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D.14
Final Notice of Event/Death Form     
D.14.1
General Information

The Final Notice of Event/Death summarizes the data collection activities in the (full or partial) investigation of all nonfatal events and deaths. A Final Notice of Event/Death should be completed for ALL (i.e., eligible and ineligible) MESA investigations that have been initiated (note the one exception stated below). The Final Notice of Event/Death serves to “close out” the event by notifying the Coordinating Center that no further data is expected for this case and that the event is ready to be reviewed for classification by a MESA Physician Reviewer. This form should NOT be entered until all documentation for this investigation has been de-identified and scanned into the EDC. If an investigation contains both cardiac and stroke elements, all abstraction, data entry, redaction, and scanning associated with both areas must be done before the Final is entered. 
NOTE: The only exception to the above instructions is if the investigation is deleted. Investigations should only be deleted when it is determined that the reported event is a duplicate to an earlier reported event, or the event was initiated in error.
The Field Center is expected to have finished its investigation (obtained, de-identified, abstracted, entered, and scanned all relevant records) within 90 days of the date the Initial Notification is entered.  The Field Center’s completion of an investigation will be signaled by the entry of the Final Notice into the EDC. The Final Notice should not be entered until the investigation is complete and the Field Center is ready for the Event to proceed to review or if ineligible for review, to be closed. These timeframes will be used by the Coordinating Center to produce monthly reports in order to aid the Field Centers in the timely completion of eligible investigations. 

D.14.2
Item-by-Item Instructions

(Question 1)  Date of Event
Record the date of the nonfatal event or death. Do not enter an estimated date. By this point in the investigation, an exact date should always be available – through a hospital discharge summary, physician questionnaire, death certificate, etc. Enter the correct date even if is different than the date as it appeared on the Initial Notification of Potential Event/Death form. 
The order of priority for dating the event is as follows: 
1. Death

2. Admission Date

3. Date of outpatient event:

a. office/clinic visit


b. procedure date

NOTE: If there are multiple events contained in the same investigation, then the highest priority date will be the “event date” for that investigation. For example, if a participant was hospitalized for an MI and died several days later, the “event date” for that investigation would be the death date. 

(Question 2)  Type of Event

Select the type of event(s) contained in this investigation. Select all applicable, non-contradictory, categories. For example, if the participant experienced both a myocardial infarction (MI) and a stroke, was hospitalized, and did not die, you would select both “Hospitalized Cardiac/PVD Nonfatal” and “Hospitalized Cerebrovascular Nonfatal.” The type(s) of event indicated here determines what documentation is ultimately required for this investigation. If you need assistance determining what type of events are a part of this investigation, please consult either your Lead Abstractor or the Physician Reviewer for your Field Center. 

Select “Other/Ineligible” only if none of the above eight eligible event categories is applicable. Selecting “Other/Ineligible” indicates that the investigation contains no events that are eligible for Review. [See below for more detailed instructions.] You still need to complete the “Form Status” section of this form for ineligible events.

NOTE: Events cannot be both non-fatal and fatal. If a death occurred, the event is fatal, either cardiac, stroke, or combination. If the death is recorded on the death certificate as occurring in-hospital, it is a hospitalized fatal event.

NOTE: Events cannot be both eligible and ineligible. If the hospital-provided ICD codes indicate an eligible event, even if the death certificate codes do not, or vice versa, select the appropriate type of event as indicated by the hospital/death certificate codes.
Other / Ineligible Event
If you have entered “Other/Ineligible” for Question 2 (type of event), select the appropriate option corresponding to the type of ineligible event as determined by your investigation. You may only select one of these options. 

The possible types of ineligible events are:

	Event Type
	Reason for Ineligibility

	
	

	Non-CVD nonfatal event
	The participant has experienced a hospitalization or other event that does not involve any endpoints of interest to MESA. This category includes non-CVD/PAD/stroke elective surgery, and other non-CVD/PAD/stroke illnesses. For hospitalized events this category is determined by the answers to Questions 10.a through 10.d. of the Eligibility form.

	Non-CVD death
	The participant has died through a clearly non-CVD/PAD/stroke cause (e.g., cancer, auto accident) and there are no eligible codes found in the hospitalization record or death certificate.

	Insufficient Data To Classify*
	This category is reserved for cases where the Field Center truly could not obtain enough information to assess the event. The most likely reason for this would be if the medical records are unobtainable. Reasonable efforts should be made to obtain information on events.

	Not an Event
	This category is reserved for when nothing actually happened. For example, the Field Center can find no documentation that an event of interest occurred. This is most likely to be the correct selection if the care facility is contacted, but cannot find any record of the participant being there around that time period. 

