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On behalf of the Board of Directors of the Clinical Data Interchange Standards Consortium (CDISC), we are submitting these comments to FDA Docket number 01N-0476 related to an “Electronic Interchange Standard for Digital ECG and Similar Data”.     
1. Working with HL7 to establish an ANSI Standard:  Both DICOM and HL7 have previously developed standards and formats for transmitting ECG waveform data.  While neither of these appear to directly meet the needs of the FDA as described in the public meeting and web-site materials*, there is strong willingness on the part of these organizations and CDISC to cooperate with the FDA to develop a harmonized standard for this purpose.  By doing so, we could establish a single ANSI-accredited standard that would be used across the industry, both for patient care and clinical trials.  One key benefit of this approach is reducing the cost to industry of complying with the data retention requirements for electronic ECG data as defined in 21 CFR 312.  By having the FDA receive ECG waveforms in the same format as is used within hospitals and ECG labs, the internal data repositories at these institutions could then more easily retain the original copies of data submitted to the FDA as required by the regulations.  This would also allow for increased consistency with supplementary ECG readings retained by medical institutions should such material be useful for further analysis.

2. Supporting Cross Correlation Against Submission Datasets: Since a major purpose of providing the ECG waveform data to the FDA is to allow FDA reviewers to compare their interpretation of the waveform against those of the sponsor, it is critical that the waveform-submission-format include header information (keys) that makes it possible to find the correlated raw waveform for each row in the ECG submission dataset.  To minimize confusion, these attributes or elements should have the same name as the key columns in the ECG submission dataset (see attached). We believe that the following variables from the submission dataset are necessary specify a particular row: STUDYID, (SITEID or INVID), SUBJID, USUBJID, VISITNUM, VISIT, VISITDY, EGACTDY, EGACTDT, EGPTM, EGPTMNUM, EGACTTM, EGATM.  

*It may be possible to define a public ‘Z-segment’ for the HL7 V2.4 waveform specification which could specify the additional information required by the FDA.  If so, this would enable use of the HL7 V2.4 specification as it currently stands for this purpose.

