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A. Comments regarding the potential impact of proposed rules on the current DHHS-MHDO Memorandum of Understanding  
The Maine Department of Health and Human Services (DHHS) and the Maine Health Data Organization (MHDO) have an existing Memorandum of Understanding (MOU) to facilitate access to hospital inpatient and outpatient data by the multiple programs with disparate public health functions with the DHHS, while assuring the security of these data so as to improve the health of all Mainers.   This MOU describes procedures DHHS Maine Center for Disease Control and Prevention (ME-CDC) will follow for re-distributing the MHDO data within the DHHS, and for the transmittal of MHDO data to the U.S. Centers for Disease Control National Environmental Public Health Tracking Network (NEPHTN) for subsequent re-distribution nationally under the terms and conditions established through a separate National Environmental Public Health Tracking Network Data Use Agreement.  These procedures were developed to be consistent with the existing Maine Health Data Organization Regulations, Chapter 120 “Release of Information to the Public” and Chapter 125 “Health Care Information That Directly Identifies an Individual” for the use of MHDO data and for protecting the confidentiality of the data.
ME-CDC submits the following comments to point out where proposed changes to the Chapter 120 rules may impact our existing interagency MOU.
1. New data use agreement requirements.  The new rules appear to require that a person must first apply to MHDO, be approved by MHDO, and sign an MHDO data use agreement, before ME-CDC can provide record-level data to anyone - even if only Level I [currently referred to as unrestricted] data elements are involved and even if the data will be used for public health practice (e.g., surveillance) rather than research.  This procedure appears in conflict with our current MOU that allows ME-CDC to provide access to Level I and Level II data once the user has completed a data release agreement.  Will it be possible to maintain the existing DHHS-MHDO MOU where ME-CDC acts as a data redistribution agent under the new rules?
a. p. 12 – Section 3.I:  “A data recipient may not sell, re-package or in any way make MHDO Data available at the individual element level, unless the ultimate viewers of that data have applied to MHDO for this data, been approved for such access and signed an MHDO DUA."
b. p. 14 – Section 4.B.:  “The Data Recipient will not release, furnish, disclose, publish or otherwise disseminate MHDO released data to any person unless approved in advance by the MHDO.”

2. New report approval requirements.  The current rule 120 exempts federal and state government from the requirement of providing any publications with MHDO data for their review at least 20 days prior (pp 14-15, 9(B)(2)(b)(ix and viii)). There does not appear to be any such exemption in the proposed rule (pg 14, 4.2.J.).  Nor does there appear to be a provision to waive the requirement when there are multiple reports of a similar nature (pp 14, 9(B)(2)(b)(viii)).  This will require that ME-CDC make a request every time new data or data updates are made to standard surveillance reports and the Maine Tracking Network.   This will also require that ME-CDC establish a mechanism to ensure that US CDC abides by the same requirements for any data or reports submitted by ME-CDC to the US CDC.  ME-CDC requests that the current provision exempting federal and state government from report approval requirements be maintained in the proposed rules. 

3. New data encryption requirements.   (p. 12 – Section 3.G.) states:  “MHDO Data recipients must demonstrate levels of security and privacy practices commensurate with health industry standards for PHI, and with data encrypted at rest and in transit.  Data recipients must be able to demonstrate their ability to meet privacy and security requirements. Data releases will be made available to authorized users via an encrypted secure download process.”  Does this mean that ME-CDC will have to encrypt the SQL-server database on which we store MHDO data and any derived data files  that reside behind State of Maine secure firewall?  

4. Non-reviewable decisions to deny or limit a data request.  Section 3 and Section 11 of the proposed rules contain provisions stipulating that a decisions to deny or limit a request for data is not reviewable outside of MHDO:
a. p. 12 – Section 3.F:  “The MHDO Executive Director and the Data Release Subcommittee have the authority to deny any request for data.  A decision to deny or limit a request for data is not reviewable outside the MHDO.”
b. p. 20 – Section 11.1:   “Decisions of the Executive Director regarding release of Level I Data which involve no Supplemental data to a data applicant, denying the release of any data or data elements, directing the return or destruction of MHDO, or the modification of a document that contains or uses MHDO Data, are not reviewable. Neither the data applicant nor a data submitter can appeal these decisions.  Data released under this subsection may be released to the data applicant immediately provided the data applicant meet the requirements of these rules.”
  
