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TO:


Field Center Clinic Staff

FROM:

Coordinating Center

CC:


Steering Committee, Operations Committee

DATE:

January 5, 2001

RE:


Operations Memo #1 -- Manual of Operations (MOP) Update

____________________________________________________________________________

This is the first memo in a series of ‘MESA Operations Memos’ that will be produced by the Coordinating Center.  Operations Memos have the following purposes: 

1) to provide written documentation of changes made to MESA examination protocols

2) to flag the affected sections of the Field Center MOP that correspond to these changes

3) to communicate the protocol changes to the Field Centers    

Updates that appear in these memos may occur as a result of site visits, Steering Committee decisions, or practical experiences in the clinics (among other reasons).  Operations Memos will be distributed to Field Centers by the Coordinating Center 1) whenever any major changes are made to the protocol and 2) on a quarterly basis (when necessary) to summarize any minor changes that may have occurred in that time period.  In each memo, the reported changes are organized by examination procedure in order of appearance in the MOP.

The key protocol changes summarized in this memo are as follows:

· Changes/additions to the protocol that arose primarily as a result of the MESA Field Center site visits
· Incorporation of the Diet Assessment Chapter into the MOP
· Major revisions to the Alerts Chapter 

Because these changes are quite extensive, the MOP has been edited directly to incorporate them and has been reprinted and distributed to the Field Centers.  This is the final version of the MOP that will be printed.  In the future,

· the MOP will not be directly edited to incorporate the changes.

· the Operations Memo will contain all changes (not just references to changes in the MOP) and only the affected pages of the MOP (with flags added to reference the changes described in the memo) will be reprinted and distributed.

MOP updates:

Section 2.1.1.1, "Screening/Recruitment Questionnaire"


1.
Is the interviewer required to adhere to the recruitment script at all times?



(
No. Section 1.3 in the Methods section, page 29, has been amended to reflect this clarification.



2.
Once an interviewer has determined that a respondent is ineligible for MESA, must he/she complete the screening interview?


(
No. Section II.D.5 in the Methods section, pages 34–35, has been amended to reflect this change.


3.
Could question 8.f of the screening form be changed to better screen out ineligibles?


(
Yes. Question 8.f  now reads, "Other surgery on our heart or arteries for blockages (other than for varicose veins)?" (No change to MOP required.)


4.
What is the protocol for scheduling and/or performing the baseline exam on participants with an acute illness (e.g., “flu” or bronchitis)?


(
Do not schedule acutely ill people for the exam until they have recovered. An acute illness can affect blood pressure and other measurements and can make a participant understandably impatient and less cooperative. Section III.E. in the Methods section, page 37, has been amended to clarify this policy. See also the first paragraph in the Instructions to Participants Before the Clinic Visit section, page 52; and section 1.1 of the Methods section, pages 55–56.

Section 2.1.1.4, "Quick Tips for Recruitment Calls and Codes," beginning on page 43, is new, added 12/20/00.

Section 3.2, "Examination Guidelines"


5.
When should a pregnancy test be done, if necessary, prior to CT scan?


(
Within 48 hours prior to the CT. Section 6 in the MESA First Examination Guidelines section, page 51, has been amended to reflect this clarification; the CT Completion Form has also been changed to allow this information to be recorded.

Section 3.3, "Clinic Reception Form"


6.
A second visit date field was added to the Clinic Reception Form.


(
Instructions pertaining to this form change have been added to section 2.3 in the Methods section, page 56.

7.
A hospital/medical number field was added to the form.


(
Instructions pertaining to this form change have been added to section 2.6 in the Methods section, pages 56​–57.

Section 3.4.4, "Medical History"


8.
How can the interviewer distinguish between CVD and non-CVD-related responses (e.g., question 19, a participants answers “yes” to swelling in the feet/ankles question but states it was the result of an injury)?


(
Do not try to do this. A general statement regarding interpreting participant symptoms has been added to section 1 of the Methods section on page 83.


9.
How should questions 23 and 24 be answered if the participant has been on daily antibiotics for an extended period of time?


(
Enter "99" on the form and make comment. This clarification is reflected in the instructions for each of these questions on page 88–89.


10.
When asking about family information, are questions restricted to “blood relatives” only?


(
Yes. This is stated in the MOP on page 89.

Section 3.4.5, "Medications"


11.
How should traditional medicines be recorded?


(
Please refer to section D (new) in the Methods section, page 97, for instructions.

