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D.16
Stroke/TIA Review

D.16.1
Introduction

The physician reviewer(s) will complete this form for all eligible potential stroke/TIA events, nonfatal or fatal.  In special cases this form may be completed in an M&M committee setting. For investigations with both cardiac and stroke components, the stroke reviewers will review first. This form will be completed and results forwarded to the cardiac reviewers for their classification. This form must be entered online. Please see Section C.3 for instructions on using the web-based form.

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 several 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 or save the file.

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. You may elect to have other staff enter your classifications in online. Any other staff using the online forms will need their own ID. 

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


	Event types in single investigation
	Action

	2 or more TIA’s
	Code review form for one TIA (the worst one)

	TIA(s) and 1 stroke
	Do not do any reviews.  Contact Coordinating Center using “Comment” box and request that the single investigation be reassigned as two investigations.

	TIA(s) and 2 strokes
	Do not do any reviews.  Contact Coordinating Center using “Comment” box and request that the single investigation be reassigned as three investigations.

	2 or more strokes
	Do not do any reviews.  Contact Coordinating Center using “Comment” box and request that the single investigation be reassigned as two or more investigations.


Two events in one investigation packet
If a single investigation packet (with single Investigation ID number) contains evidence of two separate events, the reviewer should follow these guidelines:

Recurrent Events
Reviews are to be done for both recurrent TIA’s and recurrent strokes.  On the review form, the recurrent event should be classified with all characteristics specific to its occurrence.  If occurring within two weeks of each other and uninterrupted by intervening stroke events, multiple recurrent TIA’s may be grouped together into a single review that codes the investigation according to the most severe TIA within the group.  But multiple recurrent strokes (or a TIA and stroke occurring in close proximity) should be split into two separate reviews by the Coordinating Center, with each potential endpoint occurrence having its own review form.
D.16.2
Type of Review

The first thing that you do is confirm the type of review that you are performing. The choices are as follows:

· First Review – First time the review is done (not by committee).
· Disagreement Review – Reviewers given opportunity to resolve differences before having to turn to the next option.  

· Final (consensus) – This option may be checked in these 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.16.3
Linked Investigations

Stroke/TIA reviews will not be linked 
D.16.4
Stroke/TIA Endpoint Classification and Criteria

“No Event” Investigations

If an investigation is deemed an incident containing no endpoints relevant to the study, the review can be classified as a ‘No Event’. To code an investigation as a ‘No Event’ on the review form, specific morbidity review questions need completion:
Question 1a. Criteria: Symptoms and Signs

Question 1b. Criteria: Clinically relevant lesion on brain imaging

Question 1c. Primary Diagnosis
· Should be coded as ‘Not a TIA or Stroke’
Question 7. Did the patient die?

 (Question 1)  Criteria

A. Symptoms and Signs

Choose the set of symptoms and signs that best describes the event. Only one choice allowed. Question  
O  Non-focal symptoms, such as headache

O  Focal neurological deficit lasting < 24 hours

O  Focal symptoms lasting >= 24 hours

O  Unknown

Symptoms from a brainstem lesion such as dizziness or coma can be considered ‘focal’ for the purposes of this question.   

B. Clinically relevant lesion on brain imaging

Use imaging reports included in the events review packet to identify any relevant brain lesion.  Mark one choice only.  If you identify a hemorrhage, continue on to part C.  Otherwise skip to Question 2.

O  Subarachnoid Hemorrhage (SAH) (go to 1c)
O  Intraparenchymal Hemorrhage (IPH) (go to 1c)
O  Both SAH and IPH (go to 1c)
O  Brain infarction (bland or bloody) (skip to 2)
O  No clinically relevant lesion (skip to 2)
O  Results unknown or no brain imaging done (skip to 2)
An intraparenchymal hemorrhage with intraventricular extension would be coded as intraparenchymal hemorrhage, while an intraparenchymal hemorrhage with subarachnoid extension seen on imaging would be coded as both SAH and IPH.
C. If hemorrhage, please specify origin

Please identify the origin of hemorrhage found in part B.  If hypertensive hemorrhage suspected, mark “Unknown.”  Mark only one choice.
O  AVM
O  Aneurysm
O  Specify:   _________________________________________ 
O  Unknown

(Question 2)   Primary Diagnosis

O  Not a TIA or Stroke (skip to 7)

O  TIA (skip to 7)

O  Stroke

Please consult the MESA Criteria in Section 4 of the manual for diagnosis requirements. A diagnosis of TIA would require focal neurologic deficits, but could be interpreted broadly if the region of the brain affect were the brainstem. Retinal infarcts should be coded as a stroke. 
(Question 3) Stroke Type

A.  Type

Choose the type of brain lesion identified in the participant.  See section 4 for definition of stroke types. Retinal infarction should be classified as a ‘brain infarction’ but requires documentation by an ophthalmologist.
O  Subarachnoid Hemorrhage
O  Intraparenchymal Hemorrhage
O  Other Hemorrhage
O  Brain infarction 
O  Other Stroke Type
O  Unknown Stroke Type
B.  Procedure-related

Record whether stroke can be related to a procedure undergone by the participant. 

