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D.15
Cardiac/PVD Review

D. 15.1
Introduction

Both the local physician reviewer and/or the central physician reviewer(s) should complete this form for any potential cardiac/pvd event, nonfatal or fatal.  In special cases this form may be completed in an M&M committee setting or by a third reviewer. 

The Coordinating Center will provide an investigation ‘review packet’ to each reviewer for each investigation that the reviewer is responsible for. Each packet will contain the following items:

· Coversheet–This one page sheet will detail the type(s) of events covered in this packet, as well as which review forms need to be completed. If this investigation is being sent to the reviewer because two previous reviewers disagreed about a diagnosis, the coversheet would direct the physician to what portions of the review form need be completed.

· Summary Report–This six page report highlights important data pieces that pertain to the investigation at hand. 

· Form Info Sheets–In addition to the Summary Report, the raw form data are printed out. The reviewer may see the marked response to all questions asked on a teleform.

· Medical Records–Copies of hospital/office/clinic notes and procedure reports will be included in the packet. Any other useful documentation provided by the Field Center will be included, as well.

· Hardcopy of Review Forms–The review forms that you will be required to fill out online will be provided in hardcopy. It is recommended that the hardcopy be filled out and retained by the reviewer for a month after he/she has submitted the online review forms. Alternately, the reviewer may print out the completed online review form.

It is recommended that the reviewer start by looking at what information is available for the investigation, and then identify what types of events are being examined in the investigation. The types of events are clearly listed at the top of all the Summary Report pages.  What information is available is located on the Form Info Sheet for the Final Notification Form. 

Completing the hardcopy form


NOTE: The Coordinating Center 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. You may choose, also, to fill out the online form as you review the investigation. You may then print out the completed form to retain in your records.
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. 

Both the hardcopy version and the online version will already have the participant ID, investigation ID, and type of review marked in advance.

D.15.2
Type of Review

The first thing that you do is 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 you will never check this option.)

· Central (other committee member review) – Mark this choice if you are reviewing an investigation as a ‘central’ reviewer. Most investigations that are not from your Field Center will be marked with this choice. For exceptions, see below.

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

· “Third Reviewer”:  You are entering the final decision for a diagnosis that was in dispute.  The “Third Reviewer” might be someone other than the two original reviewers, or (more often) it might be the original local or central reviewer who is now entering results after the two reviewers have discussed and resolved their initially conflicting diagnoses. ALL REVIEW FORMS MARKED ‘FINAL’ ARE CONSIDERED PERMANENT. THEY WILL NOT BE CHANGED.

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

D.15.3
Linked Investigations

The second thing that the reviewer must address on the form is whether to link the current investigation with any other(s) as part of a single, continuous incident.  As of February 2004, reviewers will submit a separate review form for each individual investigation even when a participant’s multiple investigations are identified as “linked”--part of a single, continuous incident (e.g., a single CHF or angina experience that spans different investigations).  Even though individual reviews are submitted, the reviewer should still use the linking boxes on each review form to list the two-digit Investigation ID of the other linked investigation(s); this information will be stored in the database for reference at the time of analysis and will not substitute for submitting a separate, individual review form for each investigation.  Reviewers may add notes in the “Comments” box to clarify any issue (e.g., that the current CHF endpoint is linked to a preceding event but the current angina endpoint is not).  
The Coordinating Center will send to reviewers all investigations within 30 days of another investigation involving the same participant.  For example, investigations dated 3/4/03, 3/25/03, and 4/25/03 will all be sent to review together (and only once all records have been gathered for all three).  If the reviewer believes the investigations should be linked (see below), then two or more may be linked.

Field Center staff may indicate to the Coordinating Center when they feel that two or more different investigations are representative of the same occurrence of one or more endpoints. If the reviewing physician agrees, then s/he may “link” the investigations together. It is helpful to discern whether linked investigations exist because it is an issue that will affect how endpoint episodes are counted (e.g., whether a participant is said to have had one or two CHF events).  

Reviewer disagreements about linking will not be sent to Third Review for resolution.  Instead, reviews will be designated as final in the database according to the protocols already in place for reviews without disagreements (local review accepted, unless two central reviews are done, in which case the later review is accepted since it was presumably done with the knowledge of any late developments).
If, during review, you would like to consider linking an investigation to an investigation for which you do not currently have review materials, you may notify the Coordinating Center of your wish and defer your review of the potentially related investigations until you have all necessary materials at hand. 

