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Comments and Feedback to the 
Draft Workgroup Recommendations

And Report
To The Chairs and Staff for the LD1818 Workgroup:

HealthInfoNet greatly appreciates the opportunity to participate in the LD1818 workgroup over the last year. This workgroup has discussed and evaluated a number of complex and in some cases controversial issues regarding Maine’s health care data infrastructure(s). Our comments below reflect the views of HealthInfoNet leadership and Board of Directors in response to the Draft Report provided to us by Dawn Gallagher on behalf of Dr. Josh Cutler and Colin McHugh on January 4, 2013. Please accept these comments as constructive to help to facilitate a set of recommendations that are relevant, representative of the health care data stakeholders around the state and the original charge of the 125th Maine State Legislature in the original LD1818 Resolve. 

Sincerely,

Devore S. Culver, Executive Director and CEO

Shaun T. Alfreds, COO
CC: HealthInfoNet Board of Directors
Overarching Public Policy Case for the Increased Use of health Care Data for Improvement in Health Care

Administrative data (claims data) is not by itself sufficient to evaluate quality and costs of the health care system at the individual consumer, provider, practice, hospital or payer levels.   Similarly, clinical data is not by itself sufficient to evaluate quality and costs of the health care system at the individual consumer, provider, practice, hospital or payer levels.  Accurate, available administrative and clinical health data that is accessible (with strict safeguards and confidentiality requirements) to patients, providers, purchasers, payers, and researchers is necessary to analyze our current health care system and guide future development for overall improvement in population health and efforts toward a sustainable health care system. 
Comment: No details are provided on why administrative data is not sufficient for providing a fairly robust basis for data and analytics on utilization, episodes of care and quality indicators. Significant studies have been done in these areas using administrative data. MHDO, MQF and others have not provided timely data and/or analysis of the administrative data to date. The performance of MHDO in processing, managing, and providing data does not present a convincing argument for expanding their data collection efforts by adding a much more complex and high volume database to the MHDO databases that appear to have limited requests from users (42 requests in 2012 – 13 requests for claims data, 20 requests for IP/OP, 9 requests for other data).  More work is needed to improve the operations of MHDO and expand the use of the existing data before any additional statewide databases should be added. Adding more data doesn’t solve the problem of limited use of existing databases. Also, throughout the LD1818 report and in these recommendations, statements are made on the value of the linked claims and clinical data. While this is broadly viewed by policy makers and others as true, no reference to published studies, other states’ experience or private sector experiences in this area or any empirical evidence is provided to support these statements. Just because someone says it, doesn’t make it true. As such, prior to any requests made to the Maine State Legislature, an objective third-party factual/empirical review should be recommended to provide a projection of value relative to what we are trying to accomplish by bringing forward specific proposed changes in structure and statute.  This type of work (conducted by an accounting firm and subsequently by a University) was essential to engendering support and demonstrating the potential value of a Statewide Health Information Exchange in Maine. These studies were provided to the legislature as background information for requested changes to Maine State Law and appropriations for HIE efforts, that were critical to the success of HealthInfoNet over the last five years.  Without this type of information the legislature has very little evidence to support the changes to legislation and rule making discussed in this report and little justification for financial support. 
Four general themes related to governance, data protocol, consumer engagement and protected private health information emerged.

Comment: There is no effort to connect these themes with the intent of the Resolve and the four specific questions asked in the Resolve.

Theme 1 Recommendations: Governance

1) There is consensus that there is significant value in linking clinical and claims and other data.  This may be achieved through one or more databases.  Action: Examine the current relationship and contrasting roles of MHDO and HIN to determine and build the framework needed to serve the public’s interest in improving quality, accuracy, and timeliness and access to, clinical, claims and other health care data.  Linking claims and clinical information shall meet a set of security and technical capabilities established by current industry standards.

