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D.17
Mortality Review

D.17.1
Introduction

Both the local physician reviewer and/or the central physician reviewer(s) for any fatal event should complete this form.  In special cases this form may be completed in the M&M committee setting or by a third reviewer. This form will be completed for all types of deaths.  

The Mortality Review Form is filled out only after completion of the morbid review form (Cardiac/PVD Review or Stroke/TIA Review) for the same investigation.  The online Mortality Review Form is generated automatically upon completion of the morbid review form and is accessible only via completion of that morbid review form.

For mortality reviews, only the committee associated with the cause of death should complete the mortality form.  If, on the morbid form, the reviwer answers “yes” to “Did the patient die,” then he/she will be prompt with a pop-up question that asks which committee (Cardiac or Stroke) should do the Mortality Review.  The Stroke committee member should do the Mortality review for all stroke deaths; the Cardiac committee should do the Mortality review for all other causes of death.  If reviewers have questions about which committee should do the Mortality review, those questions can be communicated to the Coordinating Center via the “Send Comments” box in the morbid form.
The Coordinating Center strongly recommends that you complete a hard copy version of the form before you login to the online version. This will avoid any problems with the server timing out, as well as provide you with a hardcopy of what you decided. This hardcopy will be useful in the event that adjudication is needed.

Whether you are filling out a hardcopy or an online version, you will need the following items to complete this form:

· The review packet that was sent to you by the Coordinating Center

· Your data entry ID

· Access to the web (only for online entry portion)

Both the hardcopy and the online version of the review form will ask for your data entry ID (which the Coordinating Center will provide) at the end of the form. It is important that you use your own ID, as this will identify which physician reviewed which case. The Coordinating Center will track how many investigations each physician has reviewed and spread the cases out as evenly as possible. 

After you are familiar with the case, fill out the hardcopy form. Then enter the information into the online form. Both the hardcopy version and the online version will already have the participant ID, investigation ID, and type of review marked in advance.   The Reviewer ID number belongs to the Reviewer.  The Data Entry ID should be the ID of person actually filling in the online form (same as the Reviewer ID if reviewer is do data entry him/herself, or a different ID if another staff member is entering the data on behalf of the reviewer).
All subsequent instructions are for the hardcopy forms. Detailed instructions on how to use the online forms can be found in Appendix C.3. The content of the hardcopy and online forms are identical.

D.17.2
Type of Review

The first thing that you do when completing the Mortality Review Form is to confirm the type of review that you are performing. The choices are as follows:

· Local (Field Center Review)–Mark this choice if you are reviewing an investigation from your own Field Center. (If you are not affiliated with a Field Center or are a Stroke Reviewer, you will never check this option.  This will never be selected for stroke-only deaths)

· Central (other committee member review)–Mark this choice if you are reviewing an investigation as a ‘central’ reviewer. All investigations (Cardiac and Stroke) require at least on central reviewer.

· Final (consensus)–This option may be checked in three circumstances: 

· The M&M committee decides as a group how to complete the form.

· You are entering the final decision for a diagnosis that was in dispute. (This could mean that you are a third reviewer, or that you are one of the two original reviewers and you both came to consensus.) ALL REVIEW FORMS MARKED ‘FINAL’ ARE CONSIDERED PERMANENT. THEY WILL NOT BE CHANGED. 

D.17.3
Linked Investigations

This is the standard area on MESA review forms for linking investigations.  However, all linking will be indicated on the Cardiac/PVD Review or Stroke/TIA Review forms, not on the Mortality Review forms.  Please return to the appropriate review form if you would like to link investigations.

D.17.4
All Deaths

Complete this section for all deaths, regardless of the nature of the death.

(Question 1)  Location of Death

The location of death is recorded in the Summary Report (in the investigation packet) but might be addressed also in a next of kin interview. That info is available on the Form Info Sheet for the Informant Interview.   The “Out of hospital” option includes ‘dead on arrival’, but not ER or NH. Those are separate choices. You may only choose one location.

(Question 2)  Was the death witnessed?

Information about being witnessed is in the Summary Report (last page) but may be on the Form Info Sheet for the Informant Interview, as well.

Note: Whether the death was “witnessed” is often obvious, but can be confusing if the witness was only nearby.  In general, MESA considers sudden deaths where someone was in the same room (e.g., in bed) or nearby so that s/he could have heard a cry for help as “witnessed.”

(Question 3)  MESA classification of underlying cause

The classification for underlying cause of death should follow the established MESA criteria (Section 4 of the Events Manual).  In addition, the Reviewer must be familiar with the ICD 10 codes assigned on the death certificate as transcribed onto the Summary Report.  Review all available materials in order to decide the classification. 

CHF cannot be designated as the underlying cause of death.

Some rules found useful in other studies are: 

· The relative credibility of conflicting witnesses is established from all available evidence, i.e., there is no fixed hierarchy of credibility (such as a physician overriding a lay informant).  However, as a general rule (1) a knowledgeable physician takes priority for medical history and (2) a witness takes priority for events around death and timing of death.

· If the decedent was debilitated from a potentially lethal non-CVD process and had a related downhill course, with a cardiac arrest with no clear evidence of another CVD event, the death is classified as non-CVD.

