The use of variables derived, solely or in part, from Medicare Claims (CMS data) for papers and publications in the Multi-Ethnic Study of Atherosclerosis

The Multi-Ethnic Study of Atherosclerosis (MESA) has been linked to Medicare claims data.  These data are typically available on all participants who match with the Centers for Medicare & Medicaid Services (CMS) data files as soon as they are age eligible.

It is important to note that all reports that use variables derived from CMS data need to suppress cell sizes of 10 or less from any report intended for publication (see below for more information).  

It is our understanding that variables derived, in whole or in part, from CMS claims need to follow the small cell rules.  So, for example, an atrial fibrillation variable that is partially derived from CMS claims and partially derived from ECG readings and MESA-collected data would still count for the purposes of the small cell rule. 

From the CMS DUA [https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/sharedsavingsprogram/Downloads/Data-Use-Agreement.pdf] the small cell rules are:

The User agrees not to disclose direct findings, listings, or information derived from the file(s) specified in section 5, with or without direct identifiers, if such findings, listings, or information can, by themselves or in combination with other data, be used to deduce an individual’s identity. Examples of such data elements include, but are not limited to geographic location, age if > 89, sex, diagnosis and procedure, admission/discharge date(s), or date of death.

The User agrees that any use of CMS data in the creation of any document (manuscript, table, chart, study, report, etc.) concerning the purpose specified in section 4 (regardless of whether the report or other writing expressly refers to such purpose, to CMS, or to the files specified in section 5 or any data derived from such files) must adhere to CMS’ current cell size suppression policy. This policy stipulates that no cell (e.g. admittances, discharges, patients, services) 10 or less may be displayed. Also, no use of percentages or other mathematical formulas may be used if they result in the display of a cell 10 or less. By signing this Agreement you hereby agree to abide by these rules and, therefore, will not be required to submit any written documents for CMS review. If you are unsure if you meet the above criteria, you may submit your written products for CMS review. CMS agrees to make a determination about approval and to notify the user within 4 to 6 weeks after receipt of findings. CMS may withhold approval for publication only if it determines that the format in which data are presented may result in identification of individual beneficiaries.

References to section 4 and 5 simply indicate that you are using the CMS data for an approved MESA project.  

The main criterion is that tables or aggregate data showing cell sizes of 10 or less needs to be suppressed in all publications and presentations.  This does not apply to internal use, although all printed material involving small cells should be shredded.  Alternatively, a request for exemption to this rule needs to be submitted to CMS prior to journal submission.  Note that this process may require between 4 and 6 weeks.   Instructions can be found at: http://www.cms.gov/Research-Statistics-Data-and-Systems/Computer-Data-and-Systems/Privacy/Manuscripts_Publications.html. Our current contact is Alex Laberge and his email address is Alexandre.Laberge@cms.hhs.gov.

An example of how a different NHLBI cohort study handled the small cells sizes is shown below:

[image: Cover]

Example is from: Validation of the Atherosclerotic Cardiovascular Disease Pooled Cohort Risk Equations. JAMA. 2014;311(14):1406-1415. doi:10.1001/jama.2014.2630 and is Copyright © 2014 American Medical [table used under Fair Use for educational purposes]
The outcome is a composite variable using CMS-derived CVD events to enhance events detected by REGARDS cohort surveillance.  Note that the events and person years are both suppressed for the small cell and at least one other cell to make sure that the small cell cannot be determined by calculation (The number of events was 234, and they showed 212, so at least one suppressed cell was > 10 but they had to suppress 2 cells so that a calculation could not be done to determine the number in the suppressed cell).  However, adjusted and predicted rates are shown.  Crude rates are absent and would need to be suppressed in any table intended for publication or presentation.  
[bookmark: _GoBack]The coordinating center will handle the requirement in the memorandum of understanding between CMS and NHLBI that CMS be provided a courtesy copy of papers, for informational purposes only.  Other CMS rules (e.g. that the data should not be disseminated, data should be stored securely) are already part of the standard MESA Data and Materials Distribution Agreement (DMDA) or the Data Use Agreement (DUA) for affiliated investigators that all users of MESA data have signed.   [http://www.mesa-nhlbi.org/Publications.aspx] 
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Table 4. Observed and Predicted Incidence Rates of Atherosclerotic Cardiovascular Disease Among REGARDS Study Participants Linked by Medicare
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Allparticipants (n = 6121)
<15 14/2601 147 113 53(3.1-8.9) 41
7.5t0<10 19/2582 216 18.0 7.7 (49-12.0) 65 114 18 065 (0.62-067)
210 424/22341 4502 484.1 18.2 (16.6-19.9) 193
Those without diabetes, with LDL-C of 70 to 189 mg/dL, and who were not taking statins (n = 3333)°
<15 ¢ 93 7.1 5.3 (2.8-10.1) 40
7.5t0<10 ¢ 145 118 7.9 (4.613.5) 64 5.4 71 067 (0.64-0.71)
210 212/11754 2259 2149 17.4 (15.3-19.8) 164

Abbreviations: KM, Kaplan-Meier; LDL-C, low-density lipoprotein cholesterol;

REGARDS, Reasons for Geographic and Racial Differences in Stroke.
* Determined using the Pooled Cohort risk equations.

©There were 1255 participants who had non-HDL cholesterol levels between
100 and 219 mg/dL but did not have valid LDL-C measurements.

©Medicare data are not presented in these cells due to a small sample size.




