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PURPOSE OF MEETING

Co-chair Chip Kahn reviewed the purpose of the meeting through the Biosurveillance Workgroup (BSV WG) meeting agenda:

· Update from Biosurveillance Data Steering Group (BDSG)
· Review and Discussion of the “Biosurveillance Priority Area Matrix”
· Reaffirmation of Priority Areas Sequence of Work in Preparation for Recommendations to the Community at its October 31, 2006, Meeting
· Visioning of Real-Time Public Health Event Monitoring and Response Management Presentation on “Scenarios and Initial Descriptions” 
· “Next Steps,” including BSV WG member use of the “Description of Current, Intermediate, and Desired End States for Public Health Surveillance” Matrix Form 
KEY TOPICS
1. BDSG Presentation 
Dr. LaVenture and Dr. Davidson gave a “Progress Update” slide presentation.  
The BSV WG Recommendation 1.0 approved by the Community earlier this year, called for the establishment of a Data Steering Committee. The BDSG’s Broad Charge is identical to that of the BSV WG. The BDSG’s Specific Charge includes: “to identify the requirements for data from ambulatory care, emergency departments, and laboratories necessary for multi-jurisdictional biosurveillance programs. ”  In addition, the role of the group is further specified by BSV WG Recommendation 1.1, as follows: “The Biosurveillance Data Steering Group will identify the data elements and the appropriate filtering of data from ambulatory care settings, emergency departments and laboratories; as well as hospital utilization data needed to enable the key public health functions as outlined above. ”

BDSG has held six public meetings in which the following work has been accomplished or is in process: 
· Specification of three relevant functional areas

· Conduct of a gap analysis based on five out of fifteen national planning scenarios (biological disease outbreak; chemical attack; natural disaster; radiological attack; biological attack)
· Cross-referencing of proposed MDS to relevant functional areas

· Receipt and review of expert testimony on feasibility

· Selection of definitions and preconditions for context. 
A critical piece of BDSG’s early work was to define functional areas. These include early event detection; outbreak management; and countermeasure and response administration. 
BDSG used the selected areas to help pinpoint 61 data element categories now under BDSG review for feasibility and finalization in BDSG’s report to the BSV WG.  A feasibility analysis spreadsheet identifying whether data elements can be collected or captured using available resources, describing filters (which allow only matching data to be “passed through”) and on functional purpose will be provided in the report.  

BDSG’s next steps are to:

· Prepare documents for final recommendations to the BSV WG on October 17, 2006 (the next BSV WG meeting, as currently scheduled)

· Present final recommendations to the Community on October 31, 2006.
BDSG Presentation Comments and Discussion: 
· Presenters described their process for determining feasibility as including sending the 61-element MDS to a number of experts and potential data providers, collating and summarizing comments received and trying to determine if some elements need to be changed.  

2. A. Review and Discussion of the “Biosurveillance Priority Area Matrix” Document 
B. Reaffirmation of Priority Areas Sequence of Work in Preparation for Recommendations to the Community
Background: At its last meeting (August 24, 2006), BSV WG members asked staff to create a “Biosurveillance Priority Area Matrix” that:

· Describes all six of the critical components that have been the subject of on-going discussion for prioritization of the near-term work of the BSV WG
· Provides examples of existing applications and services in each component

· Provides examples of Health Information Technology (HIT)-Enabled Project (s) that exist or could exist in each component
· Provides potential areas for recommendations to the Community regarding each component. 

The resulting “Biosurveillance Priority Area Matrix” was made available to members.  Dr. Kahn asked members to consider ways to narrow the number of recommendations on the matrix.    

Briefing Highlights by Critical Component:  

Adverse Event (AE) Reporting—

· AE reporting pertains not only to adverse events and medical products, but all types of medical errors, including nosocomial infections, for which a CDC-administered national surveillance system is in place, in some 300 hospitals
· In the matrix, AE reporting pertains to reports of adverse events to public health; at present, such events are severely underreported by physicians due to lack of time and/or training 

· The processing of such reports is slow and primarily manual
· A number of programs for automating such reports exist, such as the Food and Drug Administration’s (FDA) Medwatch program

