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Development and Adoption of a National Health Information Network

Response to the Request for Information
“Development and Adoption of a National Health Information Network”

Office of the National Coordinator for Health Information Technology,
Department of Health and Human Services
Released on November 15, 2004.
Introduction
The American Immunization Registry Association (AIRA) is a membership organization whose mission is to promote the development and implementation of immunization registries, now referred to as Immunization Information Systems (IIS), as an important tool in preventing and controlling vaccine preventable diseases. The Association, representing close to 200 members, provides a forum through which IIS programs, interested organizations, individuals and communities combine efforts and share knowledge that promotes registry activities as a resource for immunization information systems (IIS) and immunization programs.

AIRA goals are:
· To promote and advocate for universal population-based registry standards. 

· To contribute to the development and maintenance of immunization registries

· To advocate for immunization registries through legislation, policy development and public information. 

· To build stronger partnerships with and between public and private registries, vendors, providers and federal agencies. 
· To collaborate with agencies and organizations, both domestic and international, on issues of concern to immunization registries.
Immunization Information Systems have evolved from the most forward-looking of previous electronic data collection efforts, and are poised to lead the way as health information technology moves forward. IISs have pioneered multi-agency collaboration and governance structures around patient-centric health information exchange. They have solved many of the daunting challenges of merging and matching patent records from disparate sources, creating a consolidated patient record and making decision support securely available to those with a need to know. IISs have also learned how to use health information to support both clinical and public health decisions.
Immunization registries have previously showcased their successes in integrating with other public and private child health care systems, such as WIC (Women Infant and Children) clinics, in their role as part of a larger network of programs and systems in a public health information environment. This environment may include interoperable approaches for establishing child health information systems or working within the components of the CDC’s Public Health Information Network (PHIN).
Experience and focus on the standards and technology used in electronic data exchange has provided the immunization information system community with a solid framework from which to continue to contribute to the emerging health information technology initiatives. AIRA supports these efforts by providing an infrastructure for collaboration, knowledge sharing and demonstration of best practices.
AIRA member IIS projects are currently participating in AHRQ and HRSA funded RHIO projects in IN, UT and RI, emerging RHIO projects in San Diego, and NC, a PHIN project in ME, and in HRSA funded child health information integration projects in many other states.

AIRA has participated in a response to this RFI as part of a group effort of the Public Health Data Standards Consortium (PHDSC) and supports and endorses their document. AIRA members have also participated in responses from organizations in their states and from other organizations to which they belong. In this response, AIRA will refer to the endorsed sections of other appropriate responses but will answer questions directly in those areas where it believes AIRA has unique knowledge, skills, and organizational infrastructure to contribute to the establishment and growth of interoperable systems within an NHIN architecture.
1.
The primary impetus for considering a NHIN is to achieve interoperability of health information technologies used in the mainstream delivery of health care in America. Please provide your working definition of a NHIN as completely as possible, particularly as it pertains to the information contained in or used by electronic health records. Please include key barriers to this interoperability that exist or are envisioned, and key enablers that exist or are envisioned. This description will allow reviewers of your submission to better interpret your responses to subsequent questions in this RFI regarding interoperability.
AIRA supports the following description of the NHIN as developed by the PHDSC:

The PHDSC defines the NHIN as the policy framework and technical linkages between disparate health and healthcare information systems that allow patients, physicians, hospitals, public health agencies and other authorized users across the nation to share timely clinical information under stringent security, privacy and other protections. We believe that the goal of the NHIN is to effectively use information technology to improve the quality, efficiency, and safety of health care for all Americans through the widespread adoption of interoperable electronic health records (EHRs) within ten years and to enhance the health of the population. . 
If the primary focus of a NHIN is to achieve interoperability of health information technologies used in the mainstream delivery of health care in America, the NHIN must include public health and research perspectives from the outset. For example, the NHIN should incorporate the CDC’s National Public Health Information Network
 (PHIN) in its initial design. Furthermore, the NHIN can serve as a vehicle to disseminate and monitor the Department of Health and Human Services 467 Healthy People 2010. The Healthy People 2010 objectives
 are mainstream health care goals in America for individual citizens. They are also our nation’s aims for improving the health of populations. Health information technologies must be capable of reporting such data to health departments at state and local levels. 

