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PURPOSE OF MEETING
· Discuss the Biosurveillance Workgroup’s (BSV WG) expanded scope and name.

· Take testimony on standards development, harmonization, and certification of public health systems and on standardizing national case definitions.

· Review draft recommendations for BSV WG priority areas.

KEY TOPICS
1. BSV WG Expanded Scope and New Name
BSV WG Co-chair Charles “Chip” Kahn and Kelly Cronin, Office of the National Coordinator (ONC), summarized the discussion and outcome of the October 31, 2006, meeting of the American Health Information Community. Key points follow:

· Priorities for all the Community’s Workgroups were discussed.

· The BSV WG’s Visioning Matrix (of its Four Priority Areas) was discussed.

· As a result of the discussion, the BSV WG’s scope has been conceptually expanded beyond biosurveillance to address more broadly the connections among clinical care, public health, and population health functions and requirements.

· This broadened scope will be refined over the next few weeks by BSV WG Co- chairs and staff members.

· The BSV WG’s new name may be something like the Public Health-Clinical Care Interface Workgroup.

· Input from Workgroups will be used to draft very high-level descriptions that will inform use cases involving secondary uses of clinical data.
· These descriptions will be shared among the Workgroups and with the public.
· The next meeting of the BSV WG will include general discussion of this matter, including how the BSV WG will be combining its priorities with the priorities of some of the other Workgroups with reliance on secondary uses of clinical data. Providers’ perspectives also will be discussed.

2. Testimony on Standards Development, Harmonization, and Certification of Public Health Systems
A. Public Health Standards Development Organization (SDO) Process

Background: Ms. Cronin noted that presenters Dan Pollock, Centers for Disease Control and Prevention (CDC), and Randy Levin, U.S. Food and Drug Administration (FDA), have been extensively involved in standards setting for public health. Their presentation on progress will help the BSV WG understand what may or may not need to be accomplished further in this area as it moves forward.

Dr. Levin noted that at FDA, the Data Standards Council manages the health and regulatory data exchange and terminology standards used across the agency to affect harmonization and eliminate redundancy. The Council works with a number of different SDOs and tries to adopt existing standards when they are available.
At FDA, the process of standards setting and/or management begins when business groups identify certain needs, which are referred to the Data Standards Council. A great deal of productive work has been done with Health Level 7 (HL7) in terms of exchange standards, which need to be operable with other standards the FDA is using in the health care area. Participating in HL7 helps facilitate that. The American National Standards Institute (ANSI) is involved, as well as the International Organization for Standardization (ISO).

Dr. Levin participates in a major technical committee on information management. His group is also involved with an electronic health record (EHR) committee, as well as a clinical genomics group. A major advantage of working with different organizations and groups is to prevent redundancy and to strive for interoperability between standards.

Working in HL7, Dr. Levin and others have been gathering requirements from domain experts, such as international regulatory groups. Modeling and testing are conducted with the Reference Information Model (RIM) - released Version 3. Resulting standards are voted on and accredited. Implementation guides are then developed.

A sample HL7 standard used by FDA is for exchanging product labeling and product information. Another standard used by FDA, for reporting, is the individual case safety standard. A Version 3 message was developed based on that to cover both drugs and medical devices. Current work includes extending the model to include combinations of medicine and devices, as well as adverse reactions to animal drugs and foods. 
Standards for assessing cardiovascular effects of drugs also have been developed, as well as an annotated electrocardiogram waveform message. Another ANSI‑accredited standard for product stability is being implemented.
The process used for these standards and messages has been successful in part because they involve international partners, which HL7 and ISO facilitate.
Dr. Levin and his group also have been working with other Federal agencies to develop a medical terminology standard. It has gone through a consolidated health informatics process. This is one of a few standards that FDA actively maintains, as its regulatory responsibilities give it access to, for example, the entire life cycles of relevant products in the United States.
FDA also works with SNOMED and LOINC (named standards) for terminology, although in its international regulatory group, it is working with Medical Dictionary for Regulatory Activities (MedRA) for adverse reaction terminology. An issue with MedRA is that it is not preferred by the health care community. One goal is to ensure that FDA standards are well-coordinated with the health care community’s standards. Harmonizing terminology standards is more difficult than harmonizing exchange standards and messaging. The Health Information Technology Standards Panel’s (HITSP) work on harmonization will be helpful in this regard.
In terms of the work of the BSV WG and its priority area of adverse events reporting, Dr. Levin said he supports use of EHRs to assist in the monitoring of adverse reactions to products the FDA regulates.
Dr. Pollock of the CDC explained that like the FDA, the CDC has been actively engaged within HL7. Much of the CDC’s work in traditional public health has involved messaging – using existing messages or developing new ones. Existing messages are constrained in terms of public health surveillance implementation. A leading example is the use of an HL7 message for the reporting of lab results pertinent to nationally notifiable disease conditions that must be “morphed” in implementation to better meet public health needs. There is also need for additional vocabulary, so the CDC has worked with SNOMED and LOINC to make sure that terms needed in conjunction with messages are developed.
In terms of new messages, the CDC has worked for several years on HL7 messages for nationally notifiable disease case instance reporting from State agencies to the CDC. A Version 3 message solution to extant problems was developed, but that now is being reassessed in favor of a Version 2.5 message. The lesson learned, in terms of HL7, was that, when choosing the message version, one must consider what both the sending and receiving systems are capable of generating and absorbing. Version 3 was simply too cutting-edge a version to be used at this time.
The CDC also has been working on clinical document architecture (CDA) solutions. Projects are underway both in the National Cancer Registry’s program and in the Division of Healthcare Quality Promotion (DHQP) seeking a CDA solution for reports from health care to central cancer registries at the State level. This ultimately will enable hospitals using vendor systems for infection control surveillance to report to the CDC’s National Healthcare Safety Network.