· HIT could enable more automated reporting; for example, FDA and the standards development community have been working for some time on using HL7 messages to electronically transmit Medwatch reports; Electronic Health Records (EHRs) could also be used to help generate such reports, given enabling functionality and interoperability requirements  
· Recommendations to the Community could include the need to: 1) analyze the  need for new legal authorities to enable public health to receive such automated data; 2) address mandatory vs. voluntary reporting requirements; 3) consider whether Federal agencies have the necessary infrastructure and resources to receive such data and to ensure compatibility with Department of Defense (DoD) reporting systems; 4) ensure that the National Health Information Network (NHIN) could be used for mandated reports, such as by manufacturers;  5) automate EHR prompting and filing of adverse event reports for all medical products, including drugs. 
AE Reporting Comments/Discussion:
Dr. Kahn asked members explicitly to consider not only what can be done with existing resources but what new authorities might be needed for maximum operability of a new system that serves public health biosurveillance. 
There was a discussion about the new authorities States and localities might need and how to address possible multiple burdens on data providers whose business activities cross State lines. It was observed that interoperability comes into play here and is already being addressed at two ends of the spectrum, through HITSP and Regional Health Information Organizations (RHIOs). The discussion then turned to the crafting of the BSV WG recommendations letter to the Community with problem or situation statements; this would indicate how BSV WG recommendations address problems, situations, and/or new opportunities, such as EHRs. 
Bi-directional Communication—
· Bi-directional communication includes public health disseminating information to clinicians for public health purposes
· Dissemination can be through e-mailing alerts; collaborative technologies used for discussion-like exchanges; and use of secure or public Web pages

· For decision support, clinicians want but do not often get more information about the data they report

· Current applications include e-mail safety alerts through the Health Alert Network (HAN) and to professional organizations by relevant medical specialty; Automated Drug Recalls; and FDA’s Structured Product Labeling (SPL) standard for providing up-to-date medication information about regulated drugs and vaccines

· Good e-mail directories of clinicians do not exist, in part due to concern about commercial applications. In addition, States and localities tend to want to contextualize information coming into their jurisdictions 

· Recommendations to the Community could include the need:  1) possibly, for NHIN,  for authenticated directories of clinical personnel (issues include how those would be managed among health care providers, particularly for high-priority safety alerts); 2) to ensure that the DoD Chain of Command is involved in communication policies and systems; 3) to ensure there are integrated standards around alerts, linking existing emergency medicine alert systems into the national network for real-time communication, in collaboration with the American College of Emergency Physicians; 5) to promote adverse event prevention, as in providing for decision support medical product information about contraindications, for example  
Bi-directional Communication Comments/Discussion: 

Dr. Kahn asked members to focus on criteria for bi-directional communication that goes beyond e-mailing as a communication tool. Dr. Loonsk said a higher level of EHR adoption could be leveraged for bi-directional communication but, given the current state of public health communications, use of e-mail technology might still be useful. A question to consider is: what tools will work best in what timeframe—near-term, mid-term, and longer term? Dr. Lumpkin commented that BSV WG should envision the future, in part to prevent limitations being built into EHRs that would make interoperability difficult.

Recommendation proposal: The certifying authority for NHIN should incorporate public health decision support and bi-directional communication functionality into the system. 
The discussion then focused on how any goal BSV WG identifies now will move through many processes in the future, including data standards, certification criteria, and architectural structure efforts.   
Case Reporting—
· In the biosurveillance context, clinical care data surrogates for disease information
· Lab results by public health or clinical labs are often a substantial part of disease case definitions and can act as a reasonable surrogate for at least initiation of a case report on a communicable disease

· A case report sequences from clinical care to local public health, State public health, and a voluntary system for reporting on a national level, when emergency management of cases that may not be notifiable diseases might begin (e.g., SARS).
· One consideration is the operational needs for investigation and management by States and local authorities during a food-borne disease outbreak, for example  
· After an event, particularly a major event, there might be the need to form a registry or inform a research study

· The system for identifying and sharing information about nationally notifiable disease conditions is not very efficient, as it is traditionally paper-based and passive (awaiting physician reports)

· All States have tried to develop case reporting systems, such as the National Electronic Disease Surveillance System (NEDSS) or other Web-based reporting systems. In most States, NEDSS includes an Electronic Laboratory Reporting component, where automation improves timeliness 

· Through NEDSS and the Public Health Information Network (PHIN), there are efforts to develop standards for HL-7 reports  
· Recommendations could include the need to: 1) have the HITSP process endorse and further develop standards that harmonize the process between public and private entities so that clinical care settings provide a full disease report through HIT; 2) have mandatory vs. voluntary reporting requirements be addressed in an electronic environment; 3)  fashion architecture requirements and strategy for e-case reporting (Internet or automated from EHRs); 4) have an automated electronic system for notifiable disease reporting manifest in law to allow for consistent and national reporting of cases and any subsequent emergency response activities; 5) ensure that case reporting includes veterinary cases; 6) make sure pertinent case reports are communicated among possibly impacted Federal agencies 
Case Reporting Comments/Discussion: 
Dr. Lumpkin suggested members consider the need for a consistent approach to confidentiality and privacy of collected data across diseases and across States.  
Response Management—
· Response management overlaps substantially with ongoing clinical care activities, in treatment, prophylaxis, and prevention, as well as, potentially, isolation and quarantine. Most of these activities, with the exception of the latter two, occur on a daily basis in public health and in clinical care settings, including vaccinations in doctor’s office 