Comment: What are the contrasting roles of MHDO and HIN? HIN has been built on a multi-stakeholder governance model with strong participation by the State in providing funding and collaborative support for the development and implementation of a statewide HIE. HIN has been working closely with MHDO on a project to test the feasibility of linking claims and clinical data. Who has determined that the public’s interest isn’t currently being met? Why is there any need for additional legislative action at this time to develop a working relationship between these two organizations as they work toward determining options for optimizing a structured relationship between the clinical and claims databases? Many sweeping statements are made throughout the LD1818 Workgroup report and in these recommendations without background or supporting details.

2) We desire a single point of accountability and oversight that would be conducted by a government agency.   The MHDO is the steward and setter of policies on claims and quality data and an existing governmental structure that could provide this single point.  To better carry out public interest functions, the MHDO Board needs to be reconstituted to be held accountable and to carry out the public oversight (promulgate rules) of clinical, claims and other sources of data.  Action: Amend State law which currently gives MHDO general oversight of health care claims and quality and data, to include oversight of clinical health care data.  Amend State law to reconstitute MHDO Board to be accountable and to carry out the increased role of public interest by having 8 Directors--a representative of a hospital, healthcare professional, consumer, payer, MaineCare, CDC, OSC, and PFR. Amend State law to continue the Office of the State Coordinator for Health Information Technology in the Department of Health and Human Services and to serve as a co-chair of the reconstituted MHDO Board. Amend State law to move the existing Maine Quality Forum responsibilities to the MHDO.   
Comment: Who is “we” and what is the need for and advantage of a single point of accountability? HIN is one of the most successful statewide HIE’s in the country with a high volume of participation. The statement that MHDO needs to become accountable for “oversight of clinical health care data” is too vague in its intent.  This will be point of departure and political opposition to these recommendations from multiple stakeholders. Why is accountability needed for the clinical data when a successful system for collecting the data is up and running and the construction of a data warehouse with plans for making data available is underway? How does the proposed approach “better carry out public interest functions”?   Amending the current regulations to require the filing of the clinical data by the providers will cause the providers to fight against that requirement and threaten the existence of the statewide HIE. Once the public knows a governmental agency (MHDO) will have oversight authority of their clinical data and will have full access to the personal identification in the clinical data, there is a high probability of the opt-out rates increasing significantly. With each opt out, gaps in the statewide data are created and puts into question the value of the data for linking and for analytic use. Many of the recommendations appear to be building a larger and more robust government agency at a time when there is no state funding to support these efforts. How will this new combined agency be funded and what additional resources will be needed to support this operation? Has there been any evaluation of the Maine Quality Forum’s (MQF’s) value and the need for its continuation? The data on its website is very old and the tables provided are not user friendly. Prior to merging and/or continuing the existence of the state agencies identified, will any performance evaluation be conducted? Given the state budget situation and limited funding from other sources, is this the right time to build bigger? 

