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(4th Web Conference of This Workgroup)

1. Call to Order
Co-chairs Colin Evans (representing Craig Barrett of Intel) and Tony Trenkle (representing Mark McClellan of the Centers for Medicare & Medicaid Services [CMS]) called the meeting to order at 1:10 p.m. They noted that an agenda had not been distributed since the sole task of the meeting was to review and discuss the most recent draft of the Workgroup’s recommendations to Secretary Mike Leavitt, due May 16. The draft was circulated to members by e-mail May 1, 2006. This version of the recommendations was prepared in response to the decisions made at the April 26 meeting of the Workgroup. 
2. Introduction of Participants 

Workgroup members and designees introduced themselves. (See the attached list of participants.)  Office of the National Coordinator (ONC) staff members Kelly Cronin and Richard Singerman took responsibility for incorporating comments and decisions into the next version of the recommendations.
David Brailer, Vice Chair of the American Health Information Community, participated in the meeting. He thanked the members for their hard work, particularly their effort over the past few weeks leading up to the May 16 deadline for the letter to the Secretary. He stated that the agency was gearing up to receive and act on the recommendations. He noted that in order to meet the 1-year deliverable goal, the first set of recommendations must be received by May 16. Although there will be remaining work on the broad charge, the level of group effort will be less intense than it has been recently. Dr. Brailer pointed out the purpose of the Web conference was to polish the immediate recommendations. He suggested thinking in terms of three categories:
1. The short-term, actionable recommendations that will be transmitted May 16
2. Other issues on which the Community will be asked to give guidance that will be covered in the PowerPoint presentation at the upcoming meeting
3. The broad issues. Though the Workgroup is not now prepared to address these in detail the broad issues will need to be considered for evolving recommendations.
3.  Review and Refinement of Each Recommendation
Nine draft recommendations were presented for consideration. They were categorized into the following areas:

· Reimbursement (3)
· Medical liability and licensure (1)
· Standards for systems supporting secure messaging (2)
· Consumer and clinician access (2)

· Privacy and security (1).
Before discussing the specific recommendations, several members commented on the background and discussion section of the draft letter. Jay Sanders asked that the discussion of benefits to clinicians (page 2) be strengthened by mentioned that messaging will give clinicians a much more consistent and comprehensive information base for understanding the patient’s disease process. He asked that American Telehealth Association be corrected to American Telemedicine Association.
Mohan Nair pointed out that the background discussion did not reflect the April 24 agreement to include the issue of values. He urged the group to include a discussion of the value of messaging in the preamble. 

Dr. Brailer said that the cross-cutting Recommendation 5.0, which is to be submitted in conjunction with the Consumer Empowerment Workgroup, recommends that another group be appointed – a subgroup to the Consumer Empowerment Workgroup with representation from the other Workgroups. Perhaps this group could deal with the discussion of values. Mr. Trenkle suggested that the value concept be mentioned in the body of the letter, in addition to its inclusion in the charge of the new subgroup – a recommendation that had been agreed to at the April meeting. (This issue was taken up again at the conclusion of the meeting. See section on “Other Issues” below.)
Reimbursement

Recommendation 1.0: The U.S. Department of Health and Human Services (HHS) should develop and regularly update the evidence base for informed reimbursement policies with respect to secure messaging between clinicians and their patients. This should include monitoring and reporting the effect of secure messaging on cost, quality of care, patient and caregiver satisfaction, and medicolegal issues. 

Recommendation 1.1: HHS should compile and assess the effect of various reimbursement methodologies for secure messaging on physician workflow in various care models and report on best practices. 