When multiple investigations are sent to you that may be linked, please look over all packets before filling out any review forms. 

Example: If you are going to link the first three investigations for participant 9999999, the upper right-hand corner of the page should have ‘01’ marked (b/c you are using the lowest investigation number’s form) and the boxes underneath the header will be filled in with ‘02’ and ‘03’. This will link investigations ‘01’, ‘02’, and ‘03’ together. You will need to complete separate review forms for the ‘02’ and ‘03’ investigations, whose forms should also list the linked events.
D.15.4
Non-endpoint CVD

The next part of the form (directly under the linking area) has two questions about whether the investigation suggests cardiovascular diseases that are not end points for MESA.  The first question is intended to allow reviewers to record types of nonacute or nonsymptomatic CVD that do not meet MESA criteria but could cause confusion in the endpoint-specific questions.  It should be answered whether or not MESA endpoint events are present in the medical record.  Unlike with endpoint questions, any non-endpoint CVD found should be recorded in this question regardless of whether it is prevalent or long-standing.  Disagreements between reviewers on non-endpoint CVD will not be adjudicated.

Examples of CVD recorded in the first question include prior PCI (recorded as “Coronary Disease”) and prior heart failure with an EF of 40% (recorded as “ventricular dysfunction”).  Other examples include Aortic aneurysm (known); AV block, pacemaker inserted; Other CVD: minimal, nonobstructive CAD found on cath; bilateral popliteal aneurysms; previous stroke; aortic regurgitation, atrial fibrillation.

D.15.5
“Is a MESA Event or Revascularization Present?”
The second question, “Is a MESA Event or Revascularization Present?” allows you to skip to the end of the form. You should only choose “No” if you are positive that the investigation contains no MESA endpoints (including no revascularization).  If you choose “No”, you must skip to Question 7. If you choose “Yes” (MESA events or revascularization are present), then you are required to provide at least one answer in all six sections of the form (i.e., MI, angina, etc…). 
If the investigation in question has already been reviewed by the Stroke Committee, the results of that review will appear on the Summary Report included in the review packet.  If the indicated cerebrovascular event was unaccompanied by any cardiac event, then the Cardiac/PVD review form should be marked “No Event or Revascularization.”  If a cardiac event did accompany the cerebrovascular event, then the Cardiac/PVD form should be submitted with the appropriate cardiac endpoints and information recorded. 

For mortality reviews, only the committee associated with the cause of death should complete the mortality form for combination cardiac/cerebro cases.  If a reviewer arrives at a mortality review form and believes the cause of death to be associated with the other committee (stroke committee for stroke-related deaths, cardiac committee for all other deaths), then the reviewer should not complete the mortality review form; instead, the reviewer should use the mortality review form’s “send comment” box to inform the Coordinating Center that the mortality review should be completed by the other committee.

D.15.6
Cardiac Endpoint Classification and Criteria

Pre-baseline endpoints should not be entered on the review form.  If a reviewer has information about a pre-baseline event, it can be conveyed to the Coordinating Center through a note in the “Comment” field, clearly distinguishing between pre-baseline and post-baseline dates.

(Question 1)  
Myocardial Infarction

Classify MI as definite, probable, and no MI based on the algorithm in Table 4.2 of the Events Manual, based on chest pain, enzyme and ECG findings.  The ECG criteria on the form are the Minnesota code version of the criteria, while Table 4.2 uses the Novacode version.  Some clinical judgment is allowed. If you decide that there is no MI in the investigation, then you fill in ‘No MI’ and skip to section 2. If you think that there is a ‘probable’ or ‘definite’ MI, then you must complete the remainder of section 1. 
A.
Criteria

1.
Chest Pain


Pain is classified based on the criteria in section 4.1.1 of the events manual. The interpretation of chest pain in the overall MI algorithm might be influenced by an inability of the participant to voice chest pain, for example in the setting of surgery or coma. Chest pain may be detailed in the discharge summary, but is also abstracted and located on the Summary Report (page 3) and on the Form Info Sheet for the Hospital Abstraction or Physician Questionnaire.

