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to question 4.



If younger than 45 or older than 84, respondent is ineligible. “I’m sorry, but our study includes people only between the ages of 45 and 84. May I speak with someone else there who is between the ages of 45 and 84?”
Select none, if no one fits the category. “Thank you for your time. It looks like there isn’t anyone there who is eligible for our study.” Skip to question 24 on page 5 and check “ineligible.”.

Select not available, if other household members fit the category but are not available, and skip to question 4.

Select switched to a new person, if another household member who fits the category is available to speak with you. Begin new Screening/Recruitment Form.


4. 
(Ask this question only if you are speaking with the first respondent from this household.) “Can you tell me the names of all people living there who are between the ages of 45 and 84?” If speaking to an age-eligible person, add, “Please start with yourself.” (Information provided should include, if possible, name, age, gender, and relationship to respondent of each person in the household.) Record this information on the Household Enumeration Form. Please note that only one Household Enumeration Form should be filled per household, so do not repeat question 4 when interviewing the next household member.

If respondent is age-eligible, continue to script C.

If respondent is not age-eligible, end interview.
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C.
“As I said, the study we are doing, which is funded by the National Institutes of Health….” After reading this script, ask the respondent if he/she has any questions. Continue with the script, if the respondent agrees, asking again at the conclusion if the respondent has any questions. (Please note that you are not obligated to use the recruitment script if it seems redundant. For example, there is no need to describe the study to an enthusiastic respondent who obviously knows enough about MESA.) If the respondent is

agreeable…


D.
 continue with script D, “The clinic exam will require two or three visits….” After reading this script, ask question 5, below.
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5.
“Do you think you might be interested in participating in this research if we find out that you are eligible for the MESA study?”
If yes or maybe, continue to question 6.

If no, skip to question 23 on page 5 and select “Uncertain Eligibility.”
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“The study has several parts….” Proceed to question 6 after reading the script. 



(Please note that there is no need to complete the screener once it

2.1.1.2  Household Enumeration


I.
Purpose

The purpose of the Household Enumeration is to list all age-eligible household members. Complete only one form per household.  

II.
Materials/Equipment

No special equipment/materials needed.


III.
Definitions

(
An age-eligible person is between 45 and 84 years of age.

(
A household member is an age-eligible person who resides in the selected household, regardless of the nature of his/her relationship with other household members.


IV.
Methods

Two questions on the Screening/Recruitment Form (3 and 4)will direct you to the Household Enumeration Form. It is administered only if there is at least one age- and language-eligible person in the household. You may administer this form to either of the following individuals:

(
The first language- and age-eligible respondent in the household; or

(
A language-eligible but age-ineligible household member, if the age- and language-eligible household member(s) is (are) currently unavailable.  

When you later contact and screen the first age-eligible household member, be sure to check the accuracy of the information given to you by the age-ineligible household member. However, do not review the Enumeration Form with every age-eligible household member.


1.
General Instructions  

The Household Enumeration Form is printed in English, Spanish and Chinese (Mandarin or Cantonese).  It should be completed using a black ink pen. In order to facilitate scanning, please write legibly and make sure all circles are completely filled in.  


2.
Specific Instructions
Header Information.

(
For date enter date of the call. For example, July 7, 2000 would be entered 07/07/2000.


3.
Item Instructions
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3.1 
Names of age-eligible residents. “Please give me the names of all those ages 45–84, including yourself, who consider this their permanent residence. Please give me first name, middle initial, and last name.” Ask for spelling, even for common names. Record the information in the spaces provided.


3.2
Record gender of the respondent and of each other age-eligible resident.

 
3.3
Record age of the respondent and of each other age-eligible resident. If the stated age is not between 45 and 84, the resident is ineligible. (A respondent who is 44 may be recruited, if not part of an over-sampled group, after he/she turns 45.) Record the information but do not administer the screening questionnaire to that person.

 
3.4
Record the relationship to the respondent of each resident, using the relation codes in the box. Fill in the boxes from left to right. The respondent’s relationship is recorded as self.  A relative not otherwise specified should be recorded as or (other relative); a non-relative should be recorded o (other).


