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MESA EYE PATHOLOGY NOTIFICATION

MESA-EYE pathology notification will be generated after images have been reviewed by the Reading Center and an abnormality had been detected.  A form will be e-mailed to the Coordinating Center, the site coordinator, and the site PI when significant pathology is noted.  Normally this will be within 2 to 3 days of receipt of the images from the site.  Occasionally an abnormal condition may go undetected at the first screening and the notification will not occur until a more detailed review is completed.  Pathology notifications will be either immediate or early.  An immediate notification indicates the participant should be seen by his or her eye care provider (ophthalmologist or optometrist) as soon as possible.  An early notification indicates the participant should be seen by an eye care provider within two months.  Persons who receive an early notification either have conditions that may be slowly progressive or considered less likely to affect vision over a short period of time.   Because the Reading Center usually has little historical or examination information regarding the participant’s past history or current eye care, it is possible that the participant is aware of the condition and is under the care of an ophthalmologist or optometrist for it.  

All pathology notifications and feedback responses to study subjects should include the following text or something similar: 

Opening statement:

“Photographs of the back of your eye, the retina, were taken during your MESA-EYE appointment.  The photographs were carefully examined by trained professionals, without any information about your visual acuity, vision history or general health status.  The information provided here may already be known to you or may be incomplete based on the limited information provided to the photographic reading center staff.”

Disclaimer statement at the end:  

"Please remember that the MESA-Eye examination is NOT a complete clinical eye examination. Only a small portion of your retina was photographed.  The exam was done for research purposes and does not take the place of a thorough eye examination done by an eye doctor.  If you have any questions about these results, please contact your eye doctor.”

_____________________________________________________________________
Active Proliferative Retinopathy (Immediate)

 SEQ CHAPTER \h \r 1Participant: “There were changes in the retina, the back of your eye, that are often found in people with diabetes.  These changes were found in (the right/the left/both) eye(s).  Further evaluation by an ophthalmologist as soon as possible is strongly recommended.”

 SEQ CHAPTER \h \r 1
Physician: “Lesions typical of proliferative retinopathy, the most severe stage of diabetic retinopathy, consisting of (insert List) was found in (the right/the left/both) eye(s) of your patient.  Further evaluation by an ophthalmologist as soon as possible is strongly recommended.”

Preproliferative Retinopathy (Early)

 SEQ CHAPTER \h \r 1
Participant: “There were changes in the retina, the back of your eye, that are often found in people with diabetes.  These changes were found in (the right/the left/both) eye(s).  Further evaluation by an ophthalmologist is within the next two months is recommended.”

 SEQ CHAPTER \h \r 1Physician: “Severe pre-proliferative retinopathy (typical of diabetic retinopathy) consisting of retinal microaneurysms and [insert list] were found in (the right/the left/both) eye(s) of your patient.  Further evaluation by an ophthalmologist in the next two months is recommended.”

Clinically Significant Macular Edema (Immediate)

Participant:  “There is a swelling in the retina in the back of (the right/the left/both) eye(s), called macular edema.  This swelling can cause a decrease in vision.  Further evaluation by an ophthalmologist as soon as possible is strongly recommended.”

Physician:  “Clinically significant macular edema is present.  Further evaluation by an ophthalmologist as soon as possible is strongly recommended.”

Macular Edema, not Clinically Significant (Early)

Participant:  “There is a swelling in the retina in the back of (the right/the left/both) eye(s), called macular edema.  This swelling can cause a decrease in vision.  Further evaluation by an ophthalmologist in the next two months is recommended.”

Physician:  “Macular edema is present.  Further evaluation by an ophthalmologist in the next two months is recommended.”

Treatable ARM (Immediate)

 SEQ CHAPTER \h \r 1
Participant:  “Signs of age-related macular degeneration were found in (your right/your left/both) eye(s).  Further evaluation by an ophthalmologist as soon as possible is strongly recommended.”

