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ABOUT THE STUDY

The NHLBI-sponsored MINDS-ACHD Study was conducted by the Pediatric Heart Network (PHN), with enrollment at 14 North American centers. MINDS was a multicenter cross-sectional pilot analysis of objective and subjective neurocognitive function and genetics in the ACHD population ages 18-30 years with moderate and severe complexity CHD.  The primary aim was to examine objective and subjective neurocognitive functioning in moderate and severely complex ACHD.

From November 2020 to March 2023, a total of 501 patients consented to participate, of which 467 participants (83%) completed the study procedures by May 2023. Of the 467 participants who completed study procedures, participants were categorized into the four diagnostic groups: d-TGA: N=82, TOF; N=123, Single Ventricle: N=132, other Moderate to Severely Complex CHD (MSCC): N=130. The mean age was 24.5 years (age range 18-30 yrs.), 43.7% (N=204) were male, 95.3% (N=445) had English as their primary language and 80.5% (N=376) were white. Almost one third (N=158, 33.8%) of the total cohort were in school, with 39.4% (N=184) being a college graduate or having a post graduate degree. Within the cohort, 54.8% (N=256) of the participants were employed fulltime, 16.5% (N=77) were employed part-time, 65.3% (N=305) were single, and 48.4% had private insurance (N=226).
Additional information about the MINDS study can be found at https://www.pediatricheartnetwork.org/studies/minds-achd/
DATA AND DOCUMENTATION

The following datasets and descriptor files are available for download.  A free login and password are required for download capability.  The lock date used for creation of these public use datasets was October 31, 2023.  Privacy protection of these data is described in Appendix A.

1. Study protocol

2. Study data collection forms

3. NIH Toolbox Scoring and Interpretation Guide

4. Design Manuscript

5. Main Results Manuscript

6. SAS datasets

7. Excel datasets (with variable formats applied) – These data have a .csv extension, which means that the file may also be opened either in Excel, OR in a text editor, appearing as a comma-delimited file.
8. Codebooks for each dataset – These contain variable names, labels, and descriptive statistics for each variable on the data collection forms.  Key created variables are included as well.  Categorical variables are listed first, with frequencies; continuous variables are listed next, with mean, SD, median, interquartile range, and range.

DATA USE POLICY

· REQUIRED ACKNOWLEDGEMENTS:  All presentations and publications using these data must include the following statement:  “The NIH/NHLBI Pediatric Heart Network MINDS-ACHD dataset was used in preparation of this work. Data were downloaded from www.pediatricheartnetwork.org on mm/dd/yyyy”.”

· PAPER, ABSTRACT, and PRESENTATION TITLES:  Titles may, at the authors’ discretion, mention the PHN database but should not imply that the work is from the PHN.  An example of an acceptable phrase would be, “an analysis of the Pediatric Heart Network public database.”  Whether or not the title makes mention of the PHN, acknowledgement should be made as described above.

· All users are requested to send a copy of published abstracts and articles to the PHN Data Coordinating Center at Carelon Research (research-PHNmailbox@carelon.com) within one month of publication.  This will allow the PHN and the NHLBI to document the continued impact of this study on the field.

· The login and password to access the public dataset is provided to a single user.  If a colleague would like to access the public dataset for a different analysis topic, a separate request for login and password should be submitted via the www.pediatricheartnetwork.org website.

· As an approved user, you agree that you will not attempt to establish the identities of research participants through use of this dataset.

· As an approved user, you agree to not place these data in other public locations.

TIPS ON USING THESE DATA

· Identification numbers for study participants have been re-assigned for privacy protection. A blinded ID ranging from 1 to 514 (number of participants approached for consent) has been assigned. 

· The study data are contained in a large number of individual forms.  These may be used jointly by merging on blind_id.  
· A blinded site variable has been included, ranging from 1 – 14, the total number of sites.  Participants with the same blinded site ID are from the same site, but sites are not identified by name or PHN site number.  

· An analytical dataset (called demographics), including demographics and variables created for the study, is included.  
· The NIH Toolbox patient reported outcomes are in a dataset called scores.  This dataset is in “long format”, meaning that each participant appears in multiple rows, one row per instrument.  The variables ‘InstrumentTitle’, ‘TestName’, and ‘Key’ can be used to filter for the desired outcome score.  The variable ‘Value’ provides the actual instrument score.  For example, to find the NIH Toolbox Cognitive Function Composite T Score (a primary outcome of the MINDS Study), use InstrumentTitle = "Cognition Total Composite Score v1.1", TestName=”NA”, and Key = "FullyCorrectedTscore".   
ADDITIONAL ASSISTANCE

If you have questions or concerns about the study datasets that this documentation and the above resources (e.g., protocol, case report forms) have not answered, please email the PHN Mailbox at research-PHNmailbox@carelon.com.  
APPENDIX A
Implementation of Privacy Protection Rules for Public Use Datasets 

Variables that could lead to subject identification were eliminated in the public dataset.  Steps included: 

1. Removal of original study ID number (replaced with blind_id, a random consecutive numbering ranging from 1 to 514).  Of note, no patient names, addresses, or medical record numbers were ever contained in the original study dataset.

2. All dates in the original datasets were removed, and replaced with time since consent.
3. Free (write-in) text variables were scanned for any identifying information (e.g., dates, places) and edited accordingly.
4. Adverse event data are not included as there was only one adverse event in this single visit observational cohort (ongoing suicidal ideation).

5. Extreme outliers were set to missing (weight for one participant)
6. Categories with low frequencies were combined (race, other sex, education)
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