ME-CDC recognizes that 22 §8714 provides the authority for MHDO to make decisions on data release regarding general public access non-reviewable.  However, 22 §8715 establishes permitted use and disclosure to public health authorities, absent the language present under §8714.  Furthermore, existing DHHS statutory authority under 22 §1692-B appears to require access to these data under certain conditions: “The Department of Health and Human Services must be given access to all confidential reports and records filed by physicians, hospitals or other private or public sector organizations, with all departments, agencies, commissions or boards of the State for the purpose of conducting investigations or evaluating the completeness or quality of data submitted to the department's disease surveillance programs. The department shall follow the data confidentiality requirements of the departments, agencies, commissions or boards of the State providing this information.” 

ME-CDC therefore recommends that MHDO expand Section 9 to more fully recognize the ability of public health to access Level I, II, and III data. 

B. Available Data Elements
The existing Chapter 120 rules do not list the specific data elements that will be released; the new proposed rules do.  In putting together these lists of data elements for the new rule, ME-CDC wonders whether MHDO inadvertently left off or failed to specify elements that we have received in the past and are important to us.  Specifically, we request MHDO add the following data elements to the appropriate appendices: 
1. Hospital inpatient data
a. Date of birth for 90+ year olds – would be a Level II element
b. Medicare Severity Diagnosis Related Group (MS-DRG) – would be a Level I element
c. Medicare Severity Major Diagnostic Category (MS-MDC) – would be a Level I element
d. All Payer Refined Diagnosis Related Group (APR-DRG) – would be a Level I element
e. All Payer Refined Major Diagnostic Category (APR-MDC) – would be a Level I element
f. Taxonomy code for attending provider – would be a Level II element
g. Taxonomy code for secondary provider – would be a Level II element
h. Name of secondary payer – would be a Level II element
i. Name of tertiary payer – would be a Level II element
j. City name – would be a Level II element
2. Hospital outpatient data
a. Full date of service from – would be a Level II element 
b. Full date of service to – would be a Level II element
c. Date of birth for 90+ year olds – would be a Level II element 
d. City (text version) – would be a Level II element
e. State – would be a Level II element 
Reasoning behind requesting full date of birth for 90+ year olds:  In the past, there have sometimes been issues with MHDO's age calculation.  We have, therefore, been encouraging people to calculate age themselves.  Also, MHDO reports age as of admission date (inpatient) or visit start date (outpatient); if analysts want to look at age as of discharge or visit end date, they need to be able to calculate it themselves.
In addition to the above mentioned data elements, ME-CDC receives supplementary data tables for validation or translation of data fields.  ME-CDC currently receives get tables for Hospital Information, translations tables for Source of Admission, Type of Admission, Race, Ethnicity,  Revenue Codes, Health Planning Areas, Hospital Service Areas and sometimes MHDO has even shared the tables he references to assign Geocodes.  These additional data elements were not listed as available under the proposed rules, but are necessary for both quality assurance checks and data translation and data querying.  

3. p. 33, Appendix A.2: We recommend stating explicitly that E-codes will be released, perhaps by changing “Second through Eleventh Diagnoses Submitted” to “Second through Eleventh Diagnoses (or E-codes) Submitted.”  Diagnoses and E-codes are both explicitly listed for Outpatient, but only diagnoses are currently listed for Inpatient.

4. P 33, Appendix A2 Bullet: Ancillary Revenue Code(s). (Inpatient Only) This represents the revenue codes. Prior to 2012 we received 30 Codes. Beginning in 2012 the number increased to 50. It is critical to ME-CDC that these fields represent distinct codes. In other words the same code should not be represented twice. The reason for this is we use the Revenue Code field to know if there was an Emergency Department (ED) component.  

5. p.32-34 and 42-43, Appendices A.2 and B.2:  The hospital encounter data element lists in Appendix A.2 and B.2 do not always list the number of fields that will be provided for a particular element.  The datasets should include all diagnosis and E-code fields received from the hospitals (i.e., do not limit diagnoses/E-codes to the same number of fields MHDO has provided in the past if more fields are submitted by hospitals).  

6. Minor items:

1. p. 8 -- 33. Public Data section:  “publically assessable” should be “publically accessible”

2. p. 8 -- 34. Public Health Authority section:  “Maine Centers for Disease Control and Prevention” should be “Maine Center for Disease Control and Prevention”

3. p. 10 – Section 1.F:  “Maine Centers for Disease Control” should be “Maine Center for Disease Control and Prevention” 
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