This category should also be used for instances where there was a negative cardiac procedure with no cardiac diagnosis (ex/ETT, Echo)
An ER visit without admission or eligible (OOH) findings is a non-event.


NOTE: If an investigation cannot be completed because it lacks written participant/proxy consent to release medical records or a signed, dated HIPAA authorization, then the field center should make a thorough effort to obtain the consent/authorization.  Over a six-week period, multiple attempts should be made to contact the ppt/proxy on different days of the week and at varying times of the day.  If contact has still not been made, then the Final may be submitted marked “Insufficient Data To Classify” and a comment about the lack of consent/authorization should be included in the “Investigation Notes” section of the EDC.

Forms Status

The purpose of this section is to record which forms/documents and the numbers of reports and pages were scanned into the EDC database. In the case of eligible events, the Final Notice also serves to act as an index of available documents for review, as recorded from the Event Coversheet.
Procedures for Ineligible Events 
Field centers will process ineligible events. All Ineligible Event types will include an “Event Eligibility Form” abstraction and a “Final Notice” form.
Even though these events will not be reviewed, please obtain discharge summaries, or the last physician’s progress note when no discharge summary was written, for all hospitalized events. These documents should be labeled, de-identified and scanned. No coversheet is necessary for these events. If the field center Events staff has not scanned all discharge summaries, it should retroactively scan them as soon as possible, notifying the CC of the addition to the EDC record.
Procedures for Eligible Events
Events that are eligible for review by the MESA Physician Reviewers should be fully documented. The physicians need to be able to re-create what happened through records and notes that you submit. It is important to submit enough information so that the reviewing physician can follow what occurred. The Central Abstractor is responsible for abstracting the medical records and selecting which records will be retained for review, so she should receive all the documents pertinent to the particular eligible event – cardiac, PAD/PVD, or stroke/TIA. 
Following abstraction, the Central Abstractor will delete from the Event PDF file any documents deemed unnecessary for physician review. She will then complete the Event Coversheet section titled “Notes for Field Center” as a guide for the data entry of the Final Notice, and will notify the Field Center that the Event is ready for de-identification, if necessary, and Final Notice completion.

Final Notice Data Entry

The documents submitted for review are listed by category on the coversheet and will be transferred directly to the same form categories on the Final Notice form. You may mark any document submitted, regardless of what type of event it falls under, but mark the particular type only once. For example, if the event is both cardiac and stroke eligible, mark “ECHO” only once, either for the cardiac portion or the stroke portion, not both.

Form Status Categories
Hospitalizations:

· Discharge Summary (acronym: DISSUM): The final summary of the events of the hospital stay. Included here could also be the Last Physician’s Progress Note if used as a discharge summary, and the Death Summary. 

For long admissions, there may be one or more Interim Discharge Summaries. Treat these as PHYNOT’s, CARNOT’s, or CVNOT’s as appropriate.
· History and Physical (HISPHY): This is the admitting physician’s assessment of the patient’s past medical history, description of presenting/admitting complaint/illness, current status, physical assessment, and treatment plan. Included here is the pre-procedure/pre-operative history and physical done as an out-patient prior to an elective admission.

Cardiac Documents:

· ECG Tracing (ECG): 12-lead electrocardiogram tracing images. Do not include rhythm strips from cardiac monitors, pacemakers, Holter monitors, loop recorders, or stress test ecgs.
(If no tracing images were obtained, but narrative reports are available, treat the documents as if they were tracings and leave a note in the investigative notes noting that tracings were not available/received.)
· Cardiac Cath Report (CATH): The report from a left or right heart catheterization that includes angiography, arteriography, digital subtraction angiography, digital cardiac angiography, or contrast ventriculography, but not an intervention/revascularization such as angioplasty, stent, or atherectomy 
· ETT/Stress Test Report (ETT): These tests may be exercise (treadmill or Bruce protocol) or pharmacological (drugs), with or without imaging, and with or without nuclear dye injection. See Appendix D.5.5.3 for examples and definitions. 
· MUGA/Other Heart Scan (MUGA): Radionuclide ventriculogram (RVG or RNV), also called radionuclide ventriculography cardiac blood pooling imaging, nuclear heart scan, multi-gated acquisition (MUGA), heart scan, thallium scan, infarct scan, PET scan, Ejection Fraction imaging (EF), or SPECT.
· Chest X-Ray Report (CXR)