It is also through the mainstream delivery of healthcare in America that National Health Electronic Disease Surveillance System
 (NEDSS) and other PHIN components will gather and analyze much of the information that will improve our ability to identify and track emerging infectious diseases, disease outbreaks, chronic disease trends in populations and potential bioterrorism attacks. The foundation of public health is to detect health events and assess health status trends in populations to assure timely intervention and prevention of disease, access to care, monitoring of care quality and promotion of wellness. In fulfilling the population-based and patient-centric missions of public health, state and local health agencies and healthcare providers need to be capable of exchanging pertinent information about individuals. This should be an explicit NHIN interoperability goal.

A goal of a national network must include balancing concurrent and potentially conflicting needs to make public health data useful for the challenges facing our nation in the 21st century, while maintaining appropriate patient confidentiality. Public Health’s efforts to assess individual patients, provide services in a secure, timely, comprehensive, and cost-effective manner
 and analyze important trends in disease occurrence are often hindered by inaccessible and outdated information exchanged in old, non standards-based technology requiring the re-entering of information several times from the source. These limitations lead to morbidity and mortality that could be prevented and to disease outbreaks that go unrecognized too long. Design and function of the NHIN must enhance these public health needs while keeping health information confidential except for authorized uses. 
Technology can transform our nation’s health information only if the NHIN does not constrain its initial thrust to the direct provision of healthcare to the exclusion of public health. The NHIN must include public health as a full partner in the emerging transformation of our nation’s health care systems through the adoption and use of information technology. An architecture that does not encompass public health from the start will not function as a national comprehensive network.

NHIN will support the continuously changing flow of health information among authorized users intersecting with all forms of health communication, e.g., messaging, data linkage, data integration, information queries by users, the world wide web communications, 911 communications, telephone, radio, facsimile, and mail/post transfer. NHIN will support all forms of recordable health-related interactions between stakeholders, e.g., physician-patient, parent-child-pediatrician, EMS first responder-patient-hospital, physician-laboratory, physician-payor, physician-hospital administration, physician-insurer, physician-public health practitioner. In addition, it will provide data for research needs allowing for further understanding of relations between human-health, human-disease, and human-environment. NHIN will provide timely access to data and information through secure communication channels for the authorized users whose purpose is to promote human welfare, including emergency access to information for clearly delineated issues of Homeland Security while protecting privacy of individual information. 

AIRA has identified the following key barriers and key enablers to an NHIN:
Key Barriers 

Lack of widespread knowledge of NHIN in the public health and health care community--inadequate methods of communication

Despite the announcement of the ONCHIT Strategic Framework in July 2004 and subsequent HIT conferences, and the participation by many professional organizations representing segments of the healthcare delivery system, penetration of information fails to reach many public health practitioners and also many individual physicians, small clinical settings and other stakeholders including the public. The knowledge and input of these grassroots stakeholders is essential to the adoption of a comprehensive NHIN. There are no strategies for educating the public health workforce, particularly in state and local public health agencies, even though these agencies will need to be an integral part of a RHIO. 

Existence of multiple but not interoperable systems

Historically electronic medical records (EMR) have been centered in a facility such as a clinic or hospital. This provides good digital management of records “owned” by this facility but is less helpful to clinicians as patients became more mobile. As patients receive care and treatment from multiple facilities, the complete history of care, medications, lab tests and treatment is not available to the provider. Records are stored in non-standard formats making data sharing costly and difficult. This led to the significant quality and safety problems described in multiple Institute of Medicine (IOM) reports and other papers. Safety and quality problems due to lack of access to information are especially evident at the transitions of care from one provider and setting to another. 
Silos-based Infrastructure 

As stated in the PHDSC response: “The majority of current clinical and public health data systems are silos. Clinical silos are mostly of an administrative nature, but public health silos are of a knowledge-based (programmatic, disease-specific) nature and could be even more difficult to transition to integrated EHR-PH systems. Over the last 40 years, a categorical disease-specialized approach has been utilized in public health, that is, communicable diseases, lead poisoning, injury, community-based mental health, substance abuse, bioterrorism, etc.
 