3.5
Record pertinent comments, explanations, etc., on the lines at the bottom of the form.

2.1.1.3  Non-Participant/Ineligible

The Non-Participant/Ineligible Form is no longer in use.
screening form, including question 3 (just the birth date information), and questions 6–17. (Skip all the text that describes the study or asks about participation, because the objective is just to get some information on the refusing person). Remember to select the correct option at the end of the screening form (eligible and refused, ineligible, or uncertain eligibility). The process for this household ends here.

If the final household code is 20, the next task is to complete a screening form for each person enumerated. Continue as described below in PERSON CONTACTS.

B. PERSON CONTACTS

Person contacts begin if the final household code is 20, that is, if the household has been enumerated. 

All person contacts should be recorded on the bottom half of the contact form; continue on the back, if necessary, labeling "Person Contacts" above the list. You will need a separate list on the back of the form for each enumerated person (because each person will have a separate sets of codes as you attempt to speak to each of them).  Just like the household codes, there are temporary (single digit) and final (double digit) codes.  

Usually, after enumerating, you will continue with the person you are speaking to and attempt to complete the screening form for them.

If you complete the screening form for that person, assign screening code 20. Remember to complete the final disposition of the interview at the end of the screening form (select eligible and agreed, eligible and refused, ineligible or eligible but not recruited, or uncertain eligibility). If the screening form is complete, you should almost always be able to determine if the person is or is not eligible (unless there are some eligibility questions the person cannot answer).  If , at any time while completing the screener, a person gives a response which makes her or him ineligible, you can end the screener at that point. Read the corresponding ineligible text (in Section III of the screener) and mark “ineligible” for item 24 at the end of the screener.

If the person refuses to complete the screening form, assign screening code 21.

If the person partially completed the screening form but refused to finish, assign code 23. Remember to mark "uncertain eligibility/incomplete interview" at the end of the screening form.

Whenever you initiate a screening form, remember to transcribe the correct recruitment ID from the enumeration form onto the top of the screening form.

After finishing with the first person, ask to speak to the second person enumerated and go through the whole process again.

If at any time, the person asks you to call back later, assign temporary codes 1, 2, or 5 for that person.

If you call back and are unable to speak to the person, assign the appropriate temporary codes 3 (busy signal/no answer) or 4 (left message). 

If you make five attempts to contact the person and cannot do so, assign code 22. [Note: we are trying five times, not three, as stated in the code list.]

If you make five attempts to complete an incomplete screening form and cannot do so, assign code 23. 

REMEMBER:

Ultimately, all persons enumerated should have a final screening status code assigned to them. 

When the final screening code is 20 or 23, the final disposition at the end of the screening form (question 24) should also be selected.

3.2  Examination Guidelines


I.
MESA FIRST EXAMINATION GUIDELINES 

The first MESA examinations will be scheduled over a two-year period, beginning July 1999. The  examination will include several questionnaires, anthropometry, blood pressure measurement, ECG, ankle-arm ratio by Doppler, fasting blood and urine collections, carotid wall thickness and endothelial function by ultrasound, coronary calcium determination with EBCT or helical CT, and cardiac MRI. We estimate that the complete examination will require about six to eight hours. The examination may be performed on one day or over several days. However, every effort should be made to perform all the components of the examination within a four-week period. Clinics may vary the exam sequence to some degree, if needed; but the requirements listed below may not be altered.


1.
Questionnaires, anthropometry, blood pressure measurement, ECG, ankle-arm ratio, and fasting blood and urine collection should be performed before the cardiac CT and MRI.  This allows excluding subjects who are not eligible for participation. If a subject is found ineligible during the clinic examination, the examinations should be completed. At the conclusion of the exam, give the participant the results of the clinic examination and inform him/her (in a nice way) that he/she will not have the cardiac CT or MRI.
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2.
Anthropometry and blood collection should be performed while the participant is fasting. ECG should be performed while the participant is fasting, but, if the participant has eaten a snack, the ECG should be performed no less than 30 minutes after the snack. (If participant is not fasting, record date and time he/she last ate or drank.) BP measurement should be done before venipuncture.  Coronary CT, cardiac MRI, carotid ultrasound, ankle-arm ratio, questionnaires, and urine collection do not require fasting.

