational culture. But the areas can cross over. If a facility thinks this might be something they would like to pursue through a leadership improvement, please reach out to IE NCEHC staff (Robin Cook and/or Basil Rowland) to discuss what aspect would be addressed through the leadership project. 


Q: Where can we go to get local Subject Matter Expert assistance?
A: We encourage facilities to reach out to local leadership in Infectious Disease as partners for understanding local procedures and processes for HIV testing.
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Background

In 2009, VHA Handbook 1004.01 eliminated the signature consent requirement for HIV testing.   

Practitioners must document the patient’s specific oral consent for HIV testing in the record. 

National Center for Ethics in Health Care (10P6) worked with the Office of Informatics &Analytics  to design an External Peer Review Program (EPRP) to determine how VHA health care providers are documenting consent for HIV testing.

Potential Ethics Issues: 

that VHA providers might not be documenting the required information

that VHA providers might be drawing HIV tests for patients that had refused HIV testing. 
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In August 2009, VHA Handbook 1004.01 was republished. This new version eliminated the signature consent requirement for HIV testing.   After republication, 10P6 worked with OI&A to design an External Peer Review Program (EPRP) to determine if (and how) VHA health care providers are documenting consent for HIV testing in the patient’s health record. Our main concerns were that 1) that VHA providers were not documenting the required information, and 2) that VHA providers were drawing HIV tests for patients that had refused HIV testing. The FY10 and FY11 data (~500 records total) raised additional questions and consequently, the FY12 data (~5000 records total) was expanded to include more information.

Language from Hbk (Sect. 13b): Information about certain tests must be considered “information that a patient in similar circumstances would reasonably want to know” because these tests are particularly sensitive and may have consequences that the patient might reasonably want to avoid. These tests include, but are not limited to, specific tests to identify illicit drug use, alcohol intoxication, HIV, Hepatitis C, Hepatitis B, Methicillin-Resistant Staphylococcus Aureus (MRSA), sexually-transmitted diseases, and inheritable genetic abnormalities. For these tests, practitioners must obtain specific consent and follow the informed consent process as outlined in the remainder of this paragraph. Signature consent is not required; oral consent is sufficient and must be documented in the patient's electronic health record (see subpar. 13c(1)). 
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FY 2012 Findings 

Data pull definition:  Records that had an HIV test ordered between 8/27/11 and 8/26/12

Number of records that show an HIV test was ordered between 8/27/11 – 8/26/12: 4360

Number of total facilities: 137
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Let’s review some of the findings from the initial data review.   The data was pulled based on having an HIV order in the record and in total 4360 records were reviewed from 137 facilities.  
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FY 2012 Findings 

Results of FY2012 External Peer Review Program (EPRP) study HIV study

For Veterans who had an HIV test ordered, oral informed consent was documented in the electronic health record only 48% of the time; documentation of oral informed consent was missing in nearly half (49%) of the sampled records. 

63 records with a documented refusal the HIV test, 60 records (95.2%) contained a test result.  







VETERANS HEALTH ADMINISTRATION

From this data pull it was determined that only 48% of the time was there documentation of the required oral consent.  Another finding from the review was that for the 63 record with a documented refusal for the HIV testing, there were test results suggesting that Veterans were being tested when they had refused.  A couple of possible explanations could be the patient later consented and that consent was not picked up in the review or that the patient was tested.  Based on a review of the metric and findings, it was determined additional data should be collected using a modified metric to reduce the possibility for false positives.  
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Addressing the Ethics Quality Gap through IE Preventive Ethics Teams

EPRP will repeat the HIV study in August FY13 using modified metrics

10P6 will analyze and distribute findings to each VA facility and each regional office.

The PE strategy aims to encourage each facility and region to select improved adherence to HIV informed consent requirements as one of the FY14 ethics improvement cycles. 

Selection will be incentivized by the provision of a pre-populated PE ISSUES Summary that includes the ethics issue, ethical standard, best ethics practice, current ethics practice and an improvement goal.

Ongoing technical assistance (national calls, podcast) and coaching from 10P6 IntegratedEthics staff will promote national collaboration and sharing of strong practices.
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EPRP will repeat the study using the modified metric in August 2013.  Once the data is collected and analyzed, each facility and regional office will receive their data.  To support targeted improvement and better localization of the ethics quality gap, facilities will also be provided with frequency distributions  related to setting (inpatient, outpatient) and within inpatient, what type of service (e.g., medicine, mental health) and to promote equity across the veteran population – information related to the ethics quality gap by race/ethnicity, gender, and age.



The IntegratedEthics VISN POC will be encouraged to address HIV informed consent adherence as a regional cross cutting issue if the data shows a regional improvement opportunity.  If there is not an regional improvement opportunity, then any facility that has data showing an improvement opportunity will be able to select this ethics issue as one of their two cycles for FY 2014.  Additionally, there will be pre-populated ISSUES summary documents and ongoing technical assistance for this project.  Let’s look at the pre-populated PE ISSUES Summary document.   
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ISSUES Summary Document-Verbal Consent Documentation 

				Element 		Description 

		1		Ethics Issue
Provide a description of the details relating to the issue, including who, what, where, when, how much or how often		In 2009, the requirement for obtaining signature informed consent for HIV testing was eliminated but documentation of the patients’ specific oral consent is required.
The most recent External Peer Review Program (EPRP) data pull shows that VHA providers are not consistently documenting the patients’ oral informed consent for HIV testing in the electronic health record (EHR)



Preventive Ethics (PE) ISSUES Summary 

Directions: The purpose of PE ISSUES summary tool is to provide a concise snapshot of a completed ISSUES cycle. 