Recommendation 1.2: Public and private payers (including CMS) should contribute to the evidence for and information base on reimbursement strategies through direct reimbursement, pilot or demonstration studies, or coverage analysis for Internet-based patient/clinician encounters in accordance with guidelines developed by the American Medical Informatics Association, the American Medical Association, and the Massachusetts Health Data Consortium for structured secure messaging and include, but not be limited to, encounters that qualify under CPT code 074T.
Eric Larson, who worked on the formulation of the reimbursement recommendations, indicated that the recommendations as presented reflected the group’s discussion. Dr. Evans pointed out Recommendation 1.2 as the most actionable, in contrast to 1.0 and 1.1, which are more analytical. There was some discussion about changing the order of the recommendation, listing the most actionable one, 1.2, first. However, they were accepted by the group as stated with no changes. (A formal vote was not taken.)
Decision: The three recommendations on reimbursement were accepted as written.
Medical liability and licensure

Recommendation 2.0: HHS should convene the appropriate State agencies and professional societies to develop and adopt new licensing alternatives, which will address the ability to provide electronic care delivery across State boundaries while still ensuring compatibility with individual State requirements.
Dr. Evans began the discussion of the recommendation on medical liability and licensure by acknowledging that it involves a significant, important, and complex undertaking. Other members, including Dr. Larson and Dr. Sanders, agreed that the recommendation involved numerous subtasks, but they stressed that it must be done. 

There were no questions or objections to the background discussion on medical liability. 
Decision: The group agreed without vote to accept Recommendation 2.0:
Standards for systems supporting secure messaging
Recommendation 3.0: ONC should direct the Health Information Technology Standards Panel (HITSP) to define standards for secure patient-clinician messaging transactions so that they may be interoperable with electronic health records.    

Recommendation 3.1: ONC should direct the Certification Commission on Health Information Technology to establish certification criteria for system interoperability with patient-clinician secure messaging.

Mike Crist pointed out that the two key areas contained in the recommendations are (1) that the message itself has to be standardized and (2) that then all of the systems that use the message need to have a certification process. His suggestion to change the title of the standards recommendations to read “Standards for Secure Patient/Clinician Messaging and Supporting Systems” was accepted by the other members.   

Decision: There were no additional suggestions or objections. Recommendations 3.0 and 3.1 were accepted without vote. 

Consumer and clinician access

Recommendation 4.0: The Agency for Healthcare Research and Quality should conduct a synthesis of current knowledge from existing studies of health information technology use by elderly, ill, and underserved populations including an analysis of barriers and drivers. The barrier and driver analysis should elucidate for which subpopulations barriers can be overcome and how.

Recommendation 4.1: HHS and the private sector should report on Internet availability to providers across the country and report on a plan and timetable to make internet available uniformly.     

Although Recommendation 4.0, which references the consumer, stimulated little discussion, there were many questions about the implications of Recommendation 4.1, which applies to the provider. Mr. Trenkle asked how the Secretary could direct the private sector to report. It was pointed out by Dr. Brailer that the Community was organized as a broad-based Workgroup with representation from the private sector. As such, it is very appropriate to ask for a report of recommendations, which are of course voluntary. Dr. Evans pointed out that “the private sector” is perhaps overly broad. Also, “make the Internet available uniformly” is a huge task, beyond the capacity of any one party. He asked if the recommendation implies that broadband deployment will be accelerated to the levels that are common in other countries. 

Andrew Mekelburg mentioned that Verizon was working to pass the new telecommunications bill. He went on to explain that in formulating Recommendation 4.0, the key concern was to understand the barriers to secure messaging, recognizing that the barriers may be less about the availability of the broadband or Internet services and more about the people's reluctance to use it or their lack of knowledge about using it. Availability does not necessarily have to be at the patient’s home; senior centers and libraries also make messaging available. 
Other comments included the suggestion that the phrasing be changed to “HHS shall work with the appropriate organizations to report…” with medical associations being the most appropriate organizations. The latter reflected Dr. Brailer’s comment that medical associations are in the best position to know the connectivity capabilities of doctors.
Much of the discussion centered on the extent to which Recommendation 4.1 intended Internet availability only, or something more – access to broadband or secure messaging. Most members agreed Internet access was not sufficient. Rather, the need is to ensure access to secure messaging. But they were not sure how broad to make the recommendation. The Workgroup is interested in knowing about (and alleviating) the barriers to secure messaging. Unless there is access, the other recommendations cannot be carried out. The recommendation, it was suggested, should reference barriers to availability and clinician access beyond the Internet.
Dr. Evans asked Andy Mekelburg to rewrite the recommendation, but Dr. Larson disagreed on the need for rewriting, emphasizing the importance of setting a plan with a timetable. Finally, it was agreed that availability of Internet be changed to availability of secure messaging.  