· In the case of conflicting information, the broader classification (e.g., Other Atherosclerotic Disease Death rather than Atherosclerotic CHD Death) is generally preferred.
· Record ischemic cardiomyopathy as "atherosclerotic CHD" death; record hypertensive cardiomyopathy or nonspecific cardiomyomathy as "other cardiovascular" death; record critical limb ischemia as "other atherosclerotic disease" death.

Follow the skip pattern to complete the necessary other sections of the form. You may choose only one answer for Question 3 of the form.

D.17.5
Coronary Heart Disease (CHD) Deaths

Only complete this section if you thought the death was of a cardiac nature (i.e., choose the first option for Question 3) and you are a cardiac reviewer. If you are a stroke reviewer (and think that the case is cardiac, not stroke-related), skip to the end of the form. When the data is entered online, you will have the chance to refer the review to the other committee by writing in the comments box.

(Question 4)  Type of Fatal CHD

If the death is CHD in nature (and you are a cardiac reviewer), look over all available materials in order to decide whether it is definite fatal MI (usually requires a definite hospitalized MI or autopsy), definite fatal CHD, or possible fatal CHD.  An unwitnessed death may be classified as “definite” in cases where there is a history of CHD or chest pain.  An unwitnessed death may be classified as “Non-cardiovascular disease” if there is a history of another likely cause of death. 
Some rules that have proved useful for heart related events in other studies:

· When the death certificate is the only available document, and the underlying cause ICD code is compatible with CHD (I20-25, I46, I51.6, R96, or R98-R99), then the final classification of cause of death is usually Possible Fatal CHD.  

· Autopsy evidence of an acute MI or MI within 4 weeks, including coronary thrombosis or myocardial necrosis, may be used to classify Definite Fatal MI.  Autopsy evidence of old MI or other chronic CHD counts as evidence of a history of CHD for classification purposes.

· Definite Fatal CHD is usually assigned when someone dies during an elective CABG as a complication of the surgery.

· Death during thrombolysis or other direct vascular intervention also would be assigned according to the event process being treated.    For example, tPA for an MI with a hemorrhagic stroke resulting in death would be coded as a death due to MI (in its absence no stroke would have occurred).  The stroke, however, would also be coded on the morbid review form and be coded as procedure related.
Continue to Question 5.

 (Question 5)  Time between Acute Cardiac Symptoms and Death

Timing is best determined by reviewing medical records and the Form Info Sheet for the Informant Interview.

Timing is often confusing.  Some general rules used in other studies are

· Death is assumed to have occurred at the time the patient stops breathing on his or her own and does not recover.

· Symptoms are assumed to begin when the patient changes his/her activity.  If symptoms come and go, the onset of symptoms is the time when they crescendo, leading to death.

· Symptoms of CHD leading to a hospital admission for CHD are usually considered to be related to a subsequent death from CHD, which occurs either before discharge or within 28 days of admission.  Deaths of unclear chronology admitted for the investigation or treatment of CHD are classified as occurring >24 hours if admitted for at least 24 hours.

· In cases where the timing of symptoms or death is unknown, the best estimate of the chronology is to be made.

· Unknown chronology of death in an institutionalized patient is usually considered to be <24 hours.
Proceed to Question 6.
D.17.6
Cardiovascular Death (including CHD)

Do not complete this section if you believe the death to be due to stroke or a non-cardiovascular reason.

(Question 6)  Mechanisms of Cardiac Death

Use your best clinical judgment based on all of the forms and scanned materials. Choose as many answers as apply.

(Question 7)  Treatment or procedure-related

Indicate whether you think this event resulted from either a cardiovascular or non-cardiovascular treatment or procedure, or not. 

Skip to End and submit review.

D.17.7
Stroke Death

Complete this section for all stroke deaths, if you are a stroke reviewer. If you believe that the death was stroke-related, but you are not a stroke reviewer, skip to the end of the form. When the data is entered online, you will have the chance to refer the review to the stroke committee by writing in the comments field. If you are a stroke reviewer, and believe there is a stroke component to the death, please complete the remaining sections of the form. 

(Question 8)  Time between stroke symptoms and death

See instructions under Question 5 for time-of-death information.  

(Question 9)  Mechanism of stroke death

Use your best clinical judgment based on all of the forms and scanned materials.  Check all that apply. Note: Ensure form image includes ‘withdrawal of support’ after ‘pulmonary embolus’ and before ‘other’ –OR—instructions to not withdrawal of support in the ‘Other’ text field.
D.17.8
End of form

Physician ID/Date

You have been assigned a unique ID number by the Coordinating Center. If you forget your number, please contact the Events Coordinator at the CC. This three digit number should be entered at the bottom of the second page of the form, next to the words ‘Reviewing Physician’s ID’. Please, also, write in the date that you completed your review.   If you are making your entries online and enter the Reviewer ID and Data Entry ID on the login screen, both (as well as the date) will be auto-completed by the online form.
Data Entry ID

You may elect to have a staff person enter your data into the online form. If this is the case, then that person must obtain an ID from the CC and enter it in this box. If you enter your own results then place your ID in this box.  If you are making your entries online and 
enter the Reviewer ID and Data Entry ID on the login screen, both (as well as the date) will be auto-completed by the online form.

Reviewer Comments

This is a place where you may write any comments that you have. Any comments are automatically emailed to the Coordinating Center Events Staff, whether you chose to “submit” the review form or “send comment only.”   Please see Section C.3 (“Instructions for Online Review Forms”) for complete details about the use of the “send comment” function.
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