Dr. Pollock observed that HL7 is a voluntary organization. Nonetheless, the work is labor intensive and fairly detailed and involves protracted interaction between subject matter and method experts. In short, such a system requires time and substantial resources. Furthermore, HL7 abides by ANSI approval processes – all of which take time and resources. While HL7 is the leading industry solution for data interchange standards, public health cannot simply send in its requests and expect HL7 to produce. Public health agencies have to be actively engaged, including the commitment of resources.
Comment/Questions/Discussion 

Responding to questions on what the Community could do to make a difference, Drs. Levin and Pollock indicated that getting a Community declaration about the minimum content needed in event reporting would be helpful in terms of the vocabulary standards needed, as well as message specifications. At present, for example, there is no standard vocabulary for expressing chief complaints.

Ms. Cronin noted that a fair amount of the necessary baseline work on biosurveillance has already been done, such as on a minimum dataset, but refinement will be needed down the road.

B. HITSP and Certification Committee for Health Information Technology (CCHIT) Process

Context: Ms. Cronin noted that the next presentation by John Loonsk would address the broader standards processes underway to serve the needs of clinical care and also of public health. Two slide presentations provided the backdrop for Dr. Loonsk’s testimony: “Standards Harmonization Update” and “CCHIT Progress Report to the American Health Information Community.”

HITSP Background: HITSP is a group organized to harmonize standards, identify gaps in standards, and develop implementation-level guidance for standards to facilitate exchange of health data in the United States. It brings together experts from across the health care information technology community. Its activities are transparent and led by ANSI. More than 250 organizations participate in HITSP, including SDOs. The Board of Directors represents many stakeholder groups.

Dr. Loonsk noted that HITSP’s main job is to try to address some of the outstanding issues in the standards community and to support the national health information technology (HIT) agenda. Issues include:
· Adoption of standard terminologies in, for example, software systems

· Multiplicity of and overlap in standards, such as for summary of care 
· Gaps in standards, such as gaps in terminology standards

· Lack of specificity in standards, where, for example, simply naming a high-level standard does not accomplish interoperability 

· Testing – assurance that a standard is reproducible and can ease integration of different software systems.

The HITSP structure follows:
· The Board works on process issues related to general HITSP activity.

· There is a health care standards harmonization panel open to any valid organization with an interest in the subject.

· There are technical committees structured around specific activities and tasks concerning development of HITSP products, otherwise known as interoperability specifications.

HITSP’s first four interoperability specifications – on biosurveillance data, registration data, medication history data, and lab result reporting – were advanced to the Community recently and recommended to the Secretary for recognition as the first suite of standards for the national agenda.