3) There needs to be a mechanism for the submission, release, disclosure, use of clinical, claims and other data that is as comprehensive as possible, recognizing that improvements in technology will allow ever increasing data flow possibilities.  ACTION: Enact legislation requiring MHDO to conduct major substantive rulemakings consistent with legislative guidance to develop mechanisms and processes for the appropriate submission, use, and release of health care data and to establish proposed rates, fees, subscription, or other financial models. The rules should address the submission of data and reporting requirements, to include clinical, claims and other data, and reporting by various sources such as providers, and payers and other sources currently reporting to the APCD and MHDO.  The rules should determine the appropriate use (disclosure or exchanges, etc.) of clinical, claims, and other data (raw data, not analytics) and include descriptions and definitions of 1) appropriate requesters (i.e. payers, ACOs, Value-Based Purchasers, Consumers, Researchers, etc.); 2) appropriate release of a) de-identified or aggregated data; b) "minimally necessary" PHI for treatment, payment, and operations as those terms are defined under the HIPAA, and other federal or State laws or rules, and CDC laws and rules; and 3) the specific review, approval, and appeals process for the request of clinical, claims, and other data.   MHDO should use existing accepted MHDO rule formats where practical and should consider reduced burdens for submission requirements similar to exemptions under State rules for small businesses.   Focused stakeholder discussions with hospitals and key providers should be convened to clearly document issues and concerns associated with mandatory requirement to submit clinical data to a SDSW HIE.  As part of this effort, the MHDO needs to identify what data elements and metrics should be requested without duplicating what is already collected under current rules.   
Comment: MHDO already has a set of regulations that cover all of the above for all of the data mandated by them. The only data that is not addressed in MHDO rules is the clinical data as collected by HealthInfoNet. The report and recommendations never define exactly what new data MHDO would govern if they were to mandate the HIE data. It might be worthwhile to identify the specific data elements that would be involved, e.g. problem list, allergies, lab results, radiology test results, etc. and most importantly the patient identifying information including name, social security #, full address, etc. No other database currently governed by MHDO has that level of identifying information. HIN has drafted policies and procedures for providing access to the clinical data. It has not been proven that the current system is not working for management and use of the data but this set of recommendations seems to ignore any work by HIN in this area. Nowhere in the LD1818 Workgroup report or in these recommendations, is a financial estimate provided for how much it will cost for MHDO to take on this added database, which would be the largest and most complex database MHDO would manage. There is also no discussion about how a “statewide file” would be created. It is one thing for a single provider to file mandated clinical data but how is the data going to be normalized and mapped to create a comparative statewide file? Last, “mandating” the filing of clinical data and introducing oversight authority by a governmental authority will jeopardize the trust between HIN and the health care providers participating in the exchange and HIN and Maine health care consumers. The HIN exchange is fairly new and the building of trust has been a challenge, which has been met, but it is new and could be easily destroyed by this type of intrusion on work that is underway successfully in Maine.

4) Recommend that the highest regard must be taken concerning the “Trust” model associated with individual privacy rights, informed consent and personal ability to safeguard protected health information.  Except as otherwise provided by law, the decision whether personal medical records are included in a HIE or a claims system if the claims data is "identifiable" should be made by the patient.  All patients should have the ability to have (or not have) their personal medical records in a health care data HIE.  ACTION: State law should continue to allow the current opt-out and opt-in mechanisms for clinical data.  If claims data is maintained in a manner that does not protect a patient's PHI from being viewed, the MHDO rules should determine the feasibility of creating similar opt-out and opt-in methods for claims data, or a mechanism whereby protected health information is not released. 
Comment: As stated, patients currently have the option to opt-out of the HIN exchange. The HealthInfoNet Consumer Advisory Committee has been very involved in the development of all policies and procedures to address patient participation and protection. Discussions have taken place in at least two legislative sessions and consensus has been reached on the approach being taken in Maine for patient participation in the health information exchange. If it isn’t broken, why fix it? Applying a standard opt-out or opt-in approach to the claims data ignores the authorization agreement between subscriber and payers and will place an enormous burden on payers to manage which subscribers have opted in or out on an ongoing basis. Payers struggle to meet the mandate to file claims data for the APCD now. To add more complexity to the mandate would jeopardize the completeness of the data and impact the timeliness of the filings. Unless MHDO intends to change the filing requirement of patient identifiers in the claims from encrypted to specific patient identifiers, the opt-in and opt-out requirement for claims doesn’t seem to fit.

5) Recommend that requests for de-identified linked claims and clinical information only be granted to approved users of the information based on the reported uses of the data as well as ability to appropriately safeguard the information. ACTION: Include this 
provision as a requirement under the rule and mechanisms to insure compliance with this requirement
Comment: Should a government agency determine who should have access to the clinical data? Maine providers have a long history of working collaboratively to provide statewide databases – Maine was one of the first states in the country to have a voluntary statewide hospital discharge database. Maine led the nation with the Maine Medical Assessment Foundation (MMAF), an organization focused on using population-based analysis of medical and surgical rates to analyze physician performance across the state and to identify outliers. HIN is working with providers to take the same approach for access and use of the clinical data. Involvement of the providers in the release of the data allows those with clinical expertise, knowledge of the strengths and limitations of the data, and strict requirements to protect patient confidentiality, that is reinforced with defined financial penalties for failure to manage access to data within federal and state law, to play a key role in determining who should have access to the data and for what purposes.  MHDO, as it is now structured, is not subject to these same standards, laws and penalties for data protection, system audit, and breach management/notification.