· Needs change when response management is conducted in an emergency, as opposed to routine situation. For example, a variety of different treatment and prophylaxis resources need to be distributed in an emergency situation, which demands significant data management to enable appropriate distribution 

· Existing applications include a vaccines supply and distribution system, management of pharmaceutical stockpiles, and automated registries for sharing standardized data. This registry enabled States to share vaccination registries, for example, on children evacuated due to Hurricane Katrina
· Examples of HIT-enabled projects include the apportionment of flu vaccine on a national level and enabling interoperability between commercial sector supply chains and the national stockpile for pharmaceuticals
· Recommendations could include the need: 1) to consider interoperability and infrastructure requirements for emergency prophylaxis or treatment information systems and implementation in the NHIN; 2) for certification of public health information systems; 3) for standardizing data exchange associated with a lot of vaccine, so that whether for routine or emergency needs, such data can be exchanged immediately between appropriate systems; 4) for examination of the potential role of the DoD Military Health System (MHS) in emergency situations. 

Data Aggregation—
· Data are aggregated at all levels of public health for different purposes, including aggregation of extant clinical data for early event detection and situational awareness 

· At present, there is data mining for safety signal detection

· The North Carolina data aggregation system enables early event detection and lab results reporting for near real-time surveillance of pre-defined and newly defined conditions (e.g., SARS) 

· There is potential for data mining for safety signals related to marketed medical products and for data aggregation from ambulatory care facilities.

· The burgeoning EHR infrastructure provides opportunities for mining data for important public health outcomes. 
· Confidentiality issues arise in use of EHRs, but a large number of potential benefits could accrue if the data are adequately standardized. 
· Recommendations could include the need: 1) for infrastructure requirements; 2) to facilitate the role of regional and State health information exchanges. 
Connectivity between Public Health (PH) Agencies—
· Connectivity between PH agencies refers to the infrastructure and seamless sharing of electronic data across public health agencies at all levels, enabled through appropriate coordination between local, State, and Federal public health authorities

· At present, there is local, State, and national reporting of case reports using the same standards

· Data for biosurveillance are not being shared readily among these agencies in a rapid manner
· A goal is NHIN-enabled connectivity across these agencies, including vertical and lateral connectivity between local health departments and between State health departments 
· Recommendations could include the need to 1) have certification of public health information systems; 2) define HITSP’s role in driving interoperability in public health.  

B.  Members discussed the need to review the priority matrix and make recommendations at the next BSV WG meeting. Interoperability should be assumed in each of the priority areas. 
On the topics of critical components priorities in the matrix, and ways in which recommendations should be sequenced and prioritized, one end-goal is to identify the best short-term opportunities to inform use case and standards work in 2007. In its deliberations of the BSV WG's recommendations, the Community could help separate out short-term and longer term recommendations.  Discussion turned to which are the priority critical components for use in case and standards development. Members preliminarily identified case reporting, bi-directional communication, and/or adverse event reporting, and response management. 

Recommendation proposal: One recommendation for bi-directional communication could be to build upon existing emergency medicine (EM) regional and State Web-based systems.    
Action Item # 1: BSV WG members will engage in prioritization of critical components exercise by e-mail, with results to be communicated by staff before the next WG meeting. BSV WG members will also rank or prioritize potential recommendations to the Community. Staff will supply a matrix. The critical components “connectivity between public health agencies” and “data aggregation” may be mentioned in the preamble to BSV WG’s recommendations, but not in the recommendations themselves.   
3. Visioning of Real-Time Public Health Event Monitoring and Response Management
Dr. Lumpkin of the Robert Wood Johnson Foundation began his visioning slide presentation entitled ”Scenarios and Initial Descriptions (Hypothetical Example for Visioning Purposes Only)” with observations about the importance of redesigning systems first, before automating them. The work is “not how to automate or enable what currently exists, but how to automate and enable what is possible.” 
Dr. Lumpkin’s presentation explored the hypothetical case of an individual presenting himself to a physician with symptoms of a food-borne illness. Dr. Lumpkin discussed the hypothetical time line of events, including reporting to the local public health department and transmission of a sample to the State lab. Dr. Lumpkin fast-forwarded to the year 2014, when, hypothetically, changes such as the use of EHRs would be in place. Dr. Lumpkin outlined the series of actions that would occur in this hypothetical future example.  Some important issues to consider include the following:
I.  Information and knowledge flows after the outbreak include: 
· EHRs populate local, State, and Federal registries based on intake forms and clinical data.