Mark “Yes” for procedures such as cardiac surgery, carotid surgery, vascular surgery, post angiogram, and post thrombolysis for MI.

If “Yes,” specify procedure in space provided.

(Question 4)  Location
Record the location of event using 2-digit codes. 

A. Primary Location
Select the number from the list of brain locations that best describes the ‘primary’ location of the event. 

B. Other Location
If more than one site, enter the number for the second through fifth sites as needed.

Codes:

	Left
	
	Right

	01
	Cerebral Hemisphere
	02

	03
	Frontal Lobe
	04

	05
	Parietal
	06

	07
	Insular-operculum
	08

	09
	Occipital lobe
	10

	11
	Temporal lobe
	12

	13
	Basal Ganglion
	14

	15
	Thalamus
	16

	17
	Internal capsule
	18

	19
	Cerebellum
	20

	21
	Fronto-parietal lobe
	22

	23
	Parietal-occipital lobe
	24

	25
	Temporo-parietal lobe
	26

	27
	Temporo-occipital lobe
	28

	29
	Fronto-temporo-parietal lobe
	30

	31
	Basal ganglia and capsule
	32

	41
	Retina
	42


	33
	Midline (third ventricular callosum)

	34
	Intracranial (not further specified)

	35
	Brain stem

	36
	Midbrain

	37
	Pons

	38
	Medulla

	39
	Subarachnoid space

	40
	Intraventricular space

	99
	Unknown


C. More than 5 cerebral sites?

Record whether there were more than 5 cerebral sites containing infarcts. 


(Question 5)  Vascular Territory

Record location of event using 2-digit codes. 
A. Primary Vascular Territory

Select the number from the list of brain locations that best describes the ‘primary’ location of the event. 

B. Other Vascular Territories

If more than one site, enter the number for the second through fifth sites as needed.

Codes:

	Left
	
	Right

	20
	Common Carotid
	50

	21
	External Carotid
	51

	22
	Internal Carotid
	52

	23
	...At bifurcation
	53

	24
	...Distal extracranial
	54

	25
	...Intracranial
	55

	26
	...Junction of posterior communicating
	56

	27
	...Other
	57

	28
	Anterior cerebral
	58

	29
	...Junction of anterior communicating
	59

	30
	...Other
	60

	31
	Middle cerebral
	61

	32
	...Penetrating or lenticulostriate
	62

	33
	...Stem
	63

	34
	...Upper branch
	64

	35
	...Lower branch
	65

	36
	Posterior communicating
	66

	37
	Posterior cerebral
	67


Codes (continued)

	Left
	
	Right

	38
	...Penetrating
	68

	39
	...Stem
	69

	40
	...Calcarine branch
	70

	41
	Superior cerebellar
	71

	42
	Posterior inferior cerebellar
	72

	43
	Vertebral
	73

	44
	Subclavian
	74

	45
	Anterior choroidal
	75

	46
	Ophthalmic
	76


	80
	Anterior communicating

	81
	Basilar

	82
	...Penetrating

	83
	...Full

	84
	...Upper branch

	85
	...Lower branch

	86
	Innominate

	99
	Unknown


C. Are there more than 5 vascular territories indicated?

Record whether there were more than 5 cerebral sites containing infarcts. 


(Question 6)  If Brain infarct subtypes:
Complete this question if the participant had a brain infarct.  Otherwise skip to 7.  Record the top three choices for subtypes. Refer to Appendix B for detailed descriptions of subtypes. All three boxes need not be filled. 

· First choice of Subtype:  reflection of strict adherence to the subtype algorithm in manual Appendix B. If the first choice selected is 1, 2, 3, 4 or 5, responses to the second and third choice are not allowed. To ensure this rule is enforced, the second and third subtype fields are conditionally deactivated.
· Second choice of Subtype:  allows for some loosening of the criteria and is an attempt to reduce the number of cases classified as “Unknown.” If the first choice subtype is 6, 7, or 8, a response to the second choice is required, even though it might still be 6 or 8.
· Third choice of Subtype:  allows for a choice if the first choice is “more than one.” The third choice would only be used if the first choice equals 7 (unknown, multiple).
(Question 7)  Dead or Alive

Vital status is located on the Summary Report of the review packet.  If the patient died during this event, also complete a Mortality Review Form, which will be provided automatically when the morbid review form is submitted.  This question must be completed even if there is no stroke or TIA.

The criteria for a stroke death consist of:
· Stroke occurrence and type determined by stroke event adjudication:  subarachnoid hemorrhage, intraparenchymal hemorrhage, other hemorrhage, brain infarction, other stroke type, or unknown stroke type

· Mechanism of death is recorded as due to critical brain injury or as secondary to complications such as infections (lungs, urine, skin), pulmonary embolism, or arrhythmia. Critical brain injury can be lethal either because of the size of the infarct or bleed with herniation, or because of the location in the brain stem.
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
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. The Data Entry ID box should be filled in with the ID of the person who does the actual entering of the data into the online form.
D.16.5
Process for Resolving Review Disagreements
If disagreements exist in the morbidity and/or mortality reviews, both reviewers will have the opportunity to independently address the review conflicts.
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Joint adjudication


The last reviewer to submit his review is the first to be alerted of the items of contention. To resolve the differences, the last reviewer is given three options:

Option 1: Change my review to agree with other reviewer. This option will alter the last reviewer’s responses to match that of the first reviewer. After the option is selected, a message will appear on the screen confirming the change was completed. No additional action is required after selecting this option.

