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The call kicked off with Mitch Psotka introducing the four modules that to be reviewed and finalized during the call. The group was reminded of the process for developing the modules. (CRFs were requested from industry partners. The CRFs were shared with Inova fellows who collated the common items in each CRF by topic area. Spreadsheets were created for each module and sent to each module lead to choose the items for their particular module. The proposed modules were sent to the module groups for discussion/finalization. Modules were then sent to FDA for further review and comment. 
Below is overview of each module.

1. ECG
The group discussed the module and its use in drug trials versus device trials. The level of detail in the ventricular section would not be needed suggesting it should be eliminated. The inclusion of over-all heart rate was also discussed. Per the discussion, the group agreed to the following updates: 
· Addition of baseline heart rate to baseline measurements section
· Update Rhythm section to Superventricular Rhythm 
· Remove Ventricular Arrythmias section

Action Items:
· Emily to update module (Complete)
· Heather to post to HFC website as final 

2. Rhythm Device Module 
The group discussed the high level of detail to this module and leadless versus subcutaneous. The decision was made to delete this module and add details to the core lean CRF devices section.

Action Items:
· Mitch to add updates to Lean CRF (Complete)
· Heather to post to HFC website as final
.
3. Lab Details
Discussion began with whether or not this module should be stand-alone or included in core CRF with the decision to keep as a supplement. The suggestion was made to remove the CK section as it was no longer relevant. When completing form, the upper limit of normal for assay used should be included. Updates include:
· Update language
· Remove CK section

Action Items:
· Mitch to update module
· Heather to post to HFC website as final

4. Expanded Physical Exam
The discussion focused on inclusion of ascites and/or abdominal hepatomegaly. The group also discussed the importance of making sure language of the modules mirrors that of the HF ARC recommendations. Ultimately, the decision was to add ascites or abdominal distention to the core CRF. (Updated Lean CRF attached.)

Action Items:
· Mitch to add updates to Lean CRF module (Complete)
· Heather to post to HFC website

5. Arrythmia 
The discussion began with question as to whether this was to capture arrythmia devices or arrhythmias in drug or device trials, or, if two separate modules should be created. Rob Kazmierski offered to take discussion back to the FDA for comment. After discussion it was determined that CRFs would be better developed specific to trials therefore the group would put this one on hold.

6. Part Two Modules
The next phase of modules will include hemodynamics, short-term MCS, echocardiogram details and magnetic resonance details. 

Action items:
· Heather to send sign-up sheet to group for Part Two Modules