· Public health officials at each level are able to see granular data for their jurisdictions and analytic data for the entire outbreak. 

· Objectives incorporated into EHR decision support from the public health system include-- case data ascertainment; treatment support; Killotsofem inventory management; and updated patient discharge information.

· PHR decision support is updated with an FDA warning on the alert portion of the home page, and symptom-related decision support is updated based on public health-generated case definition. Updates of the latest information on Killotsofem are incorporated.

· Hospitals activate real-time capacity reporting to public health.

· Hospitals, pharmacies, and wholesalers begin sending real-time inventory management data to public health.

· Real-time outbreak registries are created within and across jurisdictions. Data are shared on a need-to-know basis in real time, with patient identification stripped.  

Policy implications of this future scenario include: 

· Data collected by public health needs to be protected by strong legislation, without which the public health system would be crippled.

· Granularity of data and patient identifiers should be determined by need to know in terms of the public health outbreak investigation, care implications, and follow-up. 

· EHRs and PHRs need to be constructed with this functionality in mind, the alternative being predominately hand-filing of many report forms. 
· Data sharing across jurisdictions needs to be enabled—within States, between States, and with CDC.   

Presentation Comments/Discussion: 

Dr. Lumpkin suggested the WG consider how decision support gets integrated into EHRs and also interfaces with public health. Public health knowledge of outbreaks could feed into decision support, for example. Prevention could be a component, as well.   
Dr. Lumpkin commented that the most basic components under discussion are case reports and bi-directional communication, the latter of which will encourage greater reporting by clinical care. A major failure of the public health system is when providers send in reports and get nothing back. 

Action Item #2: Lt. Col. David Parramore will take the deliverables envisioned in the visioning presentation to DoD for analysis to help in BSV WG’s critical components prioritization and sequencing process. 

4. “Next Steps”

Discussion: Dr. Lumpkin proposed that BSV WG members fill out the matrix with particular attention to “Defining Characteristics or Attributes of Public Health Care System from the Public Health Perspective” and “Implications for Key Stakeholders (such as Consumers and Public Health at the Local, State, and Federal Levels)” for the “Mid-State (2010) and the “End State (2014) columns” in order to provide the Community with a long-term vision (end state) and the necessary interim steps (mid-state).  

Ms. Cronin said members could make common assumptions about the state of NHIN interoperability and adoption in or by 2010, as well as a certain level of functionality for decision support. Also, members can make logical assumptions about an evolving common architecture for network services and the adoption level, in 2010, of PHRs and EHRs, given incentives beginning to affect the market. 

Larry Bartlett of Health Systems Research, Inc., will be working with all the Workgroups as they develop possibilities within their areas to present to the Community, based on visioning efforts using common assumptions and approaches.
In terms of case reporting and bi-directional communication, members might consider how far along changes to those critical components could be in 2010 and 2014 with PHR and EHR functionality. What are realistic short-term steps to aim for in these two critical components, as well as in adverse event reporting?  WG members may need to be explicit about progression; for example, first, EHRs need to exist, followed by networked EHRs, and the identification of where the data will come from, as well as the capacity of data-providing sites. 

The discussion then turned to privacy issues; the main points included: 

· From a public health standpoint, there are times when data are needed to protect individuals
· To what extent are privacy concerns addressed through technology and to what extent through regulation

· Public health has a long history of protecting privacy

· Advances in HIT could enhance the protection of public health data from, for example, subpoenas involving private civil suits (such as those involving divorce)
Important steps in case reporting, bi-directional communication, and adverse event reporting to reach the mid-point goal of 2010 include: 
· Improved standardized data, including terminology and common definitions

· Clinical record data standards agreed to by both public and private entities for the benefit of public health as well as decision support.
It was observed that, given the increasing importance of biosurveillance, the public has an interest in facilitating the process of how public health extracts information from health records. The following questions arose: 