Option 2: Return to my review to update. This option allows the last reviewer to revisit his review and make revisions. To compare the disagreeing responses, a pop-up window displaying both reviewers’ responses will appear. If the updated modifications result in agreement, the case is resolved. If disagreements still exist after the revision of the morbid and/or mortality reviews, the last reviewer will be presented with the same 3 options again. This option may be used to resolve some disagreements prior to sending the investigation to the first reviewer. 

Option 3: Leave my review as it is and forward to other reviewer for third review. If disagreements exist and the last reviewer does not wish to amend their review to agree with the first reviewer, the last reviewer may opt to alert the first reviewer of the disagreements. 

In addition to an e-mail notification, the first reviewer will have the investigation appear as a new final review assignment in his online queue. 

1. Upon opening the final review, the first reviewer can compare the differing responses:

· The first reviewer’s answers will be in a bold RED font

· The last reviewer’s answers will be in a bold BLUE font

· If both reviewers agreed on an item, it will appear in a bold BLACK font. Since the question is not in disagreement, it does not require revision and will be locked out from editing.

2. The first reviewer can resolve the disagreements with two options:

Option 1: Change my review to agree with other reviewer. This option will alter the first reviewer’s responses to match that of the last reviewer. The ‘Change my review to agree’ button is located at the bottom of the form. After the option is selected, a message will appear on the screen confirming the change was completed. To return to the assignments queue, the reviewer can click on the ‘Return to Investigations Needing Review’ button.

Option 2: Adjudicate the case with the other reviewer and submit a single final review. 
If the first reviewer does not agree with the last reviewer’s assessment, the investigation requires both reviewers to collaborate on a single and final review (i.e. a third review).

1. NOTE: Third reviews are required only for stroke disagreements on morbidity questions 1A, 1B, 1C, 2, 3A, 3B or 7.

2. For the remaining morbidity questions (4, 5, and 6), the first reviewer may re-enter his initial responses to finalize the investigation’s review.

3. After all disagreeing items are resolved; the morbidity review can be submitted by clicking the ‘Submit’ button.

Submitting the Final Mortality Review

1. If the investigation included the completion of a mortality review, the mortality review will appear. Like the morbidity form, both reviewer responses are shown:

· The first reviewer’s answers will be in a bold RED font

· The last reviewer’s answers will be in a bold BLUE font

· If both reviewers agreed on an item, it will appear in a bold BLACK font. Since the question is not in disagreement, it does not require revision and will be locked out from editing.

2. NOTE: Mortality third reviews are required only for disagreements on questions 3, 8 and 9. 

3. If no disagreements exist for the mortality review, the ‘Submit’ button can be clicked. This instance may exist if a third review was assigned due to disagreements only in the morbidity reviews. Clicking the mortality form’s ‘Submit’ button will complete the third review process.

4. If disagreements only exist for the mortality review, the morbidity form will be automatically bypassed. In these instances, the reviewer will have access only to the investigation’s final mortality form.
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1. Criteria

A. Symptoms and Signs

© Non-focal symptoms, such as headache
¢ Focal neurologic deficit lasting < 24 hours

© Focal neurological deficits lasting until death or >= 24 hours
¢ Unknown

B. Clinically relevant lesion on brain imaging

© Subarachnoid Hemorrhage (SAH) (go to 1c)
Intraparenchymal Hemorrhage (IPH) (go to 1c)
 Both SAH and IPH (go to 1c)

¢ Brain Infarction (bland or bloody) (skip to 2)
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6. Brain infarct subtypes:
All three boxes need not be filled.

First choice of Subtype (reflection of strict adherence to the algorithm)

l_ Second choice of Subtype (allows for some loosening of the criteria and is an attempt
to reduce the number of cases classified as "Unknown")

l— Third choice of Subtype (to be completed only if ‘First choice of subtype' is ‘7: more
than one etiology’ ~ This box should contain the second of the two selected etiologies)

Choices:
1 - Large vessel extracranial atheroembolic
2 - Large vessel intracranial atheroembolic
3 - Cardioembolic
4 - Small vessel (lacunae)
5 - Acute ischemic stroke of other known etiology
6 - Ischemic stroke of unknown cause (no probable etiology despite complete
workup)
7 - Ischemic stroke of unknown cause (more than one etiology)
8 - Ischemic stroke of unknown cause (workup is incomplete)

Complete question 7 for all diagnoses.
7. Did the patient die?
 Yes ¢ No

If the cause of death is stroke, the stroke reviewer(s) will fill out the Mortality Review Form. For all
other causes of death, the cardiac reviewer(s) will fill out the Mortality Review Form. Is stroke the
cause of death?

@ Yes & No € Cancel
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