· MRI of Heart Report (MRICAR): Cardiac magnetic resonance imaging
· Echocardiography (ECHO): Also known as cardiac ultrasound, cardiac sonogram, stress echo, TTE (transthoracic echocardiogram), TEE (transesophageal echocardiogram.)
· PTCA/Angioplasty Report (PTCA): Includes interventions to revascularize stenosed and occluded coronary arteries: Percutaneous transluminal coronary angioplasty (PTCA), balloon angioplasty, balloon dilation, and coronary stent placement. Also includes atherectomy, coronary endarterectomy, and Rotablator.
This procedure is always preceded by a catheterization and angiography, which are recorded under “Cath.”
· CABG/Other Ops Reports (CABG): Coronary bypass grafting, as well as cardiac valve replacement, AAA repair, aortic dissection repair, septoplasty, intra-aortic balloon pumps (IABP), counter-pulsation pumps, left, right, or bi-ventricular assist devices (LVAD, RVAD, BiVAD), pacemaker/AICD (automatic implantable cardioverter defibrillator) implantation, radio-frequency ablation, MAZE procedures, and others.
· Cardiac Consult Notes (CARNOT): Include all notes/reports written by cardiologists. All other physician notes/consults, except neurology (CVNOT) should be considered Physician Notes.

· Doppler of Leg Arteries (DOPLEG): Also called Doppler ultrasound, PVR waveform – for lower extremity arteries only. Include ABI (Ankle-Brachial-Arm) summaries.
· Angiogram/Angioplasty of Leg (ANGIO): Also arteriography.
· Leg Operation Notes (LEGOP): Includes amputation, arterial bypass, arterial thrombectomy
· Ultrasound/CT/MRI of Abdomen (ABDFLM): Includes procedures done for the investigation of the presence/severity of abdominal aorta aneurysms only.
· Ultrasound/CT/MRI of Chest (CFLM)
· Enzyme Report (ENZ): Laboratory or other reports of cardiac enzymes only: Troponin (I or T), CK (creatinine kinase, CPK, creatine phosphokinase), CKMB (creatine kinase myocardial band, CPK-MB, CK-heart fraction), LDH (lactate dehydrogenase, LD, LDH 1, and LDH2 fractions), MYOGLOBIN
No other blood tests, cultures, or pathology reports are scanned for cardiac review.
Death Documents:

· Autopsy Report (AUTOPS): May be found as part of the hospital record, but may need to be ordered from the County Coroner’s (Medical Examiner’s) office if indicated in the hospital record or death certificate.

· Coroner/ME (Medical Examiner) Report (CORME): May be requested from the County Coroner’s (Medical Examiner’s) office.

· Death Certificate (DCERT): Request from the appropriate State Department records, including the ICD-10-CM death codes.

Cerebrovascular Documents: 
· CT of Head Report (CT): Computed Tomography
· MRI of Head Report (MRICV): Magnetic resonance imaging
· Lumbar Puncture Report (LUMBAR): Also called spinal tap or LP. Results may be found in laboratory reports
· TCD (Transcranial Doppler) Report (TCD): Also called brain ultrasound or sonogram.
· Carotid Ultrasound Report (CARUT): Also called carotid duplex.
· Cerebral Angiogram (CVANG): Also angiography, arteriography; cerebral, vertebral, or carotid angiogram; angiogram of the head or brain, by CT, MR or conventional means
· Echocardiography Report (ECHO): Also known as cardiac ultrasound, cardiac sonogram, TTE (transthoracic echocardiogram), TEE (transesophageal echocardiogram.)
· Neurology Consultation Notes (CVNOT): Include all notes/reports written by neurologists. All other physician notes/consults, except cardiology (CARNOT) should be considered Physician Notes.

· Endarterectomy (ENDART)
· Craniotomy (CRANIO)
· Skull X-Ray (SKLXR)
· Cerebrovascular Operation Report (CVOP)
Out-of-Hospital Documents:

NOTE: Emergency room, EMS, and Physician progress note documents will be collected for in-patient stays as well.

· Emergency Room/Ambulance (ER): Include ER (ED) Physician Notes, Procedures, and Laboratory Reports, EMS/EMT Notes including 12-Lead ECGs.

· Physician/Office Notes (PHYNOT): Include clinic, same-day procedure notes/summaries, care facility progress notes, and hospice notes.

Record Cardiology consults/progress notes as (CARNOT) and Neurology consults/notes as (CVNOT). 
· PQ for Cardiac/Peripheral Arterial/Vascular Disease
· PQ for Stroke/TIA
· PQ for Cardiac Death
Interview Documents:

· Informant Interview (Death) (INFINT)
· Interview – Stroke/TIA (STKINT)
· Interview – Cardiac/Peripheral Arterial/Vascular Disease (CARINT)
· Narrative – Stroke/TIA (STKNAR)
Other Documents (OTH): Include documents which don’t fit the above categories, but 

will be informative and helpful for Physician review. These might include 


PMR/OT/PT/Rehab/Speech Assessments, EEG reports, etc.