Physician:

“Signs of age-related macular degeneration consisting of: [list late lesions present, detachment of the sensory retina, subretinal hemorrhage] were found in (the left/the right/both) eye(s) of your patient.  Further evaluation by an ophthalmologist as soon as possible is strongly recommended.”

Recent Branch or Central Vein Occlusion (Either)

 SEQ CHAPTER \h \r 1
Participant: “There appears to be a blockage or an occlusion of a small retinal blood vessel in the back of (your right/your left/both) eye(s).  (Use the following immediate)  Further evaluation by an ophthalmologist as soon as possible is strongly recommended.”  (Use the following for early)  

Further evaluation by an ophthalmologist is recommended.”

Physician: “There are signs of a branch or central retinal vein occlusion in (the right/the left/both) eye(s) of your patient. (Use the following for immediate)  Further evaluation by an ophthalmologist as soon as possible is strongly recommended.”  (Use the following for early)  Further evaluation by an ophthalmologist is recommended.”

Hollenhorst Plaque (Immediate)

 SEQ CHAPTER \h \r 1Participant: “We found a cholesterol embolus in the small retinal blood vessels in the back of (your right/your left/both) eye(s) suggesting the possibility of atherosclerotic changes in the carotid artery in your neck.  You should discuss this with your doctor as soon as possible.”

Physician: “A retinal embolus (Hollenhorst plaque), probably composed of cholesterol crystals, was present in retinal arteriole of (the right/the left/both) eye(s) of your patient. We have suggested that your patient discuss this with his/her doctor as soon as possible.”

Irregular Nevus (Immediate)

Participant: “A choroidal nevus, a small mole, like a birthmark, was found in the back of (your right/your left/ both) eye (s).  This nevus had an unusual appearance and should be further evaluated by an ophthalmologist as soon as possible.”

Physician: “A lesion resembling a choroidal nevus was found in (the right/the left/both) eye(s) of your patient.  This “nevus” was suspicious in appearance and we have suggested to your patient that it should be further evaluated by an ophthalmologist as soon as possible.”

Macular Hole (Early)

Participant:  “There is a small hole in the central part of the retina (the macula) in (the right/the left/both) eye(s).  A macular hole can cause a decrease in vision.  The cause of macular holes is unknown.  Further evaluation by an ophthalmologist is recommended.”

Physician:  “A macular hole was present in (the right/the left/both) eye(s) of your patient. We have suggested to your patient that further evaluation by an ophthalmologist is recommended.”

Suspicious Cup to Disc (Early)

Participant:  “The appearance of the optic nerve in (the right/the left/both) eye(s) is suggestive of the possible presence of glaucoma.  If you are not currently being followed by an ophthalmologist for this, further evaluation is recommended in the next two months.”

Physician:  “The cup to disc ratio in (the right/the left/both) eye(s) is 0.7 or larger with possible notching or undercutting in the cup suggesting that glaucoma may be present.  Further evaluation by an ophthalmologist in the next two months is recommended.”

Epiretinal Membrane with Traction (Early)

Participant:  “There is a clear membrane present in the center of the retina in (the right/the left/both) eye(s) that is pulling on the retina and may be causing a decrease in vision.  Further evaluation by an ophthalmologist in the next two months is recommended.”

Physician:  “There is an epiretinal membrane present on the surface of the retina in (the right/the left/both) eye(s) that has resulted in traction on the macula.  Further evaluation by an ophthalmologist in the next two months is recommended.”

Other (Either)

Participant:
See Custom Text on Pathology Notification Form

Physician:
See Custom Text on Pathology Notification Form

MESA-EYE Feedback

MESA-EYE feedback will be generated for all study participants using variables from MESA-EYE preliminary grading forms.  The data obtained from preliminary grading will in no way represent final data, but will be used only to provide timely feedback to MESA participants.  In some cases the participant may have received a pathology notification earlier.  This feedback may be the same as a previous pathology notification or may contain additional information about other less severe conditions.  All feedback should contain the disclaimers detailed in the pathology notification section.