This domain-specific organization of public health is currently supported by the structure of funding allocations, by the organizational structure of public health agencies, by training of the workforce, by information system development and operation, and by the structure of data collection.
 Better coordination is needed across governmental agency activities that are related to NHIN. For example, CDC has been developing the Public Health Information Network (PHIN) by establishing a set of standards for primarily disease reporting and surveillance functions. It is important that this work is coordinated with other public health IT initiatives funded by other agencies, e.g., AHRQ and HRSA. 

In addition to the programmatic fragmentation of public health, there is an organizational diversity of public health agencies that follow state political structure of jurisdictions and/or the public health services delivery workflow. There are four models for organizational structure in public health: (1) public health is represented by balanced infrastructure of both state and local health agencies; (2) the state health agency plays the key role in delivering services to communities; (3) local health departments take the leading role; and (4) health coalitions - public/private partnerships - provide delivery of public health services, e.g., immunization coalitions – community-based groups that include parents. 

Programmatic fragmentation and organizational diversity of existing clinical, public health, pharmacies, and payors systems are the main challenges to the NHIN implementation.
Time and cost to analyze, acquire and use electronic systems

Lack of inclusion of successful public health deployments in the planning of public-private initiatives

A key EHR function is contributing data electronically for public health purposes. This information includes name identified data such as disease reports, and other data for quality and safety monitoring. Recent pilot projects have focused on data from EHR for early detection of threats. Increasingly recognized is the value that public health data brings in the form of value added feedback of knowledge to support development of best practices and to inform clinical decision-making. Population based data is often valued when available but not often championed in the planning efforts. Immunization registries are experienced in facilitating summary reports and analysis that support public health and can contribute greatly in this area. 

Difficulties in achieving provider participation

The three strategies outlined in the Strategic Framework to enable the goal of informing clinical practices are a perfect fit for addressing the need to increase provider participation in registries: Incentivize EHR adoption; Reduce the risk of EHR investment; and Promote EHR diffusion in rural and underserved areas. 
To better understand these strategies from a societal and industry perspective, HHS (the United States Department of Health and Human Services) will convene a Health Information Technology Leadership Panel (the Panel) consisting of health care organizations and health care information technology executives and leaders. HHS will also participate in the National Alliance for Health Care Information Technology Advancement (the Alliance) comprised of purchasers and payors. With all of the progress that registries have made, they have not overcome the disincentives of the reimbursement system and the costs of new technology, particularly in rural and underserved areas. 

AIRA would like to develop opportunities to interact with the Panel and the Alliance. Immunization information systems should be promoted as prototypes of Regional Health Information Organizations (RHIOs) for a content segment of an electronic health record. IIS highlights should include their standards-based design, lessons learned and best practices for interacting with providers and payors. 

In turn, the EHR planners must include IISs in the business case, stakeholder alignment, and technology investment changes that will include regional grants and contracts, availability of low-rate loans, statutory changes, and pay for use and pay for performance programs.

Enablers

Organizations representing key stakeholders

AIRA sees the emerging concept of Electronic Health Records (EHR) that are patient-centric and designed to associate disparate information and to present a composite history of care from across multiple agencies as very familiar. IISs use the same conceptual model that is person-centric and designed to associate information from across multiple settings.

AIRA is positioned to provide leadership by promoting ways that IISs can support and inform EHRs, PHRs and RHIOs. In the near future IISs can contribute to their development and enhancement in several areas: 

· Provide knowledge and experience with the development of multi-agency collaboration and governance structures. 

· Contribute experience with processes for data management, de-duplication, and data and multi-agency privacy policies. 

· Enable electronic access / interface with EHRs containing immunization history data that can help inform clinical practice.

· Develop and use (adapting to local context) national standards such as Health Level 7 (HL7) for electronic data exchange. 

· Provide decision support in the form of prediction algorithms for immunizations.

· Ensure that the data from IISs is timely and of the highest quality. 

· Provide summary feedback on clinic status, community immunization levels and other data to support clinic practice policy decisions.

· Monitor NCVHS (National Committee on Vital and Health Statistics) testimony and recommendations. 

· Share information through its web-based Knowledge Sharing Repository on existing RHIO / EHR efforts in state and local communities or regions. 
· Provide leadership to funding efforts that will be directed at state health departments. 

· Develop strategic action steps for the integration of immunization registry data into EHR/RHIO structures. 

