Consultation Outside the Agency – Response to Comments Received

The notice required in 5 CFR 1320.8(d) was published in the Federal Register on July 8, 2008 (Volume 73, Number 131, pages 39018-39020).  Comments were received from seven organizations/individuals.

The proposed [RSR] was developed based on a three-year external consultation and review process in which all Ryan White HIV/AIDS Program grantees, AIDS national constituency groups, and Federal agencies with HIV/AIDS programs and expertise were invited to provide input on the proposed data elements and reporting methods.  In May 2005, HRSA held a Client Level Data Grantee Consultation meeting with a select group of grantees representing the four Ryan White Part programs.  The purpose of the meetings was to explore positive and negative issues related to collecting and reporting de-identified client level data (CLD) for the Ryan White HIV/AIDS Program.  In addition, HRSA conducted an assessment of the feasibility of collecting client level data from all Ryan White HIV/AIDS Program grantees and their contracted service providers in 2006.  The assessment was conducted to identify the resources needed to implement electronic client level data reporting. Finally, HRSA/HAB also assessed the nature of the technical support and assistance that all Ryan White HIV/AIDS Program grantees will need in order to report client level data to HRSA on a routine basis.

Using the findings from these assessments, HRSA has developed a de-identified client level data system. Beginning in January 2008, the proposed data elements were distributed to all Ryan White HIV/AIDS Program grantees.  In addition, HRSA conducted an extensive review or “vetting” process beginning in December 2006 to present the data elements to our grantees and to provide them with the opportunity to provide feedback and suggestions.  All Ryan White HIV/AIDS Program grantees were invited to one of 10 regional meeting to provide comments on the data elements.  After that meeting, grantees could continue to provide feedback via an online process.  The comments received were reviewed and resulted in significant changes in the data elements.  The revised elements were then “vetted” again with the grantees via the online system.  Notice about this additional vetting opportunity was sent to all grantees including those who did and those who did not attend the regional meetings.  A number of comments were received and reviewed.  Some comments suggested additional changes and others thanked us for the opportunity but indicated that the changes that had been made were satisfactory.   Meetings were held with AIDS national constituency groups and Federal agencies with HIV/AIDS programs and expertise that also had an opportunity to comment both in person and through the online process.  

The following organizations submitted comments as a result of the Federal Register Notice:

1. Communities Advocating Emergency AIDS Relief (CAEAR Coalition)

2. National Association of State and Territorial AIDS Directors (NASTAD)

3. North Carolina Division of Public Health/AIDS Care Unit

4. District of Columbia HIV/AIDS Administration

5. Ruth M. Rothstein CORE Center

6. National Hemophilia Foundation

7. AIDS Alliance for Children, Youth and Families

All of the organizations providing comments acknowledged that client level data reporting will have a valuable impact on the Ryan White HIV/AIDS Program, its grantees and most importantly, on the people served by the program.  It was noted that a client level data reporting system will provide more precise data on the number of people served and the number and types of services they receive. In turn, these data will enhance service planning and delivery.  Respondents also acknowledged that HRSA had effectively communicated with and involved grantees in the process of developing the de-identified client level data reporting system.  They stressed the need for continued and extensive communication between HRSA and grantees as client level data reporting is implemented.

Three of the organizations representative of Ryan White HIV/AIDS Program Part B grantees (#2, #3, and #4) commented that for client level data to have practical utility, HRSA should be required to return all State specific data collected from all Parts of the Ryan White HIV/AIDS Program to the State HIV/AIDS Director. One respondent expressed the opinion that States should be the primary point of all Ryan White HIV/AIDS Program data collection and coordination regardless of funding stream (Parts A-D). Comments cited the value of the data in identifying State specific service gaps, the number of individuals in the State receiving services and service duplications.   Under its current aggregate data reporting system, HRSA has routinely provided each Ryan White HIV/AIDS Program grantee with a validated copy of all data submitted by the grantee and their funded service organizations.  Returning validated data to grantees will continue as part of HRSA’s de-identified client level data reporting system.  All data reported by grantees are viewed by HRSA as the “property” of the grantee and thus, are not shared with other grantees without the permission of the reporting grantee.  HRSA does acknowledge the value of comprehensive statewide client data for planning and the development of the Statewide Coordinated Statement of Need.  HRSA encourages grantees from all Parts of the Ryan White HIV/AIDS Program to enter into data sharing agreements to support all planning efforts in their State.