The variables to be used in generating feedback statements are:

ARM Feedback

Retinopathy Level

Macular Edema

BVO/CVO

Hollenhorst Plaque

Nevus

Macular Hole

Large C/D

SWR-Traction

No Significant Abnormalities

If all of these variables are coded None or Questionable (ARM Feedback code 0,  Diabetic Retinopathy Level coded 10/13/14/15, all other variables coded 0/1/8),  then the feedback text should state:

Participant:  “No significant abnormalities were found in the back of your (right/left) eye(s).”

Physician:  “No significant abnormalities were found in the back of your patient’s (right/left) eye(s).”

Ungradable Images

If ARM Feedback and Retinopathy Level are both coded as ungradable (ARM Feedback coded 8 and Retinopathy Level coded 88) then the feedback statements should state:

Participant:  “Unfortunately, we were unable to evaluate the photographs of the back (the retina) of (your right/your left/either) eye.

Physician:  “Unfortunately, we were unable to evaluate the photographs of the retina of (the right/the left/either) eye of your patient.

Abnormalities Present

If any of the variables are coded as present (ARM feedback codes 1-4, Diabetic Retinopathy Level coded 20-80, or any other variables coded 2-3) the selected text should be provided.  The following are the variables and feedback text associated with each.

ARM Feedback (variable = ARM Feedback)

1
Drusen only without other signs of age-related macular degeneration

 SEQ CHAPTER \h \r 1
Participant:  “Drusen, small deposits in the retina (the back layer of your eye) were found in (your right/your left/both) eye(s).  These are commonly seen as people get older.  One of the objectives of the study is to understand how blood pressure and the size of blood vessels in your eyes are related to the frequency of drusen and to other medical conditions.”
Physician:  “Large areas of retinal drusen (an early sign of age-related macular degeneration) were found in (the right/the left/both) eye(s) of your patient.”

2
Early ARMD

 SEQ CHAPTER \h \r 1
Participant:  “Early signs of age-related macular degeneration were found in (your right/your left/ both) eye(s).  Age-related macular degeneration is a common disease sometimes associated with decreased vision.  One of the objectives of the study is to understand how blood pressure and the size of blood vessels in your eyes are related to age-related macular degeneration and to other medical conditions.”
Physician:  “Signs of early age-related macular degeneration were found in (the right/the left/ both) eye(s) of your patient.  The changes found consisted of retinal drusen and pigmentary abnormalities (increased pigmentation and/or RPE depigmentation) in the macular area of the retina. Referral to an ophthalmologist should be considered.”

3
Late ARMD

 SEQ CHAPTER \h \r 1
Participant:  “Signs of age-related macular degeneration were found in (your right/your left/both) eye(s).  Age-related macular degeneration is a common eye disease in older people.  One of the objectives of the study is to understand how blood pressure and the size of blood vessels in your eyes are related to age-related macular degeneration and to other medical conditions.”
Physician:  “Signs of age-related macular degeneration consisting of: (list late lesions present, geographic atrophy, detachment of the sensory retina, subretinal hemorrhage, subretinal new vessels, subretinal fibrous scar and/or evidence of treatment scars for age-related macular degeneration) were found in macular area (the left/the right/both) eye(s) of your patient.  If your patient is not currently seeing an ophthalmologist for this further evaluation is recommended.”

Diabetic Retinopathy (variable = Retinopathy Level) 

20-41
Non Proliferative Retinopathy

Participant: “There were changes in the retina, the back of your eye, that are often found in people with diabetes and occasionally in people with hypertension.  These changes were found in (the right/the left/both) eye(s).  Further evaluation by an ophthalmologist is recommended.”

