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Slide 2: HIV in US and VA 
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 21% of them are unaware that they are infected.  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 over 26,000 Veterans with HIV in VA care in 2012. Over 95% of Veterans with HIV in VA have been linked to care and treatment, but accomplishing this requires early diagnosis. Over the last three years, the number of Veterans in VA care ever tested for HIV has almost tripled - In 2009 9.2%, 2010 13.5%, 2011 20% and in 2012 25.7%.  

Slide 3:  HIV testing in VHA 
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. 
Since publication of this policy, HIV testing rates in VHA have almost tripled, resulting in thousands of newly diagnosed Veterans being linked to life-saving therapy. 
What that means is that Veterans should routinely be offered HIV testing and testing should be provided to those patients who after an informed consent discussion with their provider, orally agree to testing.

Slide 4: HIV Testing and Consent 
While HIV testing should be routinely offered to all patients, HIV testing is voluntary and patients (or their surrogate decision makers) have the right to accept or decline testing.  To meet the documentation requirements for specific oral consent, it is sufficient for the practitioner ordering the test to include a brief statement such as “patient consents to HIV testing” or “patient does not consent to HIV testing” in the patient’s health record. Additional details about consent requirements for HIV testing can be found in VHA Handbook 1004.01, Informed Consent for Clinical Treatment and Procedures.
In addition, VHA’s National HIV Program offers a variety of resources that support HIV test ordering and documentation that meets the requirements of VHA Handbook 1004.01. These include an electronic clinical reminder that provides a link to required written educational material on HIV testing and, allows insertion of progress note text documenting patient oral consent. These resources are available on the VA HIV Intranet site at http://vaww.hiv.va.gov/products/PACT-index.asp.
Slide 5: Study History 

Slide 6: FY 13 Data Overview 
The EPRP extraction selected records that had an HIV screening test result that was reported between August 27, 2012 through August 26, 2013. In all, they found 315,265 records that met the criteria for inclusion in this study. 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.  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. 
Slide 7: Documentation of Oral Informed Consent for HIV Screening Tests Performed – FY 2013 (Total Records = 443) 
The denominator for this study is:  records with an HIV screening test reported (lab test in record) The numerators for this study are: number of records with Veteran or surrogate oral consent or decline for HIV screening tests documented in the Electronic Health Record  and records where patient or surrogate declined HIV testing and oral consent is  not documented.  
We can see from our graph that only 49.65% of records had documentation of patient or surrogate oral consent to HIV testing.  We also see that 47.82% of the records did not have the documentation of patient or surrogate oral consent or decline for HIV testing.  We also note that 2.53% of records where patent or surrogate declined HIV testing and oral consent is not documented.   Caution on interpretation as they patient may have changed their mind but that aspect is not documented.  
Slide 8: Documented Decline of HIV Testing with HIV Screening Test Reported
Again caution, we can only review what is documented but this may not represent what actually has happened for obtaining oral consent.  
Slide 9: # of Records with an HIV Screening Test Reported and a Documented Decline for HIV Testing (FY 2013) 
Total facilities with an HIV test result recorded alongside a documented decline by patient or surrogate = 46
Of those 46 facilities the range is 1 occurrence to 9 occurrences out of 35 total records per facility
On the slide we have the data shown by VISN with a range of 0 – 18.   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:  Again, 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.   
Slide 10: FY 2014 Requirements 
Slide 11: Improvement Response 

Six national teleconference calls are scheduled throughout FY 2014 for sharing and supporting improvement efforts.   Additional regional calls may be offered if requested to address regional improvement efforts.  Robin Cook (robin.cook@va.gov), the NCEHC’s PE Advisor, will be moderating the calls and available for support to all facilities.   

Slide 12: CPRS HIV Testing Reminder with Documentation Function 
VA’s National HIV Program has developed an electronic clinical reminder for CPRS that includes a documentation function which automatically adds text to a progress note indicating whether a patient has consented to or declined HIV testing.  The reminder is freely available to all facilities.  The slide shows a screen shot of the reminder as it would look in the electronic health record.  Highlighted in the reminder is the link that will take the provider using this reminder to the patient handouts and it shows the documentation that will appear within the record which states, patient has given verbal consent for HIV antibody testing, and written educational materials have been provided.  An order for HIV antibody test has been entered-see orders tab.  