Organizations (#1, #2 and #4) also requested more specific information on the data elements to be collected, the process for collection or reporting the data to HRSA, the timeline for implementation, and technical assistance to be provided to grantees and their services providers. Detailed information on the grantee, provider and de-iden tified client level data elements that comprise the Ryan White HIV/AIDS Program Services Report (RSR) are available on the HRSA/HIV-AIDS Bureau website at http://www.hab.hrsa.gov/manage/CLD.htm.  The website also contains the instruction manual for the RSR which provides detailed information on all reporting requirements as well as the implementation timeline.  In addition, grantees and service providers can determine the readiness of their data collection system for reporting de-identified client-level data in the required format by “clicking” the link entitled “Determine the readiness of your data system” on the website referenced above.  Various types and levels of technical assistance are available depending on grantee/provider readiness to report client level data.  Information on how to obtain assistance appears on the webpage.  In September 2008, HRSA funded three organizations through cooperative agreements to provide readiness assessments and technical assistance related to client level data reporting to grantees.  HRSA, its data systems and data support/technical assistance contractors and the new-funded cooperative agreement recipients will provide comprehensive technical assistance to grantees.  In addition to onsite TA, HRSA is planning web-based de-identified client level data reporting system trainings for grantees and services providers.  These web trainings will be archived on the HRSA website so that grantees and providers can continue to access these materials over time. HRSA is currently compiling a comprehensive listing of technical assistance mechanisms that will be posted on the website.

Two other organizations (#2 and #5) noted that more specific information “about software to be used for reporting client level data and compatibility with grantee data systems” was needed.  Grantees and their service providers may use any system that they choose to collect their data for the de-identified client level data reporting system.  In fact, more than 50 percent of all grantees have existing electronic data systems used to report the current Ryan White HIV/AIDS Program Data Report.   However, grantees will need to retrieve the required data elements from their computer system and convert it into the proper format. This process will require an individual familiar with the structure of grantee’s database to write the necessary program to extract data from their system and transform it into the XML schema format.  HRSA is providing the necessary XML schema definition files and additional technical assistance is available and will be provided upon request as referenced on the web page noted above.

Comments of two respondents (#2, #5) also raised concerns that grantees and their service providers would be unable to meet the implementation timeline for client level data reporting requirements.  It was also noted that the quality of the data submitted by grantees and providers may be poor and inadequate for reporting on the Ryan White HIV/AIDS program.  Respondents also recommended that the initial submission of client level data be considered pilot collection.  Based on its experience with the rollout of the Ryan White CARE Act Data Report (CADR) in 2002, HRSA realizes that de-identified client level data reported by grantees and providers in 2009 may not be of the highest quality.  Implementation of client level data reporting will be phased in with this issue in mind. While all grantees and providers will be required to compile and report the grantee and provider data elements in 2009, only grantees/providers of ambulatory outpatient medical care and/or medical/non-medical case management will be required to submit de-identified client level data. In addition, the decision to require data reporting every six months was based on concerns about data quality; semi-annual reporting will allow HRSA to examine the data submitted by grantees/providers and more effectively direct technical assistance where it is needed.  Respondents also felt that it would be burdensome to report the number of visits per quarter for core medical services as required by the proposed system.  These data are necessary to report on the quality of care provided by the Ryan White HIV/AIDS Program.  For example, data on the number of ambulatory, outpatient medical care visits per quarter will be used to determine the number of HIV-infected clients who had a medical visit with a provider with prescribing privileges (i.e., MD, PA, NP) in an HIV care setting two or more times at least 3 months apart during the measurement year.  Based on feedback from grantees, it was felt that this method of report these data would be less burdensome than reporting dates for all visits. 

Concerns that the resources (funding) need to meet client level data requirements could potentially exceed the legislatively mandated limits on expenditures for clinical quality management and administrative costs were expressed in comments received (#1, #5, and #7).  All respondents noted the need for additional resources. Additional, though limited, resources are available to grantees.   A provision in the Ryan White HIV/AIDS Treatment Modernization Act of 2006 authorizes the funding of “special programs to develop a standard electronic client information data system to improve the ability of grantees under this title to report client-level data to the Secretary” through the Special Projects of National Significance (SPNS) Program. [Section 2691 of the PHS Act].   In 2008, Part A and Part B grantees were eligible to apply for funding through the SPNS Capacity Building to Develop Standard Electronic Client Information Data Systems Initiative.  All grantees that applied for resources under this initiative were funded.  Part C and Part D grantees will have an opportunity to apply for funding under this initiative in 2009.  As in prior years, additional resources for management information systems are available and were awarded to grantees through the Part C Capacity Building Grants program in 2008.   

The potential of added complexity and potential for more duplication of clients was noted in a comment received (#4).  This comment appears to be based on a lack of understanding regarding the three components of the proposed client level data reporting system.  The proposed system consists of three components: grantee level, provider level, and de-identified client level data.  The respondent apparently thought that client level data reporting system as structured would only permit analyses at the Ryan White HIV/AIDS Program level and not by the individual Parts of the program.   However, the proposed system allows for reporting on the entire Ryan White HIV/AIDS Program as well as the individual Parts.  Data from the provider level reports will be linked to the client level to identify the Ryan White funding sources for services received by clients.  Comments also reflected a misunderstanding of the burden estimates presented in the Federal Register Notice (#1 and #5). The burden of compiling and reporting client level data was estimated to be 1.65 hours per client not 1.65 hours for a client load of 417-493. 