 SEQ CHAPTER \h \r 1Physician: “Non-proliferative retinopathy (typical of diabetic retinopathy) was found in (the right/the left/both) eye(s) of your patient.  Further evaluation by an ophthalmologist is recommended.”

51
Severe Non-Proliferative Retinopathy

Participant: “There were changes in the retina, the back of your eye, that are often found in people with diabetes.  These changes were found in (the right/the left/both) eye(s).  Further evaluation by an ophthalmologist is within the next two months is recommended.”

 SEQ CHAPTER \h \r 1Physician: “Severe pre-proliferative retinopathy (typical of diabetic retinopathy) consisting of retinal microaneurysms and [insert list] were found in (the right/the left/both) eye(s) of your patient.  Further evaluation by an ophthalmologist in the next two months is recommended.”

60-64  Inactive Proliferative Retinopathy

 SEQ CHAPTER \h \r 1Participant: “There were changes in the retina, the back of your eye, that are often found in people with diabetes.  These changes appeared to be old and inactive and were found in (the right/the left/both) eye(s).”

Physician: “Inactive proliferative retinopathy (typical of diabetic retinopathy) consisting of fibrous proliferation and/or  SEQ CHAPTER \h \r 1panretinal laser treatment scars was found in (the right/the left/both) eye(s) of your patient.”

65-80
Active Proliferative Retinopathy

 SEQ CHAPTER \h \r 1Participant: “There were changes in the retina, the back of your eye, that are often found in people with diabetes.  These changes were found in (the right/the left/both) eye(s).  Further evaluation by an ophthalmologist as soon as possible is strongly recommended.”

 SEQ CHAPTER \h \r 1
Physician: “Lesions typical of proliferative retinopathy, the most severe stage of diabetic retinopathy, consisting of (insert List) was found in (the right/the left/both) eye(s) of your patient.  Further evaluation by an ophthalmologist as soon as possible is strongly recommended.”

Macular Edema (variable= Mac-ed)

2
Macular edema, not clinically significant

Participant:  “There is a swelling in the retina in the back of (the right/the left/both) eye(s), called macular edema.  This swelling can cause a decrease in vision.  Further evaluation by an ophthalmologist in the next two months is recommended.”

Physician:  “Macular edema is present.  Further evaluation by an ophthalmologist in the next two months is recommended.”

3
Clinically significant macular edema (CSME)

Participant:  “There is a swelling in the retina in the back of (the right/the left/both) eye(s), called macular edema.  This swelling can cause a decrease in vision.  Further evaluation by an ophthalmologist as soon as possible is strongly recommended.”

Physician:  “Clinically significant macular edema is present.  Further evaluation by an ophthalmologist as soon as possible is strongly recommended.”

Branch/Central Vein Occlusion (variable= BVO/CVO)

2
BVO/CVO present (no pathology notification sent)

Participant: “There appears to be a blockage or an occlusion of a small retinal blood vessel in the back of (your right/your left/both) eye(s).  This blockage may have happened a while ago.”

Physician: “There are signs of an old branch or central retinal vein occlusion in (the right/the left/both) eye(s) of your patient.”

2
BVO/CVO (early or immediate pathology notification sent)

Participant: “There appears to be a blockage or an occlusion of a small retinal blood vessel in the back of (your right/your left/both) eye(s).  (Use the following immediate)  Further evaluation by an ophthalmologist as soon as possible is strongly recommended.”  (Use the following for early)  

Further evaluation by an ophthalmologist in the next two months is recommended.”

Physician: “There are signs of a branch or central retinal vein occlusion in (the right/the left/both) eye(s) of your patient. (Use the following for immediate)  Further evaluation by an ophthalmologist as soon as possible is strongly recommended.”  (Use the following for early)  Further evaluation by an ophthalmologist in the next two months is recommended.”