3.
Endothelial function should be done before or at least 30 minutes after venipuncture, while the participant is fasting or at least 90 minutes after ingesting a non-fatty meal. 


4.
Coronary CT, cardiac MRI, and carotid ultrasound may be done any time of the day and do not require fasting. 



5.
Blood drawing should be done after a 12-hour fast and before 12:00 noon. 


6.
A pregnancy test should be performed in all women of child-bearing potential within 48 hours of the  CT for coronary calcium. This could be done in the clinic or in the Radiology Department. 


II.
EXAMINATION ORDER

The following guidelines identify elements of clinic order.  Many elements are left to the discretion of the individual center.


1.
Anthropometry, blood pressure, and urine collection could be done immediately following the greeting and informed consent, and before venipuncture. These components may be done in any order, but the resting blood pressures should be obtained after the subject has been in the seated position for at least five minutes.  


2.
Venipuncture should be performed in the fasting state after blood pressure measurement. If a participant comes to the clinic non-fasting, perform exam components that do not require fasting, and schedule the participant for another clinic visit for fasting blood collection. 


3.
Questionnaires may be administered at any time during the examination. During the interviews make every effort to avoid distractions, ensure privacy, and maintain confidentiality.   Do not conduct interviews during the snack or in the waiting area in the clinic.


4.
Provide a snack after completing the blood draws and, if possible, the endothelial function. Alternatively, endothelial function may be performed 90 minutes after a non-fatty snack.


III.
INSTRUCTIONS TO PARTICIPANTS BEFORE THE CLINIC VISIT

Mail these instructions to the participant 10–14 days before the clinic visit and explain them over the telephone when you schedule the visit. If possible, make a reminder call to the participant the day before the clinic visit and reiterate the instructions. (If the participant is acutely ill—e.g. “flu” or bronchitis—when you make this reminder call, tell him/her not to come to the clinic. Arrange to contact him/her again to reschedule when he/she has recovered.) Before the examination, make sure the participants understand the following instructions.


1.
Participants must fast for at least 12 hours before the examination. This restriction applies to all food and beverages (except water), including alcohol. Instruct them to consume dinner at least 12 hours before their scheduled appointment at the clinic. Only water and prescription medications are allowed from dinner until the start of the examination the next morning. Diabetic patients should not take their hypoglycemic medications the morning of the clinic visit; they should bring the morning dose to the clinic to be taken after venipuncture.


2.
Participants should avoid heavy exercise during the 12 hours before the visit.  


3.
Participants should not smoke on the morning of the visit.


4.
Participants should bring all current medications, both prescription and over-the-counter, including vitamin preparations and dietary supplements, to the clinic. If the participant forgets to bring the medications, schedule another clinic visit to obtain this information or collect the information when the participant returns for imaging procedures.


5.
Participants should bring the name and complete address of their personal physician or health plan, particularly if they wish to have examination results sent to that provider.  


6.
Participants should wear or bring loose-fitting clothes, preferably t-shirt, sweat pants, and slip-on shoes or sneakers.

IV.
GUIDELINES FOR EXAMINATION OF DIABETIC PARTICIPANTS


1.
Diet-controlled diabetics must fast overnight and are treated the same as non-diabetics.  


2.
Diabetics taking oral hypoglycemic medications or insulin must fast overnight (unless a bedtime snack was prescribed by their physician) and to come to the clinic without taking their hypoglycemic medication. They should bring their morning medication dose with them to the clinic. Schedule all known diabetics taking oral hypoglycemic medications or insulin for examination as early as possible (before 9 a.m.). Draw fasting blood samples promptly on arrival at the clinic (after measuring blood pressure). Immediately following venipuncture, serve breakfast and instruct participants to take hypoglycemic medication as prescribed.


a.
Are you currently going through menopause? (This would generally be associated with signs such as irregular menstrual periods, hot flashes, insomnia, vaginal dryness.) 



If no, skip to question 18.



If yes or don’t know, answer the following, if applicable:


b. 
Date of last menstrual period (if less than 12 months ago)? Give two-digit month and four-digit year.


c. 
How many periods have you had in the last 12 months? Give number.



d. 
At what age did you go through menopause? Provide age of participant at the time of her last menstrual period.

e. 
Have you ever taken hormone replacement therapy?


