Exam 6 MOP Change Log
7/18/2016

1. Added Section 6: Data Entry 

2. Added Section 8: Certification

7/21/2016

1. Added draft Laboratory MOP in section 3.9

2. Added draft Spirometry MOP in section 3.11

7/25/2016

1. Added Heart Monitor Patch section 3.12

2. Added MRI Exclusion form instructions section 3.4.11

3. Updated list of Exam components and forms in section 2.1.1 and 2.1.2

4. Removed “Make sure the room temperature is between 70 and 76 Fahrenheit” from top of page 75 in section 3.5.2 Seated Blood Pressure Preparation 1.2.

5. Removed “Record the room temperature on the Seated Blood Pressure Form” from section 3.5.2 Blood Pressure in Preparation 6.3 on page 77.

6. Removed “Heart rhythm monitor: Atrial fibrillation that is sustained for more than 6 minutes” from table in  section 4.1 Alerts on page 302.

7. In section 6.1, the “Logging in” text on page 321, text was updated to say “When you turn on the device or return from sleep mode you can log in using facial recognition by looking into the front facing camera.” Added “Setting up Facial Recognition” section.  
8. In section 6.2 on page 328, updated “Starting the Software” section to say “The Exam 6 program is hosted on our RemoteApp server.  To start the Exam 6 program, the user clicks the Remote Desktop Protocol (.RDP) file on the desktop and then enters login information.” Updated “Data Upload” section on page 333 to say “Data is automatically saved as the user moves from page to page, or form to form.”

8/2/2016
1. Cane is OK for 6MW test (section 3.13.2, page 303).

2. Updated KCCQ-12 general instructions in section 3.4.8 on page 61:

Please note that this questionnaire was designed to be administered to patients with heart failure. For MESA Exam 6, it will be administered to all participants. If after reading a question, the participant responds that they do not have heart failure, ask them to think about their “general health status” instead of heart failure and replace “heart failure” with “general health status in all future questions.

The following questions refer to your heart failure and how it may affect your life. Please read and complete the following questions. There are no right or wrong answers. Please mark the answer that best applies to you.

Note: do not read “Please read and complete the following questions” or “please mark the answer that best applies to you.”
3. Updated KCCQ-12 instructions for Q8 on page 62: “Do not read the last response option (not applicable).”

4. Updated ICIQ-MLUTS/FLUTS instructions for each question to skip part B if the symptom in part A is not reported.

5. Updated Lung Questionnaire instructions in section 3.4.10: Questions 1-8 responses are “between 0 and 5” not “between 1 and 5.”

6. Removed “Self-Administered Forms Certification” from section 8.

7. Updated details of the Heart Monitor Patch Application section 3.12

8. Removed from Chest CT Alerts in section 4.3:

Aortic Valve Calcification score > 500.  This has been shown to be associated with aortic stenosis, and follow up echocardiography can be recommended for participants.
  All participants in Exam 6 are selected to undergo research echocardiography.

9. Alerts table 4.1: Oxygen Saturation <92% Urgent Alert updated to <88%.

10. Updated “Interviewer-Administered Questionnaire Supervisor Checklist” to specify Medical History, KCCQ-12, or Medications form.

11. Updated Echo and Arterial Stiffness Completion form in section 3.6.15 and 4.2.9.

8/9/2016
1.  Updated the Heart Monitor Patch Application section 3.12 to have more specific instructions on how to register a participant’s SECOND Ziopatch online with www.zioreports.com
2. Added Heart Monitor Patch Application Certification Checklist

8/15/2016

1. Updated Phlebotomy Supervisor/Certification Checklist in Certification section 8.3.
2. In section 3.3.2, specific instruction 2.3, “If the two times given are less than 8 hours apart; reschedule the visit or the fasting component of the exam” was removed. It is not necessary to reschedule the exam if the participant has not fasted for 8 hours. They can still participant in the fasting procedures (BP, anthropometry, phlebotomy).

3. In section 3.3.2, specific instruction 2.5 was updated to include a note for the purpose of collection HIPAA release forms during Exam 6.

Note about the HIPAA Release Form: HIPAA forms are needed for making medical records requests (during clinical events surveillance and ascertainment).  Hospital records departments require a copy of the form (the more recent the better) before they will provide the requested medical records.  Because a recent HIPAA form is best when requesting medical records, Field Centers often request a new one each time the participant comes into clinic.