Hollenhorst Plaque (variable = Hollenhorst plaque)

2  Hollenhorst plaque present

 SEQ CHAPTER \h \r 1Participant: “We found a cholesterol embolus in the small retinal blood vessels in the back of (your right/your left/both) eye(s) suggesting the possibility of atherosclerotic changes in the carotid artery in your neck.  You should discuss this with your doctor as soon as possible.”

Physician: “A retinal embolus (Hollenhorst plaque), probably composed of cholesterol crystals, was present in retinal arteriole of (the right/the left/both) eye(s) of your patient. We have suggested that your patient discuss this with his/her doctor as soon as possible.”

Nevus (variable= nevus)

2  Nevus present (no pathology notification sent)
 SEQ CHAPTER \h \r 1
Participant: “A choroidal nevus, a small mole, like a birthmark, was found in the back of (your right/your left/ both) eye (s).  This should be watched periodically by your eye doctor.” 

Physician: “A choroidal nevus was found in (the right/the left/both) eye(s) of your patient.”

2  Nevus present (pathology notification sent)

Participant: “A choroidal nevus, a small mole, like a birthmark, was found in the back of (your right/your left/ both) eye (s).  This nevus had an unusual appearance and should be further evaluated by an ophthalmologist as soon as possible.”

Physician: “A lesion resembling a choroidal nevus was found in (the right/the left/both) eye(s) of your patient.  This “nevus” was suspicious in appearance and we have suggested to your patient that it should be further evaluated by an ophthalmologist as soon as possible.”

Macular Hole (variable= macular hole)

2  Macular hole present

Participant:  “There is a small hole in the central part of the retina (the macula) in (the right/the left/both) eye(s).  A macular hole can cause a decrease in vision.  The cause of macular holes is unknown.  Further evaluation by an ophthalmologist is recommended.”

Physician:  “A macular hole was present in (the right/the left/both) eye(s) of your patient. We have suggested to your patient that further evaluation by an ophthalmologist is recommended.”

Large Cup to Disc Ratio (variable = Large C/D)

2
Large C/D Ratio > 0.7 (no pathology notification sent)
Participant:  “The appearance of the optic nerve in (the right/the left/both) eye(s) is suggestive of the possible presence of glaucoma.  If you are not currently being followed by an ophthalmologist for this, further evaluation is recommended.”

Physician:  “The cup to disc ratio in (the right/the left/both) eye(s) is 0.7 or larger suggesting that glaucoma may be present.  Further evaluation by an ophthalmologist is recommended.”

Large Cup to Disc Ratio (variable = Large C/D)

2
Large C/D Ratio > 0.7 (pathology notification sent)
Participant:  “The appearance of the optic nerve in (the right/the left/both) eye(s) is suggestive of the possible presence of glaucoma.  If you are not currently being followed by an ophthalmologist for this, further evaluation is recommended in the next two months.”

Physician:  “The cup to disc ratio in (the right/the left/both) eye(s) is 0.7 or larger with possible notching or undercutting in the cup suggesting that glaucoma may be present.  Further evaluation by an ophthalmologist in the next two months is recommended.”

Surface Wrinkling Retinopathy/Epiretinal Membrane (variable = SWR-traction) 
2  SWR-traction is present (no pathology notification sent)

Participant:  “There is a clear membrane present in the center of the retina (the macula) in (the right/the left/both) eye(s) that may be pulling on the retina and causing a decrease in vision.”

Physician:  “Surface wrinkling retinopathy is present in (the right/the left/both) eye(s).”

2  SWR-traction is present (pathology notification sent)

Participant:  “There is a clear membrane present in the center of the retina in (the right/the left/both) eye(s) that is be pulling on the retina and may be causing a decrease in vision.  Further evaluation by an ophthalmologist in the next two months is recommended.”

Physician:  “There is an epiretinal membrane present on the surface of the retina in (the right/the left/both) eye(s) that has resulted in traction on the macula.  Further evaluation by an ophthalmologist in the next two months is recommended.”
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