Dr. Nair mentioned that the recommendation applies broadly to health services, going much beyond the management of chronic disease. Access, availability and methodology apply across the board. Others agreed, generating comments concerning whether the recommendation should focus specifically on secure messaging, or to availability and access more generally.  

Dr. Evans suggested that the group keep the recommendation’s focus on secure messaging, while at the same time inquiring whether availability and access are common threads across all Workgroups. If indeed that is the case, then a cross-cutting recommendation may be in order as an agenda item for the longer term. 

Several members believed the issue of access should be a common thread across all Workgroups – a possible cross-cutting issue. Paul Nichol said that the recommendations should address both, stating that we need to ask about both – the extent of access to the Internet and of access to broadband. 
Dr. Nair suggested putting broadband access on the list of issues to be considered in the expanded time frame, not in the immediate recommendations for May 16. Andrew Mekelburg, Mary Naylor, and Dr. Larson agreed on making this a cross-cutting issue. 

Dr. Sanders mentioned that the access issue is one in which the Federal Communications Commission (FCC) will be very interested as changes in the regulations pertaining to the universal service line are considered. The Secretary and the FCC Chair may want to discuss the issue. Ms. Cronin agreed the FCC would be interested. Since Dr. Sanders is on the board of the universal service fund, there is an opportunity for input. Therefore, it is an issue to tag for Community input.
Dr. Brailer pointed out that the President launched the broadband and the health electronic record initiatives at the same time. HHS recognized the interdependencies and collaborated very closely to move them forward. He suggested putting the issue of broadband access in his second category of recommendations – issues that are controversial and would benefit from the Community’s guidance. This approach will result in placing the discussion on the agenda. The Community will not take action, but the Workgroup can then revisit the issues.

Members agreed there was not time to discuss and agree on the issue of broadband access for inclusion in the May 16 letter; however, it is an issue to include in the PowerPoint presentation to the Community. The PowerPoint presentation will summarize the recommendations contained in the letter, and include additional issues, such as this one.
Decision: It was agreed to accept 4.0 and to reformulate 4.1 to read, “HHS will work with the appropriate organizations to report on secure messaging availability ….” 

It was agreed to request that broadband access be placed on the Community’s agenda.

Privacy and security

Recommendation 5.0: A Federal Advisory Committee Act-compliant, consumer empowerment subgroup comprised of privacy and security experts from all Community Breakthrough Workgroups should report a set of recommendations to the Community by September 30, 2006. The recommendations should be targeted to apply to each Workgroup’s specific charge and should outline:

· Methods of patient identification
· Methods for authentication
· Mechanisms to ensure data integrity
· Methods for controlling access to personal health information
· Policies for breaches of personal health information confidentiality
· Guidelines and processes to determine appropriate secondary uses of data

· A scope of work for a long-term independent advisory body on privacy and security policies.
The discussion moved on to the privacy and security recommendation. Dr. Nichol said that he worked on the recommendation and believes that it reflects the input received during the April meeting. Dr. Nair asked if the intent of the language was to say that e-mail is less effective than a secure portal. The response was that that was indeed the intent. Dr. Evans directed the members to the preamble, saying that he preferred to leave open the choice of technology. Dr. Larson suggested that the second sentence of the second paragraph include language such as “At present, technology such as… should be considered in place of….”
Dr. Nair emphasized that the first line of the second paragraph is the key, stating that authentication is the most important consideration. We need a high level of assurance that the sender of the information is in fact the authority. By default, that implies e-mail is not that source.
The members who worked on the draft recommendation indicated they intended the language to encourage moving away from e-mail for secure messaging; they wanted to say e-mail is not sufficiently secure. 

Dr. Nair suggested deleting the second sentence of the second paragraph and saying something like “…beyond e-mail….” There was no concurrence on his suggestion.

