



May 28, 2003
Submitted by e-mail to:

mailto:fdadockets@oc.fda.gov

Dockets Management Branch

HFA-305

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, Maryland 20852

Re: Docket Number 03N-0158

Specification for Annotated Electrocardiographic Waveform Data in Electronic Format;

Request for Comments.

To Whom It May Concern:

I am pleased to respond regarding the above topic on behalf of General Electric Medical Systems Information Technologies. 
1.  We support this action

GENERAL ELECTRIC supports the FDA effort to provide for the submission of the subject data in electronic format to provide the benefits of computer-supported analysis and review.

2. The process and specification should be proven in a trial
General Electric desires to ensure the rapid transition from today’s paper-based system to an electronic submission process in order to reduce the overhead of a dual process. For this electronic submission of ECG waveform data process to become operational on full a scale, however, the standards used for the process of communication and formatting of data must also be tested in actual clinical use.  Testing will help to validate that the standard is complete, accurate and unambiguous. This testing should include at least two independent producers of data and at least two independent consumers and viewers of the data to ensure that the specification will not be interpreted differently by different implementers. In addition, any applications that are used to view the ECG waveform data should be properly validated against the original waveform data to ensure that all viewers are accurately reproducing the original waveforms and annotations. The test data used in such trials should include a wide variety of abnormalities and annotations to ensure that the specification and any products that use the specification can accurately reproduce all ECG tracings and annotation information. Proper validation of these trials should include written test plans and procedures with traceability of results to requirements of the specification that are audited by an appropriate group. To date we have not seen the results of such testing. For the above reasons General Electric strongly urges FDA to conduct a pilot electronic submission program to confirm suitability of the standard and the infrastructure. This pilot project should take place prior to the issuance of the draft guidance so that the comments on the draft guidance can include the experiences learned in the pilot program. This will significantly strengthen the knowledge base for the preparation of the Final Guidance and allow any needed corrections or clarifications to be made to the standard prior to its being used for clinical trials.
3. Clarify that this process is for clinical trial data submission only 

General Electric believes that FDA’s intent with this guidance is to utilize this process for ECG waveform data of clinical trials. General Electric agrees with this intent. While the current notice specifies this limited use in the amplified “Background” section, the “Summary” section of the notice is ambiguous in this regard and could lead to confusion on the part of potential adopters of this format.  General Electric is concerned that the broad clinical use of ECG exchange (beyond clinical trials) has critical requirements that are simply not addressed in this proposal. For example, this standard does not include and should not include items such as the patient information, the general measurements, the diagnosis or findings and the message transfer specifications that would be required for general usage. We also feel that adding those items to the standard would not be of benefit for clinical trials and would unnecessarily burden this standard.  The standard has been designed for clinical trial data submission and not the general purpose communication of ECG data. General Electric therefore requests the FDA to specify, in every form of communication on the subject, that the intent is limited to regulated entity submission of clinical trials ECG, even if at the expense of brevity.

4. Comments on FDA’s Specific Questions

4.1 Does the proposed message capture the appropriate level of detail about ECGs for assessment?

The best answer to this question will be generated in the course of the above recommended trial program for the electronic submission of ECG waveform clinical trials data.

4.2 Are there additions needed to the proposed controlled terminology?

General Electric’s employees have reviewed the proposed terminology and feel confident of

its quality.

4.3 What are the issues concerning the creation of the HL7 message?

4.3.1 Specify method of encapsulation

The electronically formatted ECG data will most likely be submitted on commonly available media such as CDs or DVDs. In order to achieve completeness, the forthcoming FDA Guidance should specify the method for encapsulation of the format on that media. In addition the media to be used should be specified, we would recommend limiting the usage to CDs and/or DVDs with no compression used. The usage of DVDs and CDs and not allowing compression should ensure maximal interchange between different systems. This is needed because the HL7 documents do not define this level of detail. (Specifically: specify how to put the XML string in the file; where to start and where to end.)

General Electric is pleased to submit these comments and looks forward to working with the agency.

Sincerely yours,

Steven A. Kordik

Data Architect, Enterprise Systems Engineering

GE Medical Systems, Information Technologies

Cc: Norman Stockbridge, CDER
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