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Purpose

This document provides guidelines for the collection and reporting of HIV test data to CDC to meet the accountability and program evaluation requirements stated in program announcement (PA) PS07-768.  These guidelines take into account new program developments and their resulting challenges, while ensuring high quality data to effectively monitor and evaluate HIV testing services at the national level.  

Clinical settings:  For the purposes of PA PS07-768, clinical settings are defined as 

· Primary and acute medical care (PAMC) clinical settings; e.g., 

· hospital emergency departments 

· inpatient medical units 

· urgent care clinics 

· primary care clinics 

· community health clinics 

· Specialized medical care (SMC) clinical settings; e.g.,   

· STD clinics 

· correctional health facilities

· substance use treatment centers 

· TB clinics

Non-Clinical Venues: For the purposes of PA PS07-768, non-clinical settings are defined as community-based venues where there is evidence of a 2% (or greater) HIV seropositivity rate among persons tested during the past 12 to 24 months.  It is expected that the 23 selected sites under this funding will maintain or exceed the 2% HIV seropositivity rate throughout the funding period.  

Background

CDC supports 59 health departments to provide HIV counseling, testing, and referral (CTR) services.  The goals of CTR are reflected in CDC’s 2003 Advancing HIV Prevention (AHP) Initiative, which emphasizes increasing the availability of, and access to, a range of critical HIV prevention services, such as routine testing and early identification of new cases, referral to services and counseling, and care and treatment for HIV-infected persons [1].  

CDC-supported HIV testing services are currently provided at a variety of agency settings including non-clinical settings such as HIV counseling and testing centers and outreach settings, and clinical settings such as hospital emergency departments and community health clinics. In September 2006, CDC published Revised Recommendations for HIV Testing of Adults, Adolescents, and Pregnant Women in Health-Care Settings [2].  In line with AHP, one of the main goals of the CDC Revised Recommendations is to increase HIV screening in clinical settings in order to foster earlier identification of new HIV positive clients and link them to clinical and prevention services. 

Building on this goal, in summer 2007 CDC released program announcement PS07-768 Expanded and Integrated Human Immunodeficiency Virus (HIV) Testing for Populations Disproportionately Affected by HIV, Primarily African Americans to fund health departments to expand HIV testing for populations disproportionately affected by HIV, primarily African Americans, with the majority of funds targeted to testing in clinical settings.  The primary goal for this pilot project is to test 1.5 million persons for HIV and to identify 20,000 HIV infected persons who are unaware of their status. 

Funds are targeted to jurisdictions with 140 or more AIDS diagnoses among African Americans in 2005. These states and directly funded cities accounted for 95% of the AIDS cases among African Americans in 2005.

Instructions

To meet the accountability requirements for the collection and reporting of HIV test data to CDC for programs funded under PS07-768, grantees are required to follow the directives in this guidance.  

The document is divided into the following sections:

I. Variable Requirements for Clients Testing HIV Positive

II. Variable Requirements for Clients Testing HIV Negative

III. Other Information about Reporting Requirements

IV. Reporting Format

I. Variable Requirements for Clients Testing HIV Positive

For clients diagnosed with HIV infection in any setting type, all HIV Testing variables required as of January 1, 2008 should be collected.  
The data collection requirements for clients testing HIV positive should be a routine part of care and is not expected to be overly burdensome.

II. Variable Requirements for Clients Testing HIV Negative
Collecting Data in All Clinical (PAMC & SMC) Settings

For HIV negative test results in PAMC and SMC clinical settings, a significantly reduced subset of variables will be reported to CDC. These settings conduct routine HIV screening, collect a minimal amount of data, and typically do not collect HIV risk factor data or provide client-centered counseling.  Since most clinical settings are not typically funded by CDC, they may have never reported data to CDC.  As a result, CDC recognizes that these venues may have reduced capacity (time, resources, and infrastructure) to collect and report all of the HIV Testing data, particularly risk factor data.  

However, CDC encourages clinical settings with such capacity to report the full number of HIV Testing variables. For example, many SMC settings are accustomed to providing HIV testing and counseling services and collecting HIV risk factor data for reporting because CDC typically funds them. Thus, SMC clinical settings are likely to have the capacity to collect and report the complete set of HIV Testing variables.

Collecting Data in Non-Clinical Settings

For HIV negative test results in non-clinical settings, all HIV Testing variables required as of January 1, 2008 are required for collection and reporting to CDC.  

Unique Identifier 

All tests supported by program announcement PS07-768, whether positive or negative, should be tagged with a code (07768) to identify that the test was conducted and funded by this initiative. This will help to avoid the reporting of duplicate test events.  It will also make it possible for grantees and for CDC to separate data collected for this program from other funding mechanisms, such as PA 4012.  

Figure 1, below, shows the HIV test variable requirements for clients who test HIV negative by each setting type.

FIGURE 1. HIV test reporting variable requirements for HIV negative tests by setting type 

	Setting Type Category
	Setting Type
	Required Variables

(HIV Negative Clients)

	All clinical settings
	Hospital emergency departments

Inpatient medical units

Urgent care clinics

Primary care clinics

Community health clinics 

STD clinics

Correctional health-care facilities

Substance use treatment centers

Tuberculosis clinics


	 Client Variables

· Year of Birth

· Gender

· Race

· Ethnicity

· Self-reported HIV Status 
 HIV Test Variables

· Test Sample Date

· Test Technology type (rapid, conventional, or other)

· Test Result

 Agency variables

· Agency ID

· Community Plan Jurisdiction

· Intervention ID

· Site type, ID, and zip code

· Session Date

· Form ID

· PA Number (07768) in the CDC use field (HIV test form) or on the XML file 



	Non-clinical settings
	Community-based venues where there is evidence of a 2% (or greater) HIV seropositivity rate among persons tested during the past 12 to 24 months 

For example, 

HIV counseling and testing centers

Family planning centers

Field visit/ outreach settings

Community-based organizations
	All variables HIV Testing variables required as of January 1, 2008 (see attached).


III. Other Information about Reporting Requirements
Clinical and non-clinical settings submit self-reported HIV status for all clients and collect these data prior to testing; question about self-reported status should be asked of all clients prior to testing.  Note that the purpose of this variable is to assess newly-identified positive clients.

Please tag each test report to identify that the test was conducted under the 07768 funding; i.e., data should be submitted with ‘07768’ identifier on CDC use field (on the HIV test form) or on the XML file.

IV. Reporting Format 
All grantees are required to report HIV testing program data using a test level (as opposed to aggregate) format, which allows greater flexibility in responding to critical national monitoring and evaluation questions.  In addition, it will also permit CDC to respond to data requests from internal and external stakeholders (e.g., U.S. Congress, DHAP, grantees).  Test level data provides the ability to cross-tabulate data elements to determine, for example, the number of black females ages 19-24 tested at an agency or within a jurisdiction.  With aggregate data, you would only be able to determine the number of Blacks, the number of females, and the number of persons 19-24, independent of one another. This has far-reaching implications for monitoring progress in achieving target levels of performance.  

In addition, the increasing use of rapid test technology further requires test-level reporting; e.g., a preliminary rapid test result requires follow up by a conventional confirmatory test.  Data for both tests must be reported at the test level so that the two data elements can be combined to determine whether the client provided a confirmatory sample and was confirmed to be positive. Aggregate-level data would only give you the number of preliminary positive test results and the number of conventional positive test results independent of one another, with no link to provide the number of confirmed HIV positives.
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