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7.
Events Data Management 

Section 7 provides instructions and protocols for the preparing and scanning of medical records.  It also provides instructions for all functions of the Events Data Management Software program, including how to “match” forms with investigations, among many other functions. 

7.1
Medical Records
After the Field Center has identified a new investigation, they should take the steps necessary for collecting records from hospitals/facilities.  For detailed instructions see Section 3.3.  All records will be scanned into a single PDF file and uploaded onto a secure server.  The file can then be edited as necessary by the Field Center and Central Abstractors.
NOTE:  It is helpful to review the Discharge Procedure codes, as well as the Discharge Summary, ER Notes, H and P, etc., to determine which procedures should be found in the record, such as ECGs, CXRs, Echos, etc.

7.1.1
Preparing Records
Once records are received, the following steps should be taken to prepare them for scanning.  Since some sites have special requirements for maintaining patient confidentiality, blinding may occur at one of several places in this process for hospitalized events:  before or immediately after scanning, or after Central Abstractor has completed abstraction.
1. Site does a preliminary, brief, review of the chart for completeness/appropriateness
2. Only relevant pages should be scanned (for example, do not include a colonoscopy report).

3. Sites that must blind records before transmission and are not using the Adobe Pro PDF software to blind records will blind them directly on paper at this point. 
4. Site scans records onto their scanning station computer as an Adobe Acrobat Pro PDF file, taking care to scan documents in the order listed on the Final Notice form, with the exception that the ICD Code sheet should be scanned first, behind the coversheet.
a. Prior to scanning, complete a cover-sheet (found at the back of this section) and place it on top of the chart to be scanned.  Number the entire packet in the bottom right corner, calling the coversheet page 1.

5. Sites that must blind records after scanning but before transmission, and are using the Adobe Pro PDF software to blind records will blind the scanned files on their scanning station computer at this point.  
6. If there are records that are unobtainable even though mentioned in the record, enter an Investigative Note into the Event record and make a note to the Central Abstractor on the coversheet.
7. The site uploads the records as a PDF file onto a secure server (ie. as usual).  This is done automatically by the EDC software upon login.  
8. If the site receives CD records, or other electronic records, it will contact the Coordinating Center to determine the best method for incorporating them into the MESA system.  CC staff will assist if files need to be translated from one format to another.
· NOTE:  All ineligible and out-of-hospital events must be blinded before they are uploaded to the EDC.
7.1.2 
Central Abstracting
The Central Abstractors will monitor the online Events Tracking list to identify new events for abstraction.  After the Central Abstractor reviews the documents for a hospitalized investigation, they will contact the Field Center with next steps.
· If the scanned chart is complete, the Central Abstractor will complete a Hospital Abstraction form in the EDC.  Documents not needed for Physician Review will be deleted.
· If more records are needed, the site will be asked to request the additional records.  This request is also sent to the Event Coordinator at the Coordinating Center.  If the requested records are received, the site will scan and merge the pages with the original scanned PDF.
After the Hospital Abstraction form is complete, the Central Abstractor will tell the site to blind the remaining pages that remain in the PDF on the secure server and complete the Final Notice.
7.1.3 
Merging PDF files

If additional pages need to be added to an already existing PDF document, the following steps should be taken:

· Scan the additional pages as a new PDF and notify the Event Coordinator at the Coordinating Center as well as the Central Abstractor.  
· A coversheet is not required, but allowed.  If a coversheet is not used, the investigation ID and hospital code should be placed on the first page.
· After the Event Coordinator has processed the additional pages, the site will be notified so that they can merge the pages with the original scanned chart.
To merge:

· Open both PDF files located on the secure server.

· Click and drag the new pages into the original PDF.

· New pages should be placed at the end of the chart, unless instructed otherwise by the Central Abstractor.

· Once all pages are merged, delete any duplicate files from the server so that only one file per investigation remains.

After merging is complete, contact the Central Abstractor to let them know that the additional pages have been added to the chart.
7.1.4
Hospital Transfers

If a participant is transferred from one facility to another, all records must be obtained.  When assembling the chart for scanning, the separate facilities should be grouped.  This means that all records from the first admission appear at the beginning of the chart, followed by the records from subsequent admissions.  For these cases, place the hospital code in the upper left corner of each page. The entire chart will still be numbered in the bottom right corner.  

7.1.5 
Updating the Final Notice
The Final Notice must accurately indicate what documents exist for an investigation. Please verify that all documents are correctly indicated on this form. Even if an investigation is ineligible for adjudication, please indicate what tests and/or procedures were performed. If the investigation is ineligible, you do not need to scan the documents, but do mark them on the form.  For ineligible events, only the discharge summary needs to be scanned.
For Hospitalized events, the Central Abstractor will mark on the coversheet the final inventory of records that will go to adjudication.  Use the coversheet to complete the Final Notice in the EDC.
7.1.6 
Submitting the Final Notice
The LAST step in any investigation is completing the Final Notice in the EDC. Do NOT submit this form until ALL supporting documentation for the investigation has been successfully submitted. The Coordinating Center considers any investigation for which we have received a Final Notice to be closed. ‘Closed’ investigations are used to create Events Review Packets, as well as produce data reports. If the information is not complete when the Final Notice is submitted, then the Field Center will most likely receive a call from the CC asking that any inconsistencies or missing info be rectified.
7.2
MESA Events Electronic Data Collection Software (EDC)
1. Start the EDC by double-clicking on the MesaEvents.rdp icon on your desktop. 
2. Log in using the User Name and Password sent separately (don’t forget the domain “chscc\” in the user name).  Then enter your Tech ID and Password.  
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3. The Events Participant List will include any participants from your site.  You can restrict the list to view one cohort or only new investigations using the drop-down menu in the upper right.
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4. Select a Participant ID to begin entering a case.

5. The Events Investigations List screen will appear.  Any investigations previously initiated for that participant will be seen here.  To begin a new investigation, click the “Create New Investigation” button in the upper left corner and confirm the action.  Note that new investigation numbers will begin at 50, regardless of the last old investigation number.    To edit an existing investigation that is not marked as Complete, click on an investigation ID from the list.
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6. This will take you to the Events Investigation Summary screen.
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7. To view a medical record image click on its name in the lower box.  A separate viewing window will appear.
8. For new investigations, click the “Initial Notification” button to enter the rest of the info for the Initial form, and then click “Save” to save your data and return to the Investigation Summary screen.

9. You can enter data for the rest of the forms from the Investigation Summary screen.  Click on the form you want to fill out, and a dialog box will appear with a list of forms for that investigation.
10. To start a new form, click inside the window on the “NEW- Click here to enter…” text.  To edit an existing form, click on the number you want and the form will appear. (The Final and Stroke informant Interview forms will take you directly to the form without the list dialog box).
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11. Enter the data on each page of the electronic form, and click the “Next Page” button in the lower right corner to save that data and continue.  If you click the “Quit” button in the upper right corner, you will return to the Investigation Summary screen without saving the data from that page, but data on earlier pages will already be saved.

12. To add Investigation Notes, click the “View/Edit Investigation Notes” button at the bottom of the Investigation Summary screen.

13. Completing the Final form indicates that you have completed the investigation, so please do not enter the data on the Final form until you are finished entering all the other information for the case.
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MESA Clinical Event

Coversheet

Participant ID:    
Hospital Code:    

Tech ID:   
Total # of Pages (including coversheet): 
Scan Date:   
	· Cardiac
	· Cerebrovascular
	· Ineligible


Notes for Abstractor:

Notes for Field Center:

This Section: 3-17-2017 Version