HITSP’s next step is to consider its next cycle of activities. One priority rising out of various use cases will be to consider the needs of an emergency responder EHR. Use cases help HITSP identify where standards are needed to accomplish specific goals.
The complexity involved in HITSP’s work is illustrated by the evolution of its first four interoperability specifications. Initially, more than 700 high-level named standards were identified as potentially appropriate for use in the four areas. HITSP then used “readiness criteria” to help make decisions about the standards. Criteria included whether the standard had an SDO behind it and an open process for participation. The result was that 30 rather than 700 standards were advanced to the Community. Dr. Loonsk emphasized that HITSP works closely with SDOs in this process, including in identifying and addressing issues and fashioning implementation guidance, which accompanied the first four specifications advanced to the Community.
Once standards and guidance have been advanced to the Community, “tweaking” and testing are needed. At present, the first suite of standards and guidance is being tested in a number of different locations. HITSP conducts a certain amount of the testing on the standards but not in software systems, per se. The next step, in terms of getting the standards into systems, could be “conformance‑level testing,” in software.
Dr. Loonsk then turned to CCHIT.

CCHIT Background: CCHIT is a voluntary, consensus-based initiative to accelerate adoption of robust interoperable HIT by reducing risk of HIT investment, facilitating interoperability with emerging networks, enhancing availability of incentives and regulatory relief, and protecting the privacy of personal health information.

In essence, Dr. Loonsk explained, CCHIT was formed to certify software product. It does this by developing certification criteria for functionality, security, and interoperability specifics as well as by testing its criteria. Testing usually takes place through “inspection testing,” where a jury of volunteers review the software system as it works through a given scenario.
In 2005, CCHIT determined ambulatory care criteria, tested them, and released the first tranche of certified ambulatory EHRs last summer. Another set was released more recently. Now there are more than 35 certified ambulatory care EHRs, and they are on a path to achieving the capabilities that will allow them to interoperate with the broader health care environment. CCHIT is developing inpatient systems criteria, using a similar certification process, although the task is more complicated. Next year, CCHIT will be working on network criteria, and eventually will work toward a certification process to advance activities like those of the Nationwide Health Information Network (NHIN).
Given the increasing importance of interoperability criteria, CCHIT is beginning to get into another type of testing – “conformance” testing, demonstrating that a standard can be implemented not only in a given software but in other systems as well. This type of testing is particularly important when considering data exchange between clinical care and public health. Online “test harness capability” could be useful, as well.
Dr. Loonsk concluded his presentation with the following points:

· HITSP and CCHIT look to the Community to identify priorities for the broad agenda. Issues may need to be addressed, such as obstacles and priorities for addressing them.

· Use cases help by informing the standards harmonization and certification processes as well as the NHIN work on broader architectural issues.

· As this work goes forward, it will be important for the Workgroups to advance appropriate priorities to the Community. In some cases for the BSV WG, this will involve priorities that cross cut its work and the work of other Workgroups, such as secondary use of clinical data.

3. Testimony on Standardizing National Case Definitions

Perry Smith, New York State Epidemiologist, James Hadler, Connecticut State Epidemiologist, and John Abellera, Lead Staff for Informatics, Council of State and Territorial Epidemiologists (CSTE), gave a slide presentation entitled “National Public Health Surveillance” and provided a Q&A document entitled “Public Health Preparedness and Disease Surveillance.”
Slide presentation and discussion highlights by Dr. Smith follow:

· CSTE is a professional association representing more than 1,000 public health epidemiologists from all 50 States, eight Territories, and Puerto Rico that has a long-standing working relationship with the CDC to improve public health. 

· For over 50 years, CSTE has been responsible for developing a systematic method of identifying and defining communicable diseases – and some incommunicable diseases – to be reported nationally.

· Dr. Smith chairs the CSTE Public Health Informatics Team, which has broad representation from the States and meets monthly.

· A notifiable disease is one for which regular, frequent, and timely information on individual cases is considered necessary for prevention and control.

· Not all notifiable diseases are amenable to case definitions. Each State has its list of case definitions. Nearly every State makes outbreaks reportable.

· Reporting is usually to local and State Health Departments, with identifiers. Data are reported to the CDC without identifiers.

· CSTE approves annual changes to the nationally notifiable disease list and case definitions. The CDC then develops a plan for implementing CSTE positions and sends a letter to State and territorial epidemiologists summarizing changes to the National Notifiable Disease Surveillance System (NNDSS).

· CSTE also reviews minimum data elements with the CDC, conducts a national survey of States with regard to their reportable disease lists, contributes to the public health notifiable conditions knowledge base, and consults with the CDC on BioSense.

· Dr. Smith commented that automation through EHRs of public health reports will still require human judgment and analysis.