The group was reluctant to recommend that e-mail is not acceptable for messaging, because many clinicians use e-mail in the absence of other systems. It may be acceptable for communicating some types of information. Although e-mail may not meet security requirements now, there may be different ways of solving these problems in the future. The recommendation should emphasize the use of technology that facilitates the identification of the authentication process.
Dr. Nichol summarized the recommended changes to read, “…technology developed should facilitate the identification and authentication process, provide a more acceptable level of security, and create opportunities for structured data entry not routinely available in common e-mail systems.”
Several members suggested listing the requirements or adding another bullet to the list in Recommendation 5.0, a bullet that references the requirements for varying levels of security needs. Dr. Evans asked that the Workgroup outline the available technologies and indicate the appropriate levels of security, thereby providing a range of choices. He pointed out that one cannot have both a system with perfect security and a usable system. The group should not recommend a solution that creates additional barriers. 

Mr. Trenkle agreed that the recommendation should promote, not inhibit, secure messaging; issues of flexibility and usability should be included, taking into account risks or levels of need for security.

Dr. Larson pointed out that Recommendation 5.0 is a recommendation for a recommendation: the Chronic Care Workgroup is recommending to the Community that another Workgroup be appointed to make a set of recommendations. The Chronic Care Workgroup should, therefore, not be overly specific in the details of what is to be recommended by another group. 

Dr. Nair asked a rhetorical question concerning the extent to which clinicians (and patients) are well informed as to what they can or cannot say in e-mail within the bounds of maintaining privacy and security. Dr. Larson responded that such knowledge is likely highly variable. Many medical organizations set standards, but it is a moving target. This is another reason for not being overly specific in the recommendation.
Dr. Evans imagined that one outcome of this set of recommendations will be a matrix of available technologies, along with a range of security levels. Having a range of options would give perhaps an easier, faster, cheaper way of implementing some of the changes.  We are looking for a range of available technologies and their respective advantages and disadvantages rather than a proscriptive, definitive recommendation. 
Dr. Nichol suggested saying the recommendations should outline appropriate technologies to support secure messaging, access to health information, and the other areas that are covered by the Workgroups. His suggestion for refining the recommendation was to add another bullet to include methods for authentication, mechanisms to ensure data integrity, and a range of technologies that are appropriate to support the applications of the various areas carved out by the Workgroups.
Next, the discussion turned to the composition of the new group. A number of participants objected to the proposed representation on the new Workgroup – privacy and security experts from all Workgroups. Representatives of patients, clinicians, and the business community are needed as well, they emphasized. 

Ms. Cronin, from the staff, interjected that all of the issues being discussed have been raised with the Consumer Empowerment Workgroup. The members of that Workgroup are calling for clinical, technical, and legal expertise to be applied in formulating the recommendations. Staff is tweaking the language in the recommendations and will try to capture the same language across the Workgroups. Staff recognizes that there is a broad base of evidence to drive these recommendations, in particular, the experience of the financial services industry. She agreed to add phrasing to represent the clinician and patient perspectives.

In response to a question from Dr. Sanders about including representatives from other industries, such as commerce, Ms. Cronin said the recommendations will be published in the Federal Register for public comment. Additionally, written and oral testimony along with input from specific industries may be solicited. Much work will be necessary in order to have this completed by September. 
Dr. Evans indicated that Dr. Barrett is representing a broad run of technology companies, not only health-related companies. He can draw from his experience and contacts in financial services and retail. 
Decision: It was ultimately agreed without vote to use Dr. Nichol’s rewording of the background sentence, to identify and add to the types of representation, and to add language on the range of technology issue – the technology developed should support a range of options.

Other issues 

Dr. Nair pointed out that the value issue, which was discussed extensively at the April 24 meeting and which the members agreed would be included as a cross-cutting recommendation, did not appear in the draft being discussed. The workflow recommendation presented at the April 24 meeting was incorporated into the reimbursement recommendations as agreed, but value is missing. He asked the group to consider its elevation to a larger issue of consumer empowerment. Patients may see value in time savings, access capabilities or peace of mind. Clinicians may see value in similar or different ways.  
He reported that the statement he had submitted to Karen Bell after the April 24 meeting was not included in the draft. He also worked with other staff on the workflow recommendation.
Ms. Cronin said that she understood the concept of value was included in Recommendation 1.0 that mentions patient satisfaction. Dr. Larson pointed out there was no need to state the obvious. Others wanted to do so. Dr. Nair restated his interest in having a statement about the value of new technology to both patient and clinician. Dr. Evans agreed it was important to understand that value may drive other decisions. 