One tool should be completed for each completed PE ISSUES cycle. Full descriptions for each element and example provided at end of the form.  

VISN number_____ Facility number and name ______________ FY Completed _________ Point of contact (email or phone) _____________

Domain Shared Decision Making Topic Informed Consent Source of Issue EPRP National Data Pull 
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As we have two issues that can be addressed, we will start with the oral consent documentation first and these next few slides focus on a facility ISSUES cycle.  Here we have filled out the domain, topic and source of the issue along with a description of the ethics issue.  
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ISSUES Summary Document-Verbal Consent Documentation  

		Ethical Standard Source 
List the widely accepted sources of ethical standard(s) that describe the ethical practice that ought to be happening, i.e., what people should be doing.   		VHA 1004.01 Handbook Informed Consent for Clinical Treatment and Procedures

		Ethical Standard Description
Describe the ethical standard, including any exclusions to the standard.  To describe the ethical standard, provide the section of the standard that describes (or at least approximates) what the expected practice or behavior should be.   		Information about certain tests must be considered “information that a patient in similar circumstances would reasonably want to know” because these tests are particularly sensitive and may have consequences that the patient might reasonably want to avoid.  These tests include ….HIV.   For these tests, practitioners must obtain specific consent and follow the informed consent process.  Signature consent is not required: oral consent is sufficient and must be documented in the patient’s EHR.
Exclusions: None

		Best Ethics Practice “Should”
Draft an operational definition of best ethics practice based on the ethical standard(s) and the specific ethics issue		Oral consent for HIV testing should be obtained from patients and documented in the patient’s EHR
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Next we have the ethical standard source which is our Handbook along with a description of the ethical standard that is included within the handbook.   



The ethical basis of informed consent is: 

VHA is committed to providing a health care environment that supports respect for patients and protects their right to autonomous, informed participation in health care decisions. Patients have the right to accept or refuse any medical treatment recommended to them.  





We have also noted the exclusions.  From the standard description we have drafted our best ethics practice or “should” statement.  In this case our best ethics practice statement is –Oral consent for HIV testing should be obtained from patients and documented in the patients electronic health record (EHR).   
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ISSUES Summary Document-Verbal Consent Documentation  

		Current Ethics Practice Metric
Describe the numerator and denominator for this issue.  		Numerator: 
The number of patients with a completed HIV screening test that have oral informed consent documented in the EHR
Denominator:  
The total number of completed HIV screening tests  documented in the HER

Data source:  EPRP abstraction 

		Current Ethics Practice “is”
Results of the data collection defined in the metric and a summary statement that provides how often a practice is occurring.  XX% of (practice that is the focus).		__% of patients with a completed HIV  screening test that have oral informed consent documented in the EHR

		Refined Improvement Goal
Using the formula for writing an effective improvement goal.  		Increase/Decrease (n or %) of 
patients that have oral informed consent for HIV testing was documented in the EHR 
    (Ethics practice)
from__________%  to    95%         by Qtr 4, FY2014.
 (Current ethics practice)      (Achievable Goal)                (Date)
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Now that we have fully defined our best ethics practice we can move on to current ethics practice.  Here we have defined the metric and developed the current ethics practice “is” statement.  Having fully defined our ethics quality gap – the difference between best ethics practice, what should happen and current ethics practice, what is happening, we can then write our refined improvement goal.  We have set the achievable goal at 95% as this is the requirement for completion of informed consent. From this point the team can start identifying causes and develop strategies for testing.  Now that we have reviewed the oral consent documentation PE ISSUES summary, let’s look at the refusal issue. 
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ISSUES Summary Document-Refusal  

				Element 		Description 

		1		Ethics Issue
Provide a description of the details relating to the issue, including who, what, where, when, how much or how often		The EPRP national data pull related to HIV testing identified instances where HIV screening tests were performed on patients for whom a refusal of informed consent for such testing was documented in the electronic health record (EHR)



Preventive Ethics (PE) ISSUES Summary 

Directions: The purpose of PE ISSUES summary tool is to provide a concise snapshot of a completed ISSUES cycle. 

One tool should be completed for each completed PE ISSUES cycle. Full descriptions for each element and example provided at end of the form.  