Dr. Hadler went into more detail about the NNDSS. 
Context: There are many ways to conduct surveillance, depending on one’s objective. Disease reporting of individual cases is only one way to conduct surveillance. Disease reporting is appropriate for acute diseases with relatively short incubation periods and for which there is a role for public health investigation and intervention at the individual level, including for example, syphilis, tuberculosis, and individual cases of disease suggestive of bioterrorism. For all of these, sensitivity and timeliness of the reporting system is critical.

Individual case reporting is also used to monitor epidemiology and trends at State and local levels for a number of diseases of public health interest, even when individual intervention is not warranted (Lyme disease, for example). Here, sensitivity, timeliness, and consistency of the system are critical.
Disease surveillance is important at all jurisdictional levels. Each level has its own objectives and needs, which overlap but are not necessarily identical. For example, individual intervention is important at the local and State levels, but not usually at the national level. At the State and national levels, epidemiology and trend data are especially important to help in planning for program funding.
Dr. Hadler then focused on the Q&A document. Highlights follow:

· The current system and authority for reporting and investigating diseases and outbreaks of public health concern involves the following: authority based in State law; individual State rules for what diseases to report, except for core critical diseases and outbreaks; and reporting requirements for health care providers, hospitals, and labs, with phone reporting required in some cases, such as possible bioterrorism events, to ensure timely reporting and response.

· States have formally worked with the CDC for more than 50 years to determine which diseases should be nationally notifiable to the CDC and what the standard definitions for surveillance should be, the result of which is the nationally notifiable disease list, which can be modified annually.
· In terms of public health preparedness funding, a funding requirement has been to ensure that certain diseases are reportable to the State by providers and labs by phone at any time. A State lab diagnostic infrastructure supports rapid diagnosis. State labs are critical sources of data.

· Some States have developed, piloted, and evaluated their own systems to minimize the potential to miss initial cases of anthrax and smallpox as well as large outbreaks of any kind.
· States work with local and Federal law enforcement representatives to report and investigate possible bioterrorism incidents to ensure a proper chain of evidence. Extreme timeliness is key.

· Current systems are largely manual for any disease, helping create issues of timeliness and completeness of reporting; therefore, CSTE anxiously awaits the advent of electronic lab reporting and Web-based physician reporting.

· When the current system works well, “it is the fastest possible system for recognition, reporting, and response.” Clinician astuteness in presumptive diagnosis and phone reporting are key here.

· Important limitations to the current system include the potential for human failures by clinicians and labs in recognition and immediate reporting of outbreaks and suspect initial cases of diseases such as smallpox or anthrax. To prevent delay, States need to know when and who to call when notification of Federal officials is warranted. Multiple Federal agencies are interested in immediate notification of possible threats, including the CDC, the Department of Homeland Security, and various groups within the Department of Health and Human Services (DHHS), but some of these entities are not part of the current system. 

· More explicit written guidance from the CDC on what States should report by telephone, when and to who could be developed by a joint CDC/CSTE workgroup and published in the CDC’s Morbidity and Mortality Weekly Report. Compliance with such guidance could be a condition of accepting Federal public health preparedness funding.

Dr. Hadler concluded with the following points:

· Efforts to mine electronic record data ideally should take into account all levels of the public health system to the extent possible and try to work to meet the objectives at those levels. Keeping in mind the need for individual‑level investigation and intervention is critical. For example, data on some diseases may not appear in medical records.
· All levels of the public health system will benefit from any efforts that speed up routine reporting and that ensure complete reporting. Electronic reporting and mining of electronic medical information have that potential.
· Critical challenges lie ahead: (1) more data from physicians increase the potential for aberrations in public health reports and many false positives, and thus a new, more electronically driven system will need to be sensitive and specific; (2) the system will be able to capture only data that are entered in the system; and (3) it may not be possible to improve on phone communication and physician detection, although the advent of electronic data mining will be useful.

Comments/Questions/Discussion

Ms. Cronin noted BSV WG past discussion of the need for more uniform consistency in the way cases are defined.  She indicated it might be desirable to incorporate some common requirements into the EHR certification process to help public health and enable case reporting. Inconsistency among States might persist, however. Given that, what can be done in the near term? Later, would it be possible to look to "decision support prompts to clinicians" to consider and actually do case reporting?
Responding, Dr. Hadler said it may be possible for future data systems – new or modified – to have prompts for case reporting based on key words. A basic report form also could be tied into the system. Both would enhance reporting. In Connecticut, public health experimented with labs sending in case report forms with findings indicating Lyme disease infection, and the number of reports almost doubled. However, the labs dropped the experiment as too costly.