6) Accept as otherwise provided in law, protected health information (PHI) should continue to only be viewable for the provision of Treatment, Payment and Operations (TPO) as those terms are used in applicable Federal and State laws, and further subject to the “minimum necessary” provisions of applicable Federal and State laws. Recognizing that there are some uses of "minimally necessary" PHI that are appropriate public health imperatives that do not defile the patient and which can be used to improve health outcomes and quality, their determination of the appropriateness of the uses should include weighing the value of the use with appropriate consumer protections.  ACTION:  MHDO rules must comply with these principles and must consider and honor the circumstances that the health care data was submitted or exchanged under.   In addition to the APA requirements for submitting provisionally adopted 
major substantive rules, a description of the analysis performed to ensure that the rules comports with these principles must be submitted with the provisionally adopted rules to the Health and Human Services legislative oversight committee.  

Comment: This recommendation raises the issue of a government agency having control over data that was collected for treatment purposes. Providers have agreed to expand the use of the HIE data for their operational purposes as well as allow other aggregated data to be released for access by the patient through a provider based PHR. Other aggregated data may also be released as long as patient and provider identifiers are protected. Who is the best steward of the clinical data?? … the providers and the trusted HIPAA business-associate organizations they work with (that are subject to the same standards laws and penalties for data protection, audit, and breach management as the providers) or a governmental agency, who is NOT subject to these rules? 

7) Require that linked claims and clinical information only remain identifiable for the purpose of the linking process itself. Once linking is complete, the member information should be de-identifiable and stored in an encrypted state using the highest standards in available encryption technology. ACTION: The rules must specifically state this requirement; must include processes to ensure that this requirement is met; and must describe audit and enforcement mechanisms for compliance.     
Comment: It is unclear why the State should be the party responsible for linking the data and then managing the identifiers available in the clinical data. MHDO does not receive identifying information on the APCD – all identifiers are encrypted. This approach doesn’t make sense – why would MHDO be allowed to have access to patient specific identifiers for the clinical data which has much more revealing data about a person when they weren’t provided that type of access for the APCD data by the Maine State Legislature?
8) We need to have a viable financial model(s). ACTION: Report back from MHDO: Conduct a review of the top three financial models for providing claims and clinical data to qualified requestors.  The rules should address fee models, including sliding-scale or subscription,  consumer education and protection, and rights, responsibilities, requirements, funding opportunities, and oversight.  Endorse the use of MaineCare HIT program administrative funds, where appropriate to improve access to health care data and the benefits as outlined in the federal HITECH Act and Meaningful Use programs.  
Comment: The financial model should include an immediate estimate of the cost to collect and maintain the clinical data before a financial model for how the data will be released is developed. MHDO has a very low number of data requestors now (see above).  Who are the new customers for the linked data and what are the estimates for how much revenue will need to be generated from users as well as State funding? This approach of “build it and they will come” lacks specifics for who are the potential users are, the total costs to the taxpayer, and the revenues that will support it. 

9) There needs to be methods for ensuring accountability of the reconstituted MHDO Board.  ACTION: Consistent with the guidance provided by the Theme 4 subgroup, the structure of the State agency (MHDO) should include a mechanism that establishes and leads ongoing multi-level advisory groups with articulated goals and evaluation systems.  The advisory groups should represent the broad spectrum of stakeholders at the organization and individual consumer levels.  The framework should seek to establish the MHDO as a forum for various other advisory groups to report their activities to promote efficiency and meaningful outcomes.   
Comment: Representation is a worthwhile area for MHDO expansion but accountability and evaluation should be focused on the operational aspects of MHDO. Advisory groups, by definition, do not have the standing to enforce accountability by a Board.  They can influence the direction that a Board takes but can not “enforce accountability” as this recommendation suggests. These recommendations call for a vastly expanded MHDO operation and yet there is no detailed evaluation of how MHDO has improved its data management capacity and it does not provide a convincing proposal for how MHDO could meet the needed financial and staffing resources, expertise, and revenue to take on the additional governance and workgroup activities let alone the expanded operational activated suggested throughout this report. 
Theme 2 Recommendations: Data Protocols