Section 3.4.9, "Diet Assessment," beginning on page 121, is new, added 12/20/00


12.
How much clarification of the diet question is appropriate?


(
This is addressed throughout the new "Diet Assessment" section, 3.4.9, beginning on page 121.

Section 3.5.1, "Anthropometry"


13.
May participants wear slippers during height measurement?


(
Yes, if very thin (e.g., "pillow slippers" or thin socks). Section 1.1 in the Methods section, page 147, has been amended to reflect this clarification.

14.
What types of clothing may be worn during waist/hip measurement?


(
Very light clothing or scrubs; or, for waist only, you may obtain a bear waist measurement. No change to MOP.

Section 3.5.2, "Seated Blood Pressure"


15.
If the thigh cuff is used for seated blood pressure, does the interval between measurements change?


(
No. No change to MOP.


16.
What kind of statements may be made to the participant about his/her blood pressure?


(
Section 7.8 in the Methods section, which discussed informing participants of their BP, has been removed. Please refer to section 9.0 (new) in the Methods section, pages 159–60, for clarification. Also refer to section 4.4 in the Methods section, page 157, for instructions on positioning the participant so that he/she may not see the Dinamap during blood pressure measurement.


17.
Should BP measurement be done if upper arm is short and large?


(
Yes. This is discussed in section 8.0 in the Methods section, page 159.
Section 3.5.3, "Ankle/Arm Blood Pressure"


18.
Do peripheral pulses need to be palpated and marked?


(
No.  Section 2.1 in the Methods section, page 163, has been amended to indicate that these two steps are optional.


19.
What should be done if leg pulse cannot be obliterated?


(
Please refer to section 2.23 in the Methods section, page 163, which has been amended to advise in this situation.


20.
Clarify what is meant by "sustained pulse"?


(
More than one beat. This statement has been added to section 2.23 in the Methods section, page 163.

Section 3.6, "Electrocardiogram"

21
.
What action is specifically required for each type of ECG alert?


(
Please refer to section 2.2 in the ECG Recording Schedule section, pages 169–170, for clarification.

22.
Where should the V4 electrode be placed if the positioning mark falls on the nipple?


(
Just below the nipple/areola. This clarification is made in the 12th bulleted item in section 6 of the Recording ECGs section, page 177.


23.
Will the MOP include figures referenced in the text?


(
Yes. However, references to figures that showed examples of abnormal and problematic ECGs, have been removed. This change is reflected in the removal of point V.9. in the table of contents on page 165 and in the body of the chapter. Figures 1​–6g will remain and will be attached at the end of the ECG chapter, pages 188–194.

24.
Are participants required to remove watches, jewelry, etc.?


(
No. No change to MOP.

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


25.
Are participants required to clean the penis/labia prior to urine collection and are they required to collect midstream urine?


(
No. These instructions have been removed from sections 4.4 (female) and 4.5 (male) of the Methods section, page 199.

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


26.
Is it acceptable to use a blood pressure cuff instead of a tourniquet for phlebotomy?


(
No. This has been specified section 2 of the Equipment and Supplies section, page 202, and in point 2 of the Venipuncture Procedure section (5.7), page 206.


27.
How much fist-clenching is appropriate during phlebotomy?


(
Moderate, up to two minutes. This clarification has been added to the first paragraph of section 5.7 in the Methods section, page 206.

Section 3.8, "Ultrasound"


28.
Is it necessary to print reports from the CR2000?


(
No. No change to MOP.

Section 3.8.1, "Brachial Artery Vasodilatation – Endothelial Function"


29.
Should participant be warned about sudden inflation and deflation of the cuff?


(
Yes. This has been added to section 2.4 in the Procedures section, page 243.


30.
How much time should elapse before repeating an endothelial function study?


(
Fifteen minutes. The NOTE in section 7.6, page 252, has been amended to clarify this.

Section 3.9, "MRI"


31.
Will the MOP have instructions/scripts to orient participants to breath-holding procedure?


(
Yes. Scripts and instructions have been added to section 1.2 in the Methods section, pages 299–301.

32.

Do MRI technologists need to instruct participants on breath-holding and practice breathing even though these are being done in the clinic before the MRI is scheduled?


(
Yes. No change to MOP.

Section 4, "Alerts," beginning on page 309, has been replace in its entirety with a revised section.