Slide 13: Questions? 
Summary Q and A- 
Q- Are mid-level practitioners allowed to obtain informed consent for HIV testing? 
This is a question that the Ethics Consultation service has addressed and it is covered also in the 2009 NET call that focused on the release of the current version of 1004.01 (VHA Handbook 1004.01: Informed Consent for Clinical Treatments and Procedures (NET Summary August 2009)  The gist is:  
The current 2009 version of VHA Handbook 1004.01 revised the definition of practitioner as follows: “Any physician, dentist, or health care professional who has been granted specific clinical privileges to perform the treatment or procedure.  For the purpose of this Handbook, the term practitioner also includes (1) medical and dental residents, regardless of whether they have been granted specific clinical privileges and – here is the addition - (2) other health care professionals whose scope of practice agreement or other formal delineation of job responsibility specifically permits them to obtain informed consent, and who are appropriately trained and authorized to perform the procedure or provide the treatment for which consent is being obtained.”
What that means is that the person who is obtaining the consent has to be someone who is authorized to perform the procedure and has it within their scope of practice that they’re authorized to obtain consent to perform the procedure. For practitioners who have clinical privileges to perform a specific procedure, obtaining informed consent is authorized by the specific clinical privilege.   For practitioners who are appropriately trained and authorized to perform a procedure according to their scope of practice (SOP) or other formal delineation of job responsibility, those agreements must also permit them to obtain informed consent for the procedure they are authorized to perform.
So, for example, the nurse must be appropriately trained and authorized by their SOP to perform a procedure and to obtain informed consent for the procedure they are authorized to perform. The scope of practice is determined either locally or nationally in VA and so this is a question for local or national Nursing leadership.
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HIV infection is a treatable condition 

1.1 million HIV-infected persons in the U.S.

21% unaware of their HIV infection

VA is the largest provider of HIV care in the US – over 26,000 Veterans with HIV in VA care in 2012

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

Timely treatment  of HIV depends on early diagnosis



HIV in US and VA
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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 21% of them are unaware that they are infected.  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 over 26,000 Veterans with HIV in VA care in 2012. Over 95% of Veterans with HIV in VA have been linked to care and treatment, but accomplishing this requires early diagnosis. Over the last three years, the number of Veterans in VA care ever tested for HIV has almost tripled.  In 2009 9.2%, 2010 13.5%, 2011 20% and in 2012 25.7%.  
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% Outpatients in VA ever tested for HIV	2009	2010	2011	2012	9.1999999999999998E-2	0.13500000000000001	0.2	0.25700000000000001	

HIV Testing in VHA

VHA is the largest single provider of HIV care in the US, providing care for more than 25,000 Veterans with HIV in 2012.  

Reflecting current recommendations from the CDC, it is VHA policy (VHA Directive 2009-036), that:

HIV testing be a part of routine medical care; 

that providers routinely provide HIV testing to all Veterans (if they consent); and 

that those Veterans who test positive for HIV infection are referred for state-of-the-art HIV treatment, prevention of complications, and care of related conditions, including mental health needs, as soon as possible after diagnosis.
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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. 



Since publication of this policy, HIV testing rates in VHA have almost tripled, resulting in thousands of newly diagnosed Veterans being linked to life-saving therapy. 



What that means is that Veterans should routinely be offered HIV testing and testing should be provided to those patients who after an informed consent discussion with their provider orally agree to testing.
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HIV Testing and Consent

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

HIV testing requires the specific oral consent of the patient or surrogate decision maker. HIV testing may only be ordered and performed after patient or surrogate has consented to the procedure and the practitioner has documented that consent in the patient’s health record.

Potential concerns:

VHA providers were not documenting the required information, and 

HIV tests are reported for patients that had a documented decline of HIV testing. 
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While HIV testing should be routinely offered to all patients, HIV testing is voluntary and patients (or their surrogate decision makers) have a right to accept or decline testing. 



To meet the documentation requirements for specific oral consent, it is sufficient for the practitioner ordering the test to include a brief statement such as “patient consents to HIV testing” or “patient does not consent to HIV testing” in the patient’s health record. Additional details about consent requirements for HIV testing can be found in VHA Handbook 1004.01, Informed Consent for Clinical Treatment and Procedures.