Ms. Cronin suggested that the issue perhaps could be captured in the group’s future deliberations. She asked if the issue included recognizing that consumer value might end up driving or inducing demand, access, and utilization. Dr. Nair responded that the recognition of such issues was indeed what he had in mind.

Dr. Sanders asked for clarification: “Are you asking if this is a value, and if so, there should be an evaluative process?” Dr. Nair responded that was not what he was referring to. He was referring to the previous discussion about peace of mind and other things that were of value. There have been lengthy discussions on this topic that are not reflected in the document, although, according to staff, it has been included in the background attachments. 
Mr. Trenkle agreed that a discussion on value should be placed in the preamble. The use of messaging may be changing the culture, and the discussion should capture those areas, such as piece of mind, that go beyond reimbursement. 

Dr. Brailer noted that the history of medical practice demonstrates the effects of technological change on relationships and practice. He suggested putting the value discussion in Category 2 – important issues to be considered at a later time. Dr. Sanders mentioned that this may be a transformative process: We introduce new technology without evidence of its effects. By making these changes, we may create a different kind of consumer.
Dr. Evans suggested referencing value in the preamble and noting that it will be taken up at a later time. Dr. Sanders brought up the difference between perceived value and actual value, using the example of the physician who prescribes antibiotics to ease a parent’s concern when it is not necessary or counter to practice standards. The action may be perceived as valuable by the patient, but the evidence indicates no (or negative) value.
Decision: It appeared to be the sense of the group to include a brief statement about value in the preamble. Dr. Nair will resend his statement to staff for incorporation. 
Next Steps: Dr. Singerman and Ms. Cronin will rework the recommendations not yet agreed upon and send them out Thursday for final review. A very quick turn around is expected. The co-chairs requested that members restrict their edits to significant changes in words or spelling errors.

Discussion then moved on to the PowerPoint presentation to be made by the Co-chairs to the Community on May 16. Staff will draft the presentation, using one slide per recommendation with another slide on the broader issues – value, broadband, and privacy. Within each slide, staff will include a way to capture the Community’s recommendation. Staff will send the draft presentation to the Co-chairs by Friday, May 5. The presentation is to be made by the Co-chairs. Dr. Evans will stand in for Dr. Barrett, who has another meeting. Mr. Trenkle will find out if Dr. McClellan is planning to make the presentation himself. If that is the case, Mr. Trenkle will arrange for the presenters to meet to coordinate their presentation prior to the meeting. 
4. Public Input

All recommendations having been discussed, the Co-chairs asked if any members of the public wished to comment. Tracey Moorhead, Executive Director, Disease Management Association of America (DMAA, www.dmaa.org), who also provided input at the April 24 meeting, was recognized. She once again commended the group for its important work. She voiced her recognition of the hard work involved in formulating the recommendations. She informed the Workgroup that her association is currently undertaking a project to identify the various State licensing requirements and regulations that govern the provision of disease management and chronic care services across State lines, for example, for nurses, call centers, and other practitioners. DMAA would be pleased to serve as a resource to HHS, particularly on this recommendation.
She went on to point out again the inconsistency in using the term “clinicians.” Although the Workgroup’s documents, as well as the discussion during the April 24 meeting, acknowledge the preference for the term “clinician,” “physician” continues to reappear in the recommendations being discussed. She urged that the term “clinician” be used throughout the letter to the Secretary.
5. Adjourn

The meeting adjourned at 2:45 pm. The next meeting is scheduled for June 21, 2006
Disclaimer

The views expressed in written conference materials or publications and by speakers and moderators at DHHS-sponsored conferences do not necessarily reflect the official policies of the DHHS; nor does mention of trade names, commercial practices, or organizations imply endorsement by the U.S. Government.
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