John Abellera noted projects that CSTE is engaged in now and upon which it hopes to build, including a project that is providing a database on CSTE’s Web site, which allows users to make queries about reportable conditions by jurisdiction. Periodic updates are moving CSTE closer to real-time updates States can share, which will help identify variability in case definitions. Building the public health notifiable conditions knowledge base into this database will enable machine to machine communication.
Dr. Smith commented that, even with new national standards, an automated system will never be able to do all that case reporting does now. He looks forward to the availability of data from EHRs, but common case definitions will still be critical. CSTE also looks forward to continued discussion of these topics as a new representative of the BSV WG.

Central Standards Repository: It was observed that perhaps the BSV WG and the Community should identify – or possibly should call for creation of – a central repository from which information about standards could be retrieved. Ms. Cronin responded that could be a potential BSV WG recommendation for discussion at the next meeting.

Action Item #1: The BSV WG will discuss at its next meeting possibly recommending a central repository from which information about standards could be retrieved.

Networks for Routing Case Reports: Discussion turned to using networks, such as Regional Health Information Organizations (RHIOS), for routing case reports. Dr. Smith commented that using a RHIO to do the reporting might undermine public health authority to obtain necessary information and might be confusing to clinicians. Dr. Hadler commented that, practically speaking, this might work if ultimate responsibility for reporting continued to rest with those who have such responsibility at present. In either case, timeliness should not be compromised.

The BSV WG may explore this subject further with the Indiana Health Information Exchange. The potential role of information exchanges will need to consider a variety of scenarios to meet the needs of public health, case reporting being only one.

4. Review Draft Recommendations for BSV WG Priority Areas 

Context: The staff is fleshing out use cases for population health.  Member guidance is welcome. The staff also will be working on integrating priorities across all of the Workgroups. Generally, the result of these processes will help determine the BSV WG’s future work and guide the work of the HITSP, CCHIT, and NHIN in 2007. 
The Draft Recommendations: The “Draft Outline of Recommendations to AHIC” provided for today’s meeting focuses on some overarching policy and business use cases issues relating to the BSV WG’s four priority areas.  It also includes recommendations on the priority areas of case reporting and bi-directional communications. It recommends getting testimony on response management and adverse events management to determine what systems and standards already exist that could be leveraged to accomplish the vision for these two priority areas.

At its next meeting, BSV WG will discuss these recommendations further. The goal is to craft recommendations, in areas already discussed and well developed, to present to the Community for its January 23, 2007 meeting. Population health will be touched on, but some of those issues – and some of the priority areas already discussed – are sufficiently complicated to warrant further BSV WG work beyond the January 23, 2007, meeting.

5. Next Steps 
A. Drafting Recommendations and Eliciting Further Testimony
Draft recommendations will be discussed at the next BSV WG meeting. The goal will be to advance sufficiently mature recommendations to the Community at its January 23, 2007, meeting.

Also, as noted in the current draft recommendations, additional testimony is needed on the current environment of adverse events reporting and response management. Ms. Cronin asked members to forward their recommendations for presentations to staff in advance of the next BSV WG meeting.

Action Item #2: BSV WG should forward to staff members as soon as possible their recommendations for presentations on the current environment of adverse events reporting and response management.

B. Expanded BSV WG Scope

Members will be briefed further on the BSV WG’s new, expanded or broadened scope at the next meeting.

C. Top 10 Public Health Reports

Leah Devlin has submitted suggestions for reports to include. Ms. Cronin asked other members to submit their suggestions for discussion at the next BSV WG meeting.

Action Item #3: BSV WG members should submit their suggestions for reports to be included in the “Top 10 Public Health Reports” list for discussion at the next meeting.

D. Next BSV WG Meeting Date 
The BSV WG will meet in December, firm date and time TBD. Ms. Cronin noted that, so far, December 8 looks like the best date. She suggested an early start – possibly 11 a.m.

Action Item #4: The staff will follow up with BSV WG members on the next meeting date and time.

5. Public Comments

There were no public comments.

SUMMARY OF ACTION ITEMS:
Action Item #1: The BSV WG will discuss at its next meeting possibly recommending a central repository from which information about standards could be retrieved.

Action Item #2: BSV WG should forward to staff members as soon as possible their recommendations for presentations on the current environment of adverse events reporting and response management.

Action Item #3: BSV WG members should submit their suggestions for reports to be included in the “Top 10 Public Health Reports” list for discussion at the next meeting.

Action Item #4: The staff will follow up with BSV WG members on the next meeting date and time.
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