Since the beginning of the AIDS epidemic in the United States in 1981, the Center for Disease Control and Prevention (CDC) has collected national surveillance data on this important infectious disease.  Over the years, as the science and epidemiology of HIV disease has evolved, the surveillance system has been updated to meet the nation’s needs for information (refer to regular renewals under OMB #0920-0573).  Today, national Adult and Pediatric HIV/AIDS Confidential Case Reports are collected as part of the HIV/AIDS Reporting System (HARS). The National Center for HIV, STD, and TB Prevention (NCHSTP), Division of HIV/AIDS Prevention (DHAP), CDC in collaboration with health departments in  states, territories, and the District of Columbia, conducts national surveillance for cases of human immunodeficiency virus (HIV) infection and the acquired immunodeficiency syndrome (AIDS), the end-stage disease caused by infection with HIV.  
The purpose of HIV/AIDS surveillance is to monitor trends in HIV/AIDS diagnoses and describe the characteristics of infected persons (e.g., demographics, risk behaviors, clinical and laboratory markers of HIV disease, manifestations of severe HIV disease, and deaths due to AIDS). The data CDC collects through the national HIV/AIDS surveillance system provide the sole source of comprehensive, complete national standard data on persons with HIV infection and AIDS.  HIV/AIDS surveillance data are widely used at all government levels to assess the impact of HIV infection on morbidity and mortality, to allocate medical care resources and services, and to guide prevention and disease control activities.  Federal health officials use these data to efficiently detect and respond to cases of public health importance and changes in morbidity patterns.  Additionally, these data are used as the basis for funding formulas for several large Federally funded programs supporting critical HIV care and services for persons with HIV.    

CDC is seeking a 3-year OMB approval to continue data collection of the HIV/AIDS case reports with additional data elements on supplemental surveillance activities including: 1) testing and treatment history for improved monitoring of HIV incidence through HIV incidence surveillance, 2) specimen quality and sequence information for improved monitoring of drug resistance and HIV-1 subtypes through variant, atypical, and resistant HIV surveillance (VARHS) 3) enhanced behavioral and clinical information on HIV infected mothers and their infants to maximally reduce perinatal transmission through enhanced perinatal surveillance (EPS).  We are also proposing a modification to both the Adult/Adolescent and Pediatric HIV/AIDS confidential case report forms which includes the addition of a blank space in the top portion and bottom portion of the forms.  Participating State and local health departments will then have the option of using this space to assign a local identifier number. This number would be for local use only and not be reported to CDC.

As our understanding of the epidemic has increased and the surveillance system has been expanded to better monitor the full spectrum of disease, it has become necessary to also expand and refine data collection elements and methods.  As part of ongoing technical assistance to areas conducting HIV/AIDS surveillance CDC provides supplemental guidance to state and local health departments on how best to obtain accurate information for existing data elements.  Additional data elements outlined in this request are an extension of the currently approved data collected on testing and clinical care of persons with HIV infection.  These data elements have been collected as part of ongoing evaluation activities to monitor and improve the surveillance system. They have added minimal increases in burden and were directly related to variables on the currently approved forms.  In this renewal, we have incorporated these data elements formally into our burden estimates and revised our methods for calculating burden to more accurately reflect the variety of respondent activities related to data collection.  These refinements in methods for calculating burden as well as inclusion of collection of supplemental data collection elements contribute to an overall increase in our burden estimate since our last clearance.

The supplemental data collection in this renewal specifically includes additional data elements on recently infected persons (i.e., “incident” cases), who are identified by using the serologic testing algorithm for recent HIV seroconversion (STARHS) through HIV Incidence Surveillance.   The ability to estimate the number of incident infections through supplemental incidence surveillance will allow CDC programs to better target HIV testing services and prevention efforts.  As widespread antiretroviral treatment has been implemented, it has become critically important to monitor the emergence of resistance to these drugs.  Supplemental data collection of laboratory data on drug resistance and HIV-1 subtypes as part of variant, atypical, and resistant HIV surveillance (VARHS) will provide population-based data on trends in transmission of drug resistant strains of HIV and the geographic distribution of these resistant strains in the U.S.   Supplemental VARHS data will also support selection of diagnostic and clinical tests appropriate for use with various HIV-1 subtypes and ultimately inform the development of vaccines nationally.  Supplemental clinical and behavioral data elements collected as part of enhanced perinatal surveillance (EPS)  will supplement information already collected on both the adult and pediatric case report form and  be used to better monitor the effect of HIV testing, prevention, and treatment guidelines. Specifically these enhanced perinatal data will be used to   (a) monitor the implementation of the United States Public Health Service (USPHS) recommendations for counseling and voluntary testing of pregnant women, the use of Zidovudine (ZDV) and other antiretroviral medications to prevent perinatal HIV transmission, and the effect of implementation on the trends of HIV disease among children; (b) to establish a surveillance system to collect data that enable states to respond to selected requirements of the Ryan White CARE Act; and (c) to assist in timely evaluation of perinatal prevention efforts. 
CDC provides funding through cooperative agreements to all U.S. States, Territories, and possessions to conduct surveillance for HIV/AIDS.  Cases are reported to state/local health departments by laboratories, physicians, hospitals, clinics, and other health care providers using standard adult and pediatric case report forms. Case report forms are usually completed using information obtained from medical records or from health care providers.  Currently, 59 areas (states/territories/possessions) mandate and collect AIDS surveillance data.  In addition, as of September 2006, 50 areas mandate and collect confidential name-based surveillance data on HIV cases which have not progressed to AIDS in adults/adolescents and children using the HIV/AIDS case report forms. We anticipate that over the next three years, all areas will mandate collection of name-based HIV surveillance data. Therefore, the estimated burden for the next three years is based on HIV case reporting in 59 areas.  Data from supplemental surveillance activities will be collected in a subset of these reporting areas based on program priorities:  HIV incidence data elements 30 areas; VARHS data elements 24 areas; EPS data elements 15 areas.   

The HIV/AIDS data collection form consists of two forms: (1) Adult HIV/AIDS Case Report Form (CDC 50.42a), (2) the Pediatric HIV/AIDS Case Report Form (CDC 50.42b).    Separate case report forms are used for pediatric patients (patients less than 13 years of age at the time of diagnosis) and adult/adolescent patients (13 years of age or older at the time of diagnosis)  Data elements for supplemental data for HIV incidence and VARHS will be an electronic extension of the current case report forms and as such, no new forms are proposed for these activities.   A separate case report form is proposed for collection of supplemental EPS data elements.

The national HIV/AIDS surveillance system is the only source of these types of data on population-based level.  Effective assessment of federal, state, and local HIV/AIDS prevention and control efforts, based on timely and standardized data, would not be possible without the collection of these data.  Ultimately, the goal of preventing HIV/AIDS in the United States cannot be achieved without continued data from this national HIV/AIDS surveillance system.