2.
Enzymes


Classify enzymes according to the algorithm in Table 4.1 of the Events Manual. Enzymes, and any procedure or trauma that might interfere, are listed on the Summary Report (page 5). The algorithm has been programmed into the summary reports. The result will show up on the enzyme page of the summary. 


Note that there are special considerations for enzymes in the face of procedures. The reviewer must decide whether this is a likely source of enzyme distortion when applying the criteria.  A particularly confusing situation is enzyme elevation after cardiac arrest and CPR.  MESA will tend to classify this under either Resuscitated Cardiac Arrest, if the participant survived, or as a death, rather than try to interpret enzyme values for MI after CPR.
3.
ECG


ECGs will be included in the packet and are to be read clinically into the categories listed on the Review Form.

B.  Procedure Related

For this question, and all similar questions on the form, decide if this event resulted from a procedure and whether that procedure was a cardiovascular or non-cardiovascular procedure.  The most common example may be MI during CABG.  Procedure ICD codes and names are listed on page 2 of the Summary Report. The discharge summary may clarify the time sequence.

(Question 2)  Resuscitated Cardiac Arrest

Classify as definite, probable (anticipated to be rare), or not present.  The summary form indicates whether there was an arrest and resuscitation (Page 2). The Form Info Sheet for the Hospital Abstraction and any discharge summary may also have this info.  If there was a resuscitated arrest but the patient ultimately died, do not record it here, but rather on the mortality review. Follow the procedure-related instruction from the previous section (MI).

(Question 3)  Angina Pectoris

Classify angina as definite, probable, or absent based on the criteria in section 4.1.3 the Events Manual.  Note that definite or probable angina requires ischemic pain.  Chest pain is indicated in the Summary Report (page 3).

A.  Criteria

Record the criteria met, or the supporting evidence for the classification of angina .  This information can be found in a variety of places. The discharge summary and diagnoses will be helpful for hospitalized angina, and any MD documents could be helpful for 
outpatient angina. Additionally, the Summary Report and Form Info Sheet for the Final Notification Form state what procedures and tests were done (selected results). 

In cases where revascularization was performed without clinical symptoms, the Reviewers will record the revascularization, but not record angina. Angina requires clinical symptoms to be considered a MESA Event.  If there is only a physician diagnosis/treatment then the diagnosis cannot be ‘definite’. If there is more than just a physician diagnosis, then the reviewer can assign ‘definite’ instead of ‘probable’.

B.  Procedure-related

Follow instructions for 1.B.

(Question 4)  Congestive Heart Failure

Classify CHF as definite, probable, or absent based on the criteria in section 4.1.4 of the Events Manual. Relevant information is listed on the Summary Report (page2) or the Form Info Sheet for Hospital Abstraction. The discharge summary and diagnoses will be helpful for hospitalized CHF, and any MD documents could be helpful for outpatient CHF.  (A ruling of “definite” requires more than a physician diagnosis.)

A.  Criteria

Record the criteria met, or the supporting evidence for the classification of CHF.

B.  Procedure-related

Follow instructions for 1.B.

C.  Comorbid conditions

Indicate all conditions that may have been present or led to the CHF.  If none can be identified, check unknown.  The discharge summary and diagnoses or consultant notes will be the most likely source of this information.

D.  Ejection Fraction

When there are multiple types of measures of EF, the priority from highest to lowest is:  EF from heart cath or other contrast ventriculography, transthoracic or transesophageal echo, and nuclear study. If medical report specifies EF value as a range, specify the midpoint value.  If the midpoint is a fraction, round down to the nearest whole value.  A resting value of EF is preferred over a post-stress or exercise value. Do not average resting and post-stress EF.

E.  Source of Ejection Fraction

Specify the medical test that provided the Ejection Fraction data. If ‘Other’, specify the data source in the provided text box.