· Leverage the EHR/RHIO efforts for consumer access to immunization history and status information in IISs and as a component of the PHR.

· Educate and inform these new EHR/RHIO partners about public health, vaccines and vaccine-preventable diseases, and the benefits of immunization information systems.

· Publish experience, knowledge and results of EHR/RHIO activities in various communities, including best practices.

· Support the use of IIS data to improve the operations of state and local immunization programs, to enhance the quality of data for clinicians and public health data needs, and as feedback for continuous quality improvement of IIS systems

3.
What aspects of a NHIN could be national in scope (i.e., centralized commonality or controlled at the national level), versus those that are local or regional in scope (i.e., decentralized commonality or controlled at the regional level)? Please describe the roles of entities at those levels. (Note: “national” and “regional” are not meant to imply federal or local governments in this context.)
The experience with IISs is most often that the optimal environment for rapid development and acceptance of HIT is local/regional development and governance, operating within national technical standards and state and national policy guidance. Adopting HIT is a matter of organizational trust and buy-in, and such trust is best and most easily developed as close to the patient as possible. 
4. What type of framework could be needed to develop, set policies and standards for, operate, and adopt a NHIN? Please describe the kinds of entities and stakeholders that could compose the framework and address the following components:

How could a NHIN be developed? What could be key considerations in constructing a NHIN? What could be a feasible model for accomplishing its construction? 

Inform from best practices from projects with similar characteristics. Key considerations:
Strategic Framework Goal 1—Inform Clinical Practice. “Fundamental to the goal of improving care and making health care delivery more efficient is providing complete and useful patient information and knowledge to clinicians when and where they need it and in a manner linked to selection and ordering of … therapies for patients.” All of these fundamentals are addressed by mature immunization registries that meet the 12 Minimum Functional Standards as recommended by the CDC/NIP (Centers for Disease Control and Prevention/National Immunization Program)Technical Work Group. In particular, registries enable provider access to a patient’s immunization history at the time of encounter and also determine the patient’s current vaccine needs according to the most recent ACIP (Advisory Committee on Immunization Practices) schedule. Expanding on this functionality, mature registries can also identify and produce lists of all patients overdue for immunizations and generate reminder/recall notices. Registries promote a wider understanding of immunization coverage in practices and in communities by producing population-based coverage reports. 

“Information technology products that work within the unique environment of health care should be further innovated.” This is particularly true for the Electronic Health Record (EHR) which has the potential to deliver substantial benefits but relies on a unique relationship between a clinician and information technology. Individually, and through the American Immunization Registry Association (AIRA) and the CDC, immunization registry projects have focused their provider recruitment and retention efforts on the benefits to the patient, the provider, the payor and the community from the use of a registry. Registry projects work with provider organizations and other stakeholder groups to promote features that can positively impact a provider’s office workflow, including web-based interfaces and the reduction of duplicate data entry.

Registry programs have already participated in Medicaid incentive programs and can demonstrate proof of concept for the efficacy of these types of such approaches by publicizing the results of such collaborations. Immunization registries can also prove their value to health plans and communities by providing reports such as coverage assessments, HEDIS, reminder/recall, and shot records for schools and day care institutions.
How could policies and standards be set for the development, use and operation of a NHIN?
How could the adoption and use of the NHIN be accelerated for the mainstream delivery of care? 

The federal government intends to use the leverage of its operation of large care delivery networks, the Department of Defense (DOD),the Veterans Administration (VA) VA and Indian Health Service, (IHS) by promoting standards and technology transfer, particularly in rural and underserved areas and making available contracting services and volume discounts. Registries have some experience in these areas as well from their participation in the development of the Health Level 7 (HL7) standard, and their use of HL7 for data exchange. Registry experience in these areas needs to be further publicized and injected into the EHR discussion.