· What support roles should government play? Through funding? Through education about public health? 
· How can public health needs be described qualitatively and quantitatively to encourage stakeholders to support use of EHRs for public health purposes? To alert vendors and the certification board of needed criteria? 
· Should BSV WG focus on the quality of decision support? Should certain case definitions be incorporated as priority quality measures (perhaps, at minimum, some kind of functionality in decision support for potential public health threats)? 
One member mentioned the ways in which a new system could enhance immunization and how to educate stakeholders and consumers about the critical need for public health to be able to identify, respond, guide treatment, and deal with after-effects of events such as a pandemic flu. It was proposed that BSV WG look at different ends of the public health spectrum, from food-borne illness to a major bioterrorist attack, and what can be done to enhance identification, response, management, and treatment in the mid-term (2010), as well as over the longer term (2014).   
Three Criteria Suggestion. Dr. Bartlett asked members to consider three criteria in choosing priorities for the matrix:

· Does my choice contribute to the future vision?

· Is it important to move on certain aspects of that priority earlier, rather than later? 

· What is the Community’s unique role in making this happen rather than, for example, industry working alone? What technical and policy issues can be addressed by the Community? 
Dr. Loonsk also suggested that members focus on the overlap between clinical care and public health.   
Dr. Bartlett noted that as the visioning work of the various Workgroups comes together, he foresees the potential for their current states (2006) and end states (2014) to overlap, creating a coherent whole. Dr. Loonsk added that the business case for some envisioned public health activities will be difficult to advance; therefore, it will be helpful to view the public health business case through the lens of the business needs of PHRs and EHRs. 
Action Item # 3: Staff will provide BSV WG members with more information on the status of EHRs in 2010 and 2014 for consideration at the WG’s next meeting. This will help inform judgments about adoption curves and decision support. 
Structuring Work on the Matrix Discussion:

Proposal.  Dr. Bartlett proposed that Dr. Lumpkin’s presentation be used to fill out the first and last columns of the matrix at hand: the first column—Current (2006) and the last column—End State (2014).  Then the middle column—Mid-State (2010)—could be discussed at the next BSV WG meeting, in October, to inform presentation materials for the Community’s October 31, 2006, meeting. 
Decision Point/Action Item #4: After further discussion of how to identify unique aspects of routine public health work and emergency public health work, as well as areas of overlap, it was decided:

· Staff will provide BSV WG members over the next week with a completed matrix that includes current-state and end-state specifics, including, possibly, the differences and overlaps between routine and emergency situations.
· Staff will provide further thoughts about how to fill in the Mid-State (2010) column.
Action Item #5: Consideration of a date other than October 17, 2006, was discussed, possibly the week of October 9, 2006.   Staff will follow up with members to select and finalize the October meeting date. 
Action Item # 6: BSV WG members and staff will collaborate on BSV WG work activities over the next six to twelve months. Work will entail, in part, viewing priorities in greater depth and deciding on environmental scanner analyses needed before BSV WG makes more specific recommendations in those priority areas. A more detailed work plan is expected in the next six weeks. 

SUMMARY OF DECISION POINTS/ACTION ITEMS: 

Action Item # 1: BSV WG members will engage in another ranking or prioritization of critical components exercise by e-mail, with results to be communicated by staff before the next BSV WG meeting. BSV WG members will also rank or prioritize potential recommendations to the Community. Staff will supply a matrix. The critical components “connectivity between public health agencies” and “data aggregation” may be mentioned in the preamble to BSV WG’s recommendations, but not in the recommendations themselves.   

Action Item #2: Lt. Col. David Parramore will take the deliverables envisioned in the visioning presentation to DoD for analysis to help in BSV WG’s critical components prioritization and sequencing process. 

Action Item # 3: Staff will provide BSV WG members with more information over the next few weeks on the status of EHRs in 2010 and 2014 for consideration at BSV WG’s next meeting. This will help inform BSV WG judgments about the adoption curve and decision support.  

Decision Point/Action Item #4: After further discussion of how to identify unique aspects of routine public health work and emergency public health work, as well as areas of overlap, it was decided:

· Staff will provide BSV WG members over the next week with a completed matrix that includes current-state and end-state specifics, including, possibly, the differences and overlaps between routine and emergency situations.

· Staff will provide further thoughts about how to fill in the Mid-State (2010) column.
Action Item #5: Consideration of a date other than October 17, 2006, was discussed, possibly the week of October 9, 2006.   Staff will follow up with members to select and finalize the October meeting date.
Action Item # 6: BSV WG members and staff will collaborate on BSV WG work activities over the next six to twelve months. Work will entail, in part, viewing priorities in more depth and deciding on environmental scanner analyses needed before BSV WG makes more specific recommendations in those priority areas. A more detailed work plan is expected in the next six weeks.
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