(Question 5)  Revascularization

Record whether any of these procedures were done regardless of whether the procedure was successful or not at restoring flow.  “Other arterial revascularization” includes aortic aneurysm repair, leg revascularization, etc., which should be specified.  These procedures are recorded in the Form Info Sheet for the Hospital Abstraction Form. The Form Info Sheet for the Final Notification will indicate if records from either procedure are available. In cases where revascularization was performed without clinical symptoms, the Reviewers will record the revascularization, but not record angina. Angina will require clinical symptoms to be considered a MESA Event. 
(Question 6)  PAD (PVD)

PAD in MESA refers only to the lower body and should be classified as definite, probable, or absent based on the criteria in Section 4.1.5 of the Events Manual.  (A ruling of “definite” requires more than a physician diagnosis.)  Relevant information on PAD can found in the Summary Report (page 2), or on the Form Info Sheet for the Hospital Abstraction..  The discharge summary and diagnoses, and any accompanying documents may be helpful. 

A.  Diagnosis  

Record the type of PAD.  Note that more than one type may be recorded.

B.  Criteria 

Record the criteria met, or the supporting evidence for the classification of PAD. Check all that apply.

(Question 7)  Dead or Alive

Vital status is located on Summary Report (page 2).  If the patient died during this event, also complete a Mortality Review Form after completing the Cardiac/PVD Review Form. This question must be completed even if there is no event.

Physician ID/Date

You have been assigned a unique ID number by the Coordinating Center. If you forget your number, please contact the Events Director 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. Leave the Data Entry ID box blank.
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f other investigations are evaluated in this review, please list their two-digit IDs:
ID: 1D: 1D: 1D: 1D:

I. Regardless of MESA Event status, is there Other CVD present that does not qualify as a MESA
Event or Revascularization?

© No (proceed to question )
O Yes

II.1s a MESA Event or Revascularization Present?
O No (Proceed to Section 7)
O Yes (Proceedto Section 1)

Cardiac Endpoint Classification and Criteria
Please complete entire form. Skip sections only when indicated.

1. Myocardial infarction
O Definite
O  Probable
©  NoMi(skip to section 2)
If ‘Definite’ or 'Probable’ enter date of MI (MM/DD/YYYY):

A. Criteria

1. Chest Pain
OPresent  OAbsent




[image: image2.png]2. Cardiac Enzymes

O Abnormal O Incomplete
O Equivocal O Normal

3.ECG Serial Reading (pick one)

Evolution of Major Q-Wave
Evolution of ST-T Elevation with or without Q-Wave
New LBBB

Evolution of ST-Depression/inversion alone
Evolution of Minor Q-Wave alone

Single ECG with Major Q-Wave

Single ECG with LBBB, described as new
Absent, Uncodable or Other ECG

00000000

B. Procedure-related:
O Yes, cardiovascular
O Yes, non-cardiovascular
o No

Clear Mi section

2. Resuscitated Cardiac Arrest

O Definite
O Probable

O No (skip to section 3)

If "Definite” or "Probable” enter date of Resuscitated Cardiac Arrest (MM/DDIYYYY):

Procedure-related:

O Yes, cardiovascular
O Yes, non-cardiovascular





[image: image3.png]3. Angina Pectoris (including unstable angina):

Chest pain, tightness, or shortness of breath produced by myocardial ischermia that
does not resutin infarction (usually caused by coronary insufficiency).

O Definite

O Probable

O Absent (skip to section 4)
If "Definite” or "Probable” enter date of Angina (MM/DD/YYYY)

A. Criteria (check allthat apply):

) Physician diagnosis of angina and receiving medical reaiment for angina (e.g. nlrate,
beta-blocker, or calcium channel blocker)

[J CABG surgery or other revascularization procedure
[ 70% or greater obstruction of any coronary artery on angiography

- Horizontal or down-sloping ST-segment depression OR abnormal ST depression OR
abnormal ST elevation >= 1mm on exercise OR pharmacological stress testing with pain

[ Scintigraphic or echocardiographic stress test positive for ischemia.