Immunization registry projects have a wealth of experience in connecting staff for point of care decisions. IISs address many of the logistical problems of communicating standard information in a secure manner to connect physicians to a central repository of immunization information. Many IISs have adopted the use of a national data exchange standard by following the HL7 implementation guide for immunization data. The HL7 standard is one of the critical standards used in the communication of clinical health care data. All this experience can be leveraged in efforts to bring clinicians closer to communicating with other systems and with the repositories of immunization data contained in immunization registries. 
The second goal in the Strategic Framework also calls for the coordination of federal health information systems. Immunization registries have previously showcased their successes in integrating with other public and private child health care systems such as WIC clinics, in their role as part of a larger network of programs and systems in a public health information environment. This environment may include interoperable approaches for establishing child health information systems or working within the components of the CDC’s Public Health Information Network (PHIN). Finding strategic areas to prioritize efforts while working in an interoperable environment will remain a challenge for all information systems. The coordination efforts of health information architectures at all levels--federal, state, and local--will continue to be a future focus for Immunization Information Systems. Experience and focus on the standards and technology used in connecting clinicians for data look-up and reporting has provided the immunization information system community with a solid framework to continue connecting clinicians to accurate immunization data.

7. What privacy and security considerations, including compliance with relevant rules of the Health Insurance Portability and Accountability Act of 1996 (HIPAA), are implicated by the NHIN, and how could they be addressed?

Perhaps the biggest privacy consideration is the unevenness of state health data sharing laws. While most such statutes allow sharing of immunization data and disclosure to public health without consent, routine exchange of health information with other providers for the purpose of treatment most often requires patient consent. The implications for an EHR/RHIO have not been explored fully on a state-by-state basis. 
12. How could community and regional health information exchange projects be affected by the development and implementation of a NHIN? What issues might arise and how could they be addressed?
Early adopters might have to change their systems. Communities could support initiatives, and initiatives could provide some infrastructure. Could cause a shift in funding priorities.
13. What effect could the implementation and broad adoption of a NHIN have on the health information technology market at large? Could the ensuing market opportunities be significant enough to merit the investment in a NHIN by the industry? To what entities could the benefits of these market opportunities accrue, and what implication (if any) does that have for the level of investment and/or role required from those beneficiaries in the establishment and perpetuation of a NHIN?

In AIRA’s experience, industry standards that IISs have used have encouraged vendors in participating in immunization registries and in creating demand for these features by providers.

14. What kinds of entity or entities could be needed to develop and diffuse interoperability standards and policies? What could be the characteristics of these entities? Do they exist today?

The entities that are needed to develop and diffuse interoperability standards are groups that have specific subject matter expertise both technically and operationally into the clinical or population of interest. AIRA is one such organization that works collaboratively with the CDC and SDOs to develop standards and facilitate knowledge on immunization information systems practices. It is important to get the correct mixture of knowledgeable experts at the table who can have a specific focus and not focus on groups who are too generalist in their approach.
16. How could the efforts to develop and diffuse interoperability standards and policy relate to existing Standards Development Organizations (SDOs) to ensure maximum coordination and participation?
Promote the organizational knowledge that brings specific subject matter expertise at the table. For example, encourage groups with immunization expertise to work on the specific use cases or scenarios that need to be described in a NHIN. Any related data exchanges efforts can then be followed up. Give specific timelines and resources to help sponsor these expert meetings such as Immunization reporting. SDO do not always get the proper people to the table because of technical and academic perceptions that exists with SDOs.
17. What type of management and business rules could be required to promote and produce widespread adoption of interoperability standards and the diffusion of such standards into practice?
The NHIN should promote the development and establishment of technology neutral business rules, operations and scenarios according to an industry approved techniques (examples would include better business modeling and operations descriptions of scenarios and use cases.) Groups should be encouraged with financial incentives to develop these technology neutral management approaches, operations and business rules that are designed to capture specific operations needed to run clinical and population data and care. Not all of the situations will need SDOs input but for the purpose of data exchange and communications this input is need. Identifying certain areas to focus in such as immunization reporting in every local RHIO and then tasking groups to help in the management and use of business rules in local setting will help to practically foster then NHIN vision.
21. Are there statutory or regulatory requirements or prohibitions that might be perceived as barriers to the formation and operation of a NHIN, or to support it with critical functions? 

There are many local and state legal barriers, particularly with regard to public health law, privacy and confidentiality and with community practices. Differences in scope of state and local regulation, state management of vital records, personal identification requirements (e.g. use of Social Security number, drivers’ licenses), and ability/inability to disclose non-consented health information across state lines could all create barriers to the formation and operation of an NHIN.

24. How could success be measured in achieving an interoperable health information infrastructure for the public sector, private sector and health care community or region?

Measure operations. 
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