In addition, VHA’s National HIV Program offers a variety of resources that support HIV test ordering and documentation that meets the requirements of VHA Handbook 1004.01. These include an electronic clinical reminder that provides a link to required written educational material on HIV testing and, allows insertion of progress note text documenting patient oral consent. These resources are available on the VA HIV Intranet site at http://vaww.hiv.va.gov/products/PACT-index.asp.
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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 testing.

Data pulls occurred in FY10 – FY13.

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. 

4,360 records were sampled for the FY12 study.

4,549 records were sampled in FY13.
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FY 13 Data Overview

Data pull definition:  Records that had an HIV test result documented in the health record between 8/27/12 and 8/26/13: 315,265

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

Number of sample records reviewed that had an HIV test result documented between 8/27/12 and 8/26/13: 4,549





6





National Center for

ETHICS

in Health Care 

The EPRP extraction selected records that had an HIV screening test result reported between August 27, 2012, through August 26, 2013. In all, they found 315,265 records that met the criteria for inclusion in this study. 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.  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 testes were ordered in the outpatient setting and this setting should be where the improvement efforts are targeted. 
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Documentation of Oral Informed Consent for HIV Screening Tests Performed – FY 2013
(Total Records = 4434)
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The denominator for this study is:  records with an HIV screening test reported (lab test in record) The numerators for this study are: number of records with Veteran or surrogate oral consent or decline for HIV screening tests documented in the EMR and records where patient or surrogate declined HIV testing and oral consent is  not documented.  



We can see from our graph that only 49.65%  of records had documentation of patient or surrogate oral consent to HIV testing.  We also see that 47.82% of the records did not have the documentation of patient or surrogate oral consent or decline for HIV testing.  We also note that 2.53% of records where patent or surrogate declined HIV testing and oral consent is not documented.  
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Series 1	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	

Documented Decline of HIV Testing with HIV Screening Test Reported
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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. 
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# of Records with an HIV Screening Test Reported and a Documented Decline for HIV Testing
(FY 2013)
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Total facilities with an HIV test result recorded alongside a documented decline by patient or surrogate = 46

Of those 46 facilities the range is 1 occurrence to 9 occurrences out of 35 total records per facility



On the slide we have the data shown by VISN with a range of 0 – 18.   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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FY2014 Requirements

2014 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 who had a documented decline of HIV testing and no subsequent documented consent.
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Improvement Response

Facility Directors are encouraged to assign responsibility for this activity to PE program staff 

PE staff have received documents to support these improvement efforts http://vaww.infoshare.va.gov/sites/IntegratedEthics/Lists/PEHIV%20Informed%20Consent%20Materials/AllItems.aspx?InitialTabId=Ribbon%2EList&VisibilityContext=WSSTabPersistence

NCEHC will offer ongoing assistance including strategy sharing conference calls.

PE teams will partner with local HIV experts on improvement projects.  
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Six national teleconference calls are scheduled throughout FY 2014 for sharing and supporting improvement efforts.   Additional regional calls may be offered if requested to address regional improvement efforts.  Robin Cook (robin.cook@va.gov), the NCEHC’s PE Advisor, will be moderating the calls and available for support to all facilities.   
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CPRS HIV testing reminder with documentation function



Link to patient handout

PN text documents verbal consent
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VA’s National HIV Program has developed an electronic clinical reminder for CPRS that includes a documentation function which automatically adds text to a progress note indicating whether a patient has consented to or declined HIV testing.  The reminder is freely available to all facilities.  The slide shows a screen shot of the reminder as it would look in the electronic health record.  Highlighted in the reminder is the link that will take the provider using this reminder to the patient handouts and it shows the documentation that will appear within the record which states, patient has given verbal consent for HIV antibody testing, and written educational materials have been provided.  An order for HIV antibody test has been entered-see orders tab.  
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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 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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Microsoft_Excel_Worksheet1.xlsx

Sheet1


			 			% Outpatients in VA ever tested for HIV


			2009			9.2%


			2010			13.5%


			2011			20.0%


			2012			25.7%


						To resize chart data range, drag lower right corner of range.
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			 			Series 1
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