HIPAA consent applies only to medical records release (as a requirement of the hospital providing the medical records) and does not limit or otherwise inform concerning participation in any other aspect of MESA. Participants sign the consent form (specific to a study exam) prior to each clinic exam.  When they sign that consent form, they are agreeing to participate in the study as defined in that document.  That document is necessary and sufficient for participation in the activities it describes and no other document (or failure to sign some other document) would be allowed to supersede the consent (including the HIPAA consent form).  
4. Added section 2.2 Exam 6 Component Prioritization

Participants will be scheduled and received in the clinic with the expectation that they will undergo ALL procedures and complete ALL questionnaires for which they are selected.  However, for those few participants who are unable to participate fully, the following guidelines should be followed.

Core Exam procedures (blood pressure, anthropometry, medications, phlebotomy) are to be prioritized above all ancillary study procedures.
Among Heart Failure components: echo is top priority, but participants can complete any of the other procedures if they refuse the echo (Six Minute walk, KCCQ-12, Physical Activity Questionnaire).

Among Atrial Fibrillation components: Participants who do not consent or are ineligible for either the heart patch monitor or the brain MRI should not complete any of the Atrial Fibrillation study components (heart patch monitor, brain MRI, CASI, Digit Span, Digit Symbol). Participant who consent to and perform the heart patch monitor and brain MRI can refuse the CASI, Digit Span and Digit Symbol.

Among MESA Lung/Lung Non-smoker components: Participants can complete either spirometry or Lung CT without agreeing to the other. Everyone should complete the Lung Questionnaire regardless of the spirometry and Lung CT.

Among MESA Memory components: All Wake Forest participants who consent to MESA Memory should complete the full cognitive battery regardless of MRI eligibility. All cognitive function testing to be completed at AD center (even those who do not consent to MESA Memory i.e. in AFib with CASI, Digit Span, Digit Symbol only).

5. Updated section 8.1 Summary of Certification Requirements to indicate that fewer tests are required for previously certified technicians.

6. Updated Anthropometry certification requirements in section 8.1 Summary of Certification Requirements:  The readings must not differ from the trainer’s by more than the following:  ± 1 cm for height, ± 0.5 pounds for weight (balance beam), and ± 1 cm for hip and waist girth.
7. Added Section 2.1.1 Exam 6 Components by Day
8. Added Section 2.1.2 Exam 6 Components by Ancillary Study
9. Updated Section 3.6 with the latest version of the Echocardiography MOP
10. Updated Section 3.7 with the latest version of the Arterial Stiffness MOP.
9/6/2016
1. Updated Six Minute Walk certification sections and certification checklist in section 8.

2. Removed Laboratory Section 3.9. Exam 6 Laboratory MOP will be posted separately on the MESA web site at https://www.mesa-nhlbi.org/MesaInternal/Manuals.aspx
3. Removed Laboratory Section 3.6 and 3.7. Exam 6 Echo and Arterial Stiffness MOP will be posted separately on the MESA web site at https://www.mesa-nhlbi.org/MesaInternal/Manuals.aspx
4. Added Tissue Sodium MRI and ultrasound alerts in table 4.1 MESA Alerts and Alert Levels

5. The following was added to the General Instructions for the KCCQ-12 in section 3.4.8

Please note that this questionnaire was designed to be administered to patients with heart failure. For MESA Exam 6, it will be administered to all participants. If after reading a question, the participant responds that they do not have heart failure, ask them to think about their “general health status” instead of heart failure and replace “heart failure” with “general health status in all future questions. The questions were originally designed to be self-administered, but in MESA, it will be interview-administered.
6. Instructions were added for Q7 of the Lung Questionnaire section 3.4.10 to indicate that the question is referring to sleeping soundly or not soundly due to disturbances related to lung disease/conditions.

The question should be answered for sleeping soundly or not sleeping soundly due to the participant’s lung condition (not other sleep disturbances).
7. For questions 40c and 41b on the Medical History Form, programming will be updated to ask participant’s to select all reasons for hysterectomy or removal of ovaries that apply.

8. A note was added to the smoking questions in the Personal History Form (section 3.4.3) to indicate that vaping or e-cigarette use should not be recorded as cigarette smoking.

