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To:

Operations Committee

From:

Coordinating Center

Date:

March 1, 2001

Re:

Operations Memo #2: Manual of Operations (MOP) updates as of 3/1/2001

The following is a list of MESA protocol issues and resolutions that have arisen since the last update memo. They are organized by exam procedure in order of appearance in the MOP. Changes made in the MOP are yellow-highlighted on-screen and will be gray-highlighted when printed. Each change is also noted and date in the margin. Replacement pages included with this memo are 51–52, 125–126, 139–144, 153–154, 167–168, 197–200, 211–212, 311–314.

Section 3.2, "Examination Guidelines," and Section 3.6, “Electrocardiogram”

1.
Must ECG be performed while participant is fasting?

· No. Section 2 in the MESA First Examination Guidelines section, page 51, has been amended:
Anthropometry and blood collection should be performed while the participant is fasting.  It is preferable that ECG be performed while participant is fasting, but if the participant has eaten a snack, the ECG should be performed no less than 30 minutes after the snack.  Blood pressure measurement should be done before venipuncture.  Coronary CT, cardiac MRI, carotid ultrasound, ankle-arm ratio, questionnaires, and urine collection do not require fasting.

· Section 3.1.4 on page 168 should be amended:
At each visit the clinic ECG technicians will record the scheduled ECGs with the participant fasting, if possible.  If participant is not fasting, the ECG should be recorded no less than 30 minutes after food or drink has been consumed.

2.
Must the blood draw be done before 10:30 am?

· No. Section 5 in the MESA First Examination Guidelines section, page 51, has been amended:
Blood drawing should be done after a 12-hour fast and before 12:00 noon.

Section 3.4.9, "Diet Assessment"

3.
Additional information about administration and shipping of the Diet Assessment form

· Added to Section 3.5.1 on page 125: 

If desired, the participant may fill in the name of the cold cereal during the introduction of the form.

· Added to Section 9.10 on page 140: 

Code paté as “liver, including chicken liver, other organ meat,” but code only 1/3 of the reported frequency of paté.

· Added a paragraph on page 141:
10.4  Miscellaneous

· Folic acid is folate.  Be sure to record folate when folic acid is indicated.

· Tums should be recorded as the amount of calcium carbonate, not elemental calcium.  Also it should be recorded on the vitamin form, not the medication form.

· Added to Section 11.3 on page 142: 

Indicate on the fax transmittal sheet whether or not the participant is Chinese-speaking (i.e., diet interview conducted in Chinese but completed on the English form) by checking the column “Chinese Indicator.”
Section 3.5.2, “Seated Blood Pressure”

4.
There was an error in the description of alerts.

· Bulleted items under Paragraph 2 on page 154 have been amended:

Diastolic BP 110–120  mm Hg

Systolic BP 180–210 mm Hg

Section 3.7.1, "Collection, Processing, and Shipping of Urine Samples"

5.
Should a urine specimen be collected from a female who is menstruating?

· No. A new paragraph, 3.4, has been added to page 198:

Do not collect urine from females who are menstruating.  Collect as sample at a later visit, if possible.

Section 3.7.2, "Collection, Processing, and Shipping of Blood Samples"

6.
There was an error in the table “Description of aliquots” on page 212.

· The EDTA section of the table has been corrected:

	Tubes
	Type
	Number of Cryovials
	Color

 Code
	Volume per Cryovial

	1,6
	10 mL EDTA
	1 (#1)
	white
	1.0 mL

	
	
	16 (#s 2-17)
	white
	0.5 mL

	
	
	2 (#s 18 & 19)
	white
	3-5 mL packed red blood cells


Section 4  “Alerts”

7.
Clarification of definition and handling of MRI alerts

· A new section, 2.8,  has been added to page 311:
Routine findings are not considered alerts. They will be reported in the participant result letters and the physician results page, but there will be no special notification from the MRI Reading Center.

Urgent findings are considered alerts. When an alert condition is detected, a letter will be emailed from the Reading Center to the Field Center Principal Investigator and Study Coordinator and to the Coordinating Center. Field Center personnel should contact the participant and his/her physician about the alert upon receiving this notice. The findings will also be reported on the participant result letters and the physician results page. These alerts should be entered into the Alerts screen in the clinic database.

Section 5  “Reporting Participants’ Results

8.
Specific information regarding the processing of participant result letters

· A Methods section has been added on page 313:
IV.
METHODS

1.
Reporting Participants’ Results
(
All results letters should be carefully reviewed before they are sent to participants and physicians.

(
ECG results should be checked against the tracing from the ECG machine and the physician review of any findings.  At the discretion of the Clinic staff, this section may be edited to include incidental findings or any additional information that medical personnel feel is relevant.

(
The MRI section should be reviewed to see if further information or clarification is needed.  Findings, whether they are alerts or routine findings, will be inserted verbatim into the physician letters from the database descriptions that have been entered and transmitted by the MRI readers.  These may be very brief or incomplete sentences and Field Center staff may wish to enhance them for improved clarification.  If the finding is an alert, there will be a letter from the Reading Center to assist in this process.  The participant letters will include a description of the finding in layman’s terms.  However, if the finding is one that does not fit into the specific alerts, but is recorded in “Other Alert”, the description in the participant letter will be inserted from the database just as in the physician report.  In this case, medical personnel may wish to edit the participant letter using less technical terms for the finding reported.  In addition, an “Interpretive Guide” will be forthcoming from the MRI Reading Center to assist Field Center personnel in interpreting any reported findings.