Concern about the potential added administrative burden of the proposed system in light of budget caps were noted (#7).   In addition, an intention to continue current reporting requirements during at least the first year of client level implementation was viewed as burdensome.  Based on past experience in implementing new data reporting requirements, HRSA realizes that data submitted in the first year of client level data reporting will lack the quality necessary for reporting required GPRA and PART measures.  In addition, not all funded providers will report CLD in 2009; only outpatient ambulatory medical care providers and case managers (medical and non-medical) will be required to report RSR data during the first year of data collection.  Thus, continued submission of a Ryan White HIV/AIDS Program Data Report is necessary during the first year of Ryan White HIV/AIDS Program Services Report data collection.  Initially, semi-annual, de-identified client level reporting will be required to enable HRSA to assess data quality and effectively direct technical assistance to grantees.  
A respondent (#3) questioned the efficacy of each service provider, regardless of size, separately reporting to the system, rather than requiring reporting through grantees and/or contractors. It was noted that requiring this level of data reporting might greatly reduce assurance of client confidentiality, since providers who do not need to know client-specific information to provide the service will, in theory, be required to report client specific information. This respondent also commented that the proposed semi-annual reporting might possibly increase grantee workload exponentially if the grantee was required to review all provider reports two times a year.  The respondent’s concern is that the number of reporting providers as well as the number of reporting periods per year would increase.  Grantees and their contractors may continue to report client specific information for fee-for-service providers of services such as transportation, food bank, emergency financial assistance and other services for which the direct service provider would not collect din the proposed reporting system (e.g., HIV status).  Thus, the number of providers should not increase significantly.  Further, although grantees will need to review provider level data submitted by their contracted service agencies, grantees will review the client level data by examining a data quality report that will be produced in  the client level data reporting system as data are submitted..  

Respondents also were concerned that only reporting on Ryan White HIV/AIDS Program funded services rather than all services received by a client would undermine the utility of the information (#7).  The overall purpose of the reporting system is to improve the accountability for Ryan White HIV/AIDS Program funds by collecting data that accurately reflects the core medical and support services provided with program funds.  

Confidentiality of the clients they serve is a concern of respondents (#3 and #7).  One of these respondents expressed the opinion that the data collection must allow for default unique identifiers and gaps in client level data.  The data submitted to HRSA in the Ryan White HIV/AIDS Program Services Report (RSR) is a de-identified data set.  No data elements covered under the HIPAA Privacy Rule have been included on the RSR.  The proposed encrypted UCI does not require the submission of the social security number of an individual and requires information routinely gathered by service providers – first name, last name, birth year, and gender.  The encrypted unique client identifier is necessary to accurately report the number of unduplicated people receiving care and treatment from the Ryan White HIV/AIDS Program throughout the nation.  HRSA acknowledges that there may be missing data in some client-level data fields submitted by the grantee submissions but it is essential that HRSA/HAB respond to the directions of the Congress and OMB for the accounting of Ryan White HIV/AIDS Program funds and outcomes using unduplicated, client-level data as directed.

One respondent (#7) felt that the proposed data elements do not adequately reflect all of the activities of Part D programs. In particular, providers should be able to report on the number of attendees at community events and other contacts from outreach services. The client level data system does not include aggregate counts of attendees at community events and other outreach activities.  Individuals contacted through funded HIV testing outreach events/activities are reported in the HIV testing section of the provider report. 

Another respondent (#6) had concerns about the inclusion of all clients seen in a Ryan White funded service site in the data collection effort. It must be emphasized that only clients receiving Ryan White HIV/AIDS Program funded services will be included in de-identified client level data reporting. The respondent also raised concerns about how clients would be asked to document information needed to report their financial status (Equal to or below the Federal Poverty Level (FPL); 101-200% of the FPL; 201-300% of the FPL; or more than 300% of FPL).   Within the Ryan White HIV/AIDS Program, requirements for reporting and documenting financial status are established at the grantee level.  The security of these data was also a concern.  As previously noted, the data as reported to HRSA is a de-identified data set.

A respondent (#5) noted that new clinical quality measures are included in the client level data reporting system and expressed concern that compiling the data needed to report these variables would be burdensome.   Six clinical quality measures are included in the reporting system and these data are important to monitor and assess the quality of services provided by Ryan White funded grantees and providers.  One of the data elements is currently reported by medical care providers in the aggregate Ryan White HIV/AIDS Program Data Report (RDR).  Three other data elements had been included in earlier versions of the RDR.  Thus, the proposed client level data elements are similar the clinical data that were reported, in aggregate form, for RDR.  HRSA believes that it was necessary for the grantee or the service provider to have a client level data system as a source for completing the RDR.  