9. Atrial Fibrillation/Heart monitor patch was altered to include:

a. Updated inclusion/exclusion criteria for the Atrial Fibrillation study.  All participants with a history of AF will be included in the study if they consent regardless of MRI eligibility.  They will need to complete cognitive testing.

b. All patches must be returned to iRhythm, whether worn or not—never thrown away.  All defective patches must be returned and the CC/PI notified.

c. Reminder that patches have an expiration date and to use the soonest expiration date from the inventory supply.  Never use an expired patch.

d. Participant should be wearing a gown when the patch is applied.

e. Instructions added for if a patch does not work when applied in clinic.  “If the patch is still flashes orange or does not flash after iRhythm assistance, remove the patch using the adhesiver remover wipe, clean the skin again with alcohol, register another patch and apply it to the participant’s chest. Turn on that replacement device by pressing and releasing the button. Mark down the serial number of the defective Zio Patch (found on the outside of the box, beginning with an N), notify Dr. Susan Heckbert (see Contact Information) about the defective patch, and mail the defective patch back to iRhythm in the box provided. MESA will not be charged for the defective patch if you follow this procedure.”
f. Added further instructions to clinic reminder calls on talking participant through application of patch #2 and timing of calls.
9/21/2016
1.  Atrial Fibrillation/Heart Monitor patch section updated to include:

a. Revised instructions for registering patch #2.

b. Instructions on how to apply a patch to participants with pacemakers, and changes to the registration process for participants with pacemakers.

9/30/2016

1. Added urine collection cups to lab equipment table in section 1.5.1 Supplies and Equipment

11/2/2016

1. Updated alerts section with Lung and Tissue Sodium information.

11/8/2016

1.  Edited exclusions for MESA AF study, page 174.

REMOVED:

Exclusions relevant to the MESA AF study are:

1)  Reasons the participant cannot complete the brain MRI:

a. Metal implant such as pacemaker, defibrillator, or other electronic device

b. Exposure to metal fragments around the eyes

c. Weight over 300 lbs

d. Severe claustrophobia

2)  Reason the participant cannot complete the heart rhythm monitoring:

a. A history of allergy to skin adhesives

b. Unwillingness to shave upper left chest (in participants with hair on their chest)

Implanted electronic device such as nerve stimulator, cochlear implant, infusion pump (however, please note that pacemakers or defibrillators are OK for heart monitoring; the Zio Patch will not interfere with the pacemaker or defibrillator)

REPLACED WITH:
Exclusions relevant to the MESA AF study:

1)
Brain MRI

a.
Metal implants with a battery or that send electrical signals are NOT OK for the brain MRI. These include:


i.
Pacemaker 


ii.
Defibrillator (also called AICD-- automatic implanted cardiac defibrillator)


iii.
Insulin pump


iv.
Nerve stimulator (implanted in brain or spinal cord)


v. 
Cochlear implant

b.
Other metal implanted during surgery is sometimes OK:


i.
Joint replacements are generally made from titanium and are OK for brain MRI




Hip replacement is OK




Knee replacement is OK


ii.
Spinal fusion is OK if the metal is titanium (not stainless steel). If the participant doesn't know what metal was used, please exclude him/her from the brain MRI.


iii.
Metal plates and screws are OK if the metal is titanium (not stainless steel). If the participant doesn't know what metal was used, please exclude him/her from the brain MRI.


iv.
Brain (cerebral) aneurysm clip is NOT OK

v.
Stents located outside the brain (in arteries of the heart, pelvis or leg) are generally OK. We will ask the participant the type and location of the stent just BEFORE the brain MRI to confirm that it is OK. If the participant is uncomfortable with this plan, it’s probably better for him/her not to do the brain MRI.

c.
Exposure to metal fragments around the eyes are NOT OK for brain MRI

d.
Weight over 300 lbs is an exclusion because the participant may not fit in the scanner

e.
Severe claustrophobia is an exclusion because the participant may become overly anxious in the scanner

f.
Inability to lie flat is an exclusion because the participant will need to lie still on his/her back for 40 minutes.

2)
Heart rhythm monitor

a.
A history of allergy to skin adhesives is an exclusion.

b.
Unwillingness to shave upper left chest (in participants with hair on their chest) is an exclusion.

c.
Implanted electronic devices including nerve stimulator, cochlear implant, or infusion pump are NOT OK and are exclusions. However, please note that pacemakers or defibrillators (AICD) are OK for heart monitoring; the Zio Patch will not interfere with the pacemaker or defibrillator (AICD).