10) Support the goals of a State health care data provider to be responsive and timely, accurate, accessible, streamlined, and secure; 2. Support the State's health care data provider (MHDO) effort of building on its existing systems to take advantage of newer technologies better suited to meet the changing needs of the market, such as building a highly robust and secure data warehouse; and 3. Support national standards for data collection and distribution as appropriate. NO ACTION RECOMMENDED.
Comment: A word of caution with this recommendation. Technology is not a cure all for old problems. In fact, new technologies create new problems. MHDO’s existing system will be undergoing a major change this year as MHDO moves from its existing vendor to a new vendor and its partners. The new vendor and its partners do not have any APCD processing or management experience, requiring a much more hands on approach by MHDO and its staff. Based on the complexity and volume of this new work, it is expected that MHDO will be stretched very thin to just transition the existing data systems and databases. Is this really the best time to position MHDO to take on the responsibility for a larger, more complex database than any of their current databases? The timing of the MHDO data has been an ongoing criticism. Their website still provides very limited data or not the timely data needed by users.    
Theme 3 Recommendations: Consumer Engagement

11) Balance Consumer Privacy considerations regarding the safeguarding and disclosure of Protected Health Information (PHI) with the societal imperative to drive higher quality and more affordable health care. ACTION: Enact rules and policies consistent with the opt-out and opt-in described in Theme 1 Governance section.  

Comment: There are provisions in place that address opt-out and opt-in. What are the reasons for this recommendation?  Is something not working currently? Is a governmental agency the best place for this work? 

12) Consumers must have tools available to them to become active engaged consumers.  Patients must have the tools available to access their personal health records in a variety of ways that build on existing sources.   Patients must be given opt-in and opt-out options. ACTION: The MHDO should consider ways of providing consumers "digital access", at no charge, to their personal health records.  This is critical to the "value chain" as consumers consider whether or not to allow their clinical data to be collected. (The digital access may be in several forms--telephone, portal, internet--and should build on existing and emerging technologies and may be provided a variety of sources (health care providers, MHDO, HIE, or other entities.)     
Comment: Doesn’t this function contradict Theme 1, #7 recommendation? If patient identifiers are stored in an encrypted manner after linkage to claims, how will MHDO provide patient specific data via a PHR to consumers? This function would require the management of a patient specific file with a Master Patient index across all providers in Maine. This is a VERY different approach than stated throughout these recommendations. This recommendation also ignores the work currently underway by providers to provide patients access to their personal health records. HIN is working with several providers to provide all inclusive patient specific data. There is also a Centers for Medicare and Medicaid (CMS) Meaningful Use Program requirement that addresses this provision. How will this recommendation interface with that requirement? Again, how will the cost of providing this capability be paid for by MHDO? HIN has collected multiple estimates for providing a statewide PHR and they are significant. This provision by MHDO could also be very confusing for patients and it will most likely raise major concerns regarding confidentiality and security. A PHR would require the management and access to patient specific data with a fairly sophisticated system for linking a patient’s records and displaying them in a user friendly system. MHDO does not have the experience or funding to take on this type of responsibility.  As was stated earlier in this review document, the prospect of a state agency managing person identified clinical information assumes a trust framework with Maine residents that needs to be questioned and validated before bringing forward this recommendation that has significant public policy implications and a likelihood of broad and intense political opposition.   

Theme 4 Recommendations: Protected PHI

13) The structure of the State agency (MHDO) should include a mechanism that establishes and leads ongoing multi-level advisory groups with articulated goals and evaluation systems.  The advisory groups should represent the broad spectrum of stakeholders at the organization and individual consumer levels.  The framework should seek to establish the MHDO as a forum for various other advisory groups to report their activities to promote efficiency and meaningful outcomes. ACTION: The legislature should require MHDO and interested stakeholders to develop a framework for the MHDO to become the forum for the advisory groups.  The framework should include specific mechanisms to measure the success of collaborative efforts.  
Comment: Similar recommendation as Theme 1, #9.     
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