VISN number_____ Facility number and name ______________ FY Completed _________ Point of contact (email or phone) _____________

Domain Shared Decision Making Topic Informed Consent Source of Issue EPRP National Data Pull 
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Here again we have filled in the domain, topic and source along with the ethics issue.  
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ISSUES Summary Document-Refusal  

		2		Ethical Standard Source 
List the widely accepted sources of ethical standard(s) that describe the ethical practice that ought to be happening, i.e., what people should be doing.   		VHA 1004.01 Handbook Informed Consent for Clinical Treatment and Procedures

		3		Ethical Standard Description
Describe the ethical standard, including any exclusions to the standard.  To describe the ethical standard, provide the section of the standard that describes (or at least approximates) what the expected practice or behavior should be.   		Patients have the right to accept or refuse any medical treatment or procedure recommended to them.  All treatments and procedures require the prior, voluntary, informed consent of the patient, or if the patient lacks decision-making capacity, the patient’s authorized surrogate
Exclusions: None

		4		Best Ethics Practice “Should”
Draft an operational definition of best ethics practice based on the ethical standard(s) and the specific ethics issue		HIV screening tests should not be performed on patients for whom a refusal of informed consent for such testing was documented in the EHR
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Next we have the ethical standard source, description that will be used for writing our best ethics practice.   



In this case our best ethics practice “should” statement is HIV screening tests should not be performed on patients for whom a refusal of information consent for such testing was documented in the EHR. 
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ISSUES Summary – Refusal 

		5		Current Ethics Practice Metric
Describe the numerator and denominator for this issue.  		Numerator: 
The number of patients with a completed HIV screening test for whom a refusal of informed consent for such testing was documented in the EHR
Denominator:  
The number of patients with a documented refusal of informed consent for HIV testing in the HER

Data source:  EPRP Abstraction 

		6		Current Ethics Practice “is”
Results of the data collection defined in the metric and a summary statement that provides how often a practice is occurring.  XX% of (practice that is the focus).		__% of patients with a completed HIV  screening test for whom a refusal for such testing was documented in the EHR

		7		Refined Improvement Goal
Using the formula for writing an effective improvement goal.  		Increase/Decrease (n or %) of 
patients with a completed HIV screening test for whom a refusal of informed consent for such testing was documented in the EHR 
    (Ethics practice)
from__________%  to    0%         by Qtr 4, FY2014.
 (Current ethics practice)      (Achievable Goal)                (Date)
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Now we will define our current ethics practice and develop the refined improvement goal for our refusal of HIV testing issue.  



We have reviewed the pre=populated PE ISSUES summary for oral consent and refusal, now let’s review the summary for a VISN cross-cutting cycle. 
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VISN Cross Cutting – Verbal Consent 

		VISN Number:		

		Identify the VISN POC: 		First name:       Last name:
Contact information:

		Provide a working title for this cross-cutting ethics issue:		HIV Informed Consent 

		Quarter/Fiscal Year completed:		

		 
Provide a brief description of the cross-cutting ethics issue that was addressed: (i.e., who, what, where, when, how much or how often?)		In 2009, the requirement for obtaining signature informed consent for HIV testing was eliminated but documentation of the patients’ specific oral consent is required.
The most recent External Peer Review Program (EPRP) data pull shows that VHA providers are not consistently documenting the patients’ oral informed consent for HIV testing in the electronic health record (EHR)

		What is the ethics domain and topic for this  cross-cutting ethics issue
(http://vaww.ethics.va.gov/integratedethics/PECtools.asp)		Shared Decision Making, Informed consent

		Describe your improvement goal or desired outcome of this improvement process:		 Increase the percentage of 
patients that  have oral informed consent for HIV testing documented in the EHR  
                                             (practice to be improved)                                                         



Preventive Ethics: Summary of VISN Cross-Cutting Ethics Issues

Directions: The purpose of the Summary of VISN Cross-Cutting Ethics Issues tool is to provide a concise snapshot of a completed project.  

One tool should be completed for each cross-cutting ethics issue addressed.
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Using the VISN cross-cutting format let’s review the pre-populated information.   



Next, we will look at the HIV testing refusal using the VISN Cross Cutting 
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VISN Cross cutting – Refusal  

		VISN Number:		

		Identify the VISN POC: 		First name:       Last name:
Contact information:

		Provide a working title for this cross-cutting ethics issue:		HIV Refusal

		Quarter/Fiscal Year completed:		

		 
Provide a brief description of the cross-cutting ethics issue that was addressed: (i.e., who, what, where, when, how much or how often?)		The EPRP national data pull related to HIV testing identified instances where HIV screening tests were performed on patients for whom a refusal of informed consent for such testing was documented in the electronic health record (EHR)

		What is the ethics domain and topic for this  cross-cutting ethics issue
(http://vaww.ethics.va.gov/integratedethics/PECtools.asp)		Shared Decision Making, Informed consent

		Describe your improvement goal or desired outcome of this improvement process:		Decrease the percentage of patients with a completed HIV screening test for whom a refusal of informed consent for such testing was documented in the EHR                                             
(practice to be improved)                                                         



Preventive Ethics: Summary of VISN Cross-Cutting Ethics Issues

Directions: The purpose of the Summary of VISN Cross-Cutting Ethics Issues tool is to provide a concise snapshot of a completed project.  

One tool should be completed for each cross-cutting ethics issue addressed.
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Questions 
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Now that we have reviewed the ethics issues and the pre-populated PE ISSUES VISN and Facility Summary documents, are there any questions?  
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