Total Documents: This is how many reports or sets of reports, you are submitting as documentation. For example, if a participant had two cardiac catheterizations you will mark ‘02’ in the first column. (Remember to write in the leading zero.)

Total Pages: Record the total number of pages of the indicated documents. (Remember to write in the leading zero.) 
Scanned: This column is to be marked if that document has been scanned 

NOTE: In order to properly record documentation on the Final Notice you must complete the first two columns on the form.
Investigation Notes

If anything needs further explanation, write your comments in the ‘Investigation Notes’ box in the EDC. This field should be used to fill in any holes in the rest of the documentation. For example, if the record indicates ECGs were done, but there are only ECG narratives without the corresponding 12-lead tracing images found in the record, record the lack of images in the Investigative Notes (and scan the narratives). Or, if the only ECHO to be found is a narrative report in the discharge summary, record where that narrative can be found.
If the event might be linked to another event, this is the place to record that information, as well as any clarifying information about a transfer.

D.14.3
Other Form Information

The Final Notice is one of the most important forms that you will submit for any investigation. This form indicates to the Coordinating Center and the Physician Reviewers what type of potential events are contained within the investigation, as well as what supporting information is available. If any information pertaining to the investigation changes, the Final Notice must be updated as well. Do NOT submit this form to the Coordinating Center until all abstraction, de-identification, and scanning has been completed.
D.14.4
Action Required After Form is Complete

After the Final Notice has been submitted, the investigation is completed and is ready to be submitted for closure or review. Be sure that all requests/instructions from the Central Abstractors have been addressed before submitting the Final Notice.
The Review Process will be coordinated through the Coordinating Center. You will only be involved if the Coordinating Center or your Local Reviewer has any questions regarding the investigation documentation.
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Scanned

Death Documents

Forms Status

All Potential Events:

Hospitalizations:

Cardiac Documents:

2.    Type of event: ( check all that apply )

Hospitalized Cardiac/PVD non-fatal

Hospitalized Cardiac death

Hospitalized Cerebrovascular non-fatal

Hospitalized Cerebrovascular death

Out-of-hospital Cardiac/PVD non-fatal

Out-of-hospital Cerebrovascular non-fatal

Out-of-hospital Cardiac death

Out-of-hospital Cerebrovascular death

Other/Ineligible

1.    Date of event:

/ /

Month

 Day

Year

If " Other ," specify:

Insufficient data to classify

Prevalent (pre-Baseline) event only

Non-CVD non-fatal event

Non-CVD death

MRI of Heart Report

Event Eligibility Form

Discharge Summary

Hospital Abstraction- Cardiac/PVD

ECG Tracing

Cardiac Cath Report

ETT/Stress Test Report

MUGA/Other Heart Scan

Chest X-Ray Report

Echocardiography Report

PTCA/Angioplasty Report

CABG/Other Ops Reports

Cardiac Consultation Notes

Doppler of Leg Arteries

Angiogram/Angioplasty of Leg

Leg Operations Notes

Ultrasound/CT/MRI of Abdomen

Autopsy Report

Coroner/ME Report

Total

Documents

Participant ID:

8000028  02

Not an event

Total

Pages

History and Physical

(Req'd for all hosp. events)

(Req'd for hosp. cardiac & neuro

events only)

Ultrasound/CT/MRI of Chest

Death Certificate

Scanned

Forms Status

Total

Documents

Total

Pages

Enzyme Report

8000028  02

9186234935
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Abstractor ID

Cerebrovascular Documents

Out-of-Hospital Documents

Interview Documents

PQ for Cardiac Death

Stroke Hospital Abstraction

CT of Head Report

MRI of Head Report

Lumbar Puncture Report

TCD Doppler

Carotid Ultrasound Report

Cerebral Angiogram

Echocardiography Report

Neuro. Consultation Notes

Physician/Office Notes

PQ for Cardiac Disease/PVD

PQ for Stroke/TIA

Informant Interview (Death)

Interview - Stroke/TIA

Interview - Cardiac

/ /

Month  Day Year

Total

Pages

Total

Documents

Date:

Final Notice of Event/Death (Page 2)

Data Entry ID

Narrative-Stroke/TIA

Emergency Room/Ambulance

Endarterectomy

Craniotomy

Skull X-Ray

Scanned

Total

Pages

Total

Documents

Scanned

Cerebro. Operation Report

Total

Pages

Total

Documents

Scanned

Total

Pages

Total

Documents

Scanned

Total

Pages

Total

Documents

Scanned

Total

Pages

Total

Documents

Scanned

Total

Pages

Total

Documents

Scanned

Other Documents

8000028  02

6583234933
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