Resting ECG shows horizontal or down-sloping ST depression or abnormal ST
elevations >= 1mm with pain that is not present on ECG without pain

B. Procedure-related:

O Yes, cardiovascular
O Yes, non-cardiovascular
o No

Clear Angina section

4. Congestive Heart Failure

O Definite
O Probable
O No CHF (skip to section 5)

If "Definite” or "Probable” enter date of new onset or worsened Congestive Heart
Failure (MM/DD/YYYY):

A. Criteria (Check all that apply):

) Congestive Heart Failure diagnosed by physician and receiving medical treatment for
CHF (e.g., diuretics, digitalis, vasodilator and/or ACE-inibitor

[ Puimonary edema/congestion by chest x-ray
Dilated ventricle or poor left ventricular function (e.g., low ejection fraction or wall motion
abnormalities) by echocardiography, radionuclide ventriculogram (RVG)imutigated
acquisition (MUGA), or other contrast ventriculography, OR evidence of left ventricular
diastolic dysfunction




[image: image4.png]B. Procedure-related:

O Yes, cardiovascular
O Yes, non-cardiovascular
o No

. Comorbid conditions (Check all that apply):

[ Coronary Disease
[ Valvular Disease

0 Arthythmia

[ Hypertension

[ Puimonary Disease

[ Puimonary Infection

[ Medications Withdrawal
[ Volume Overload

0 Toxins

[ Unknown

0 Other

D. Ejection fraction measurement (choose one).

O Knownvalue:| | percent (specify; if EF given as range, enter midpoint
value)

O Lessthan:| |percent (specify)
O Morethan:| | percent (specify)
O Normal

O Low

O Unknown

E. Source of ejection fraction information (choose one):

Clear CHF section




[image: image5.png]5. Revascularization (on this admission)

A. Coronary Artery Bypass Graft (CABG).
OYes  ONo
If "Yes" enter date of CABG (MM/DDIYYYY)

B. Percutaneous Transluminal coronary angioplasty (PTCAY), coronary stert, or
coronary atherectomy:

OYes  ONo
If "Yes" enter date of procedure (MM/DD/YYYY):

C. Other arterial Revascularization (please specify)

If "Yes", enter date of other revascularization (MM/DD/YYYY):

Clear Revascularization secion
6. Peripheral Arterial Disease (aorta, iliac arteries, or below):

Symptomatic disease including intermittent claudication, ischemic ulcers, or gangrene.
Disease must be symptomatic and have a diagnostic procedure or require therapeutic
intervention (e.g. vascular or surgical procedure for arterial insufficiency in the lowest
extremities or abdominal aortic aneurism).

O Definite

O Probable

O NoPAD (skip to section 7)

If "Definite” or "Probable” enter date of Peripheral Arterial Disease (MMW/DDIYYYY):

A. Diagnosis (check all that apply):

[ Lower extremity claudication

[ Atherosclerosis of arteries of the lower extremities

[ Arterial embolism and/or thrombosis of the lower extremities
[ Abdominal aortic aneurysm (AAA)

B. Criteria defined by symptoms plus one or more of the following (check all that
apply).

Ultrasonographically- or angiographically demonstrated obstruction, OR ulcerated plaque
[ (>= 50% of the diameter or >= 75% of the cross- sectional area) demonstrated on
ultrasound or angiogram of the iliac arteries or below

[ Absence of pulse by doppler in any major vessel of lower extremities




[image: image6.png][ Exercise test that is positive for lower extremity claudication
[ Surgery, angioplasty, or thrombolysis for peripheral artery disease
- Amputation of one o more toes or part of the lower extremity due to ischermia or

gangrene.
Exertional leg pain relieved by rest and at least one of the following: 1) claudication

[ diagnosed by a physician; or 2) ankle-am systolic blood pressure ratio less than or equal
to0.8.

[ Abdominal aortic aneurysm demonstrated by ultrasound, angiogram, CT or MRL

[ Surgical or vascular procedure for abdominal aortic aneurysm.

Clear PAD section

Complete question 7 for all investigations.

7. Did the patient die?

OYes  ONo
Ifyes, then on submission you will be taken to the Mortality Review form
Reviewing Physician's ID: Date: Data Entry ID:

Reviewer Comments:

Clearentire form_| Click on here to unselect all answers and restart

lick Submit to enter this review:
Click here to retur to list of Investigations Needing Review without submitting review.
Send Comment | Click here to send comments.

Ifthis review cannot be completed due to missing information, pre-baseline conditions, or other issues, please enter your
‘comments in the Reviewer Comments field and press the ‘Send Comments’ button. Your comments will be forwarded to the CC

Events Data Director.
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