If no, skip to question 18


If yes, answer the following:


f.
Are you currently using hormone replacement therapy?


If yes, at what age did you begin?



If no, answer the following:


(
At what ages did you start and stop taking hormones? Provide ages.


(
What type of therapy were you on? (Common estrogen-only preparations are Premarin or Estratab;  common estrogen+progestin regimen is Premarin plus Provera, Estratab plus Provera, Prempro, or Premphase.) Select “estrogen-only” or “estrogen+progestin.”


18. 
Do you ever get pain in either leg or buttock while walking? 



If yes, answer the following:

a. 
Does this pain ever begin when you are standing still or sitting? 


b. 
In what part of your leg or buttock do you feel the pain? Select “includes calf” or “does not include calf.”


c.
Do you have pain if you walk uphill or hurry?

d.
Do you have pain if you walk at an ordinary pace on the level? 


e.
Does the pain ever disappear while you are walking?

f.
What do you do if you have pain when you are walking? Select “stop or slow down” or “continue on.”


g.
What happens to the pain if you stand still? Select “relieved” or “not relieved.”



If relieved, how soon? Select “10 minutes or less” or “more than 10 minutes.”


h.
Is this pain predominantly in the right side, left side, or in both legs? Select one.


19.
Have you ever had swelling (“edema”) of your feet or ankles? For women, exclude edema during pregnancy. When the swollen extremity is pressed with a finger, an imprint or pit remains temporarily.  



If yes, answer the following:


a.
Did it tend to come on during the day and go down overnight? 

20.
Have you had to sleep on two or more pillows to help you breathe? Some people may have to sleep in a chair to assist breathing; count this instance as “yes.”


21. 
Have you been awakened at night by trouble breathing?

22. 
In the past two weeks, have you had any of the following: This question is asked to determine if the participant has had some type of inflammatory condition. Select all that apply.


a.
Fever



b. 
Cold, flu, or sore throat


c.
Urinary infection (also called “bladder infection”)


d.
Seasonal allergy, such as hayfever 


e.
Bronchitis


f.
 Sinus infection or sinusitis


g. 
Pneumonia 


h.
Gums bleeding while brushing or flossing (include “periodontal disease” and “gingivitis”)


i.
Tooth infection requiring antibiotics and/or root canal


j.
Flare-up of gout


k.
Flare-up of arthritis


23.
Approximately how many times have you been treated with antibiotics in the past year? Estimate number of times or select “none.” If the participant has been on daily antibiotics for an extended period, record “99” and make comment.


24. 
Approximately how many times have you been treated with antibiotics in the last 5 years? Estimate the number of times or select “don’t know.” If the participant has been on daily antibiotics for an extended



questionnaire, it is extremely important to give participants a clear, positive introduction and explanation of the questionnaire. Keep the instructions and explanation simple! Do not overwhelm the participant with too much detail; the entire explanation should take approximately 10 minutes.


3.2
Form Preparation

The form will be printed using Teleform, as part of the complete clinic form packet for each participant. Both food frequency and nutritional supplements sections must be from the same version of the Diet Assessment Form—i.e., both section must be in the same language.

3.2.1
Enter the Visit Date and the Acrostic on page 1 and page 18 (the first page of the vitamin section).


3.2.2
Staple pages 1–17 (the food frequency section) together before giving to the participant. Be careful not to staple on or very close to the squares located on the corners of the form. 


3.2.3
The “Vitamins, Minerals, Other Nutritional Supplements” section (pages 18–21) will be completed at the time of the Medication Inventory. This section of the form is not self-administered.

3.3
General Instructions for Participants

3.3.1
Inform participants that we are interested in their overall pattern of eating for the past year. If they are concerned about not remembering what they ate, acknowledge their concerns and encourage them to recall to the best of their ability.


3.3.2
Show the participants the first page of the questionnaire.  Encourage the participants to complete the questionnaire without a lot of distractions. However, if participants become fatigued, they can feel free to take a break. (Avoid excessive discontinuous completion of the form—this will hurt the quality of the information.)


3.3.3
Inform the participants that they may work on the questionnaire while waiting in the clinic and return the completed questionnaire to the clinic, or they may take it home to complete and mail back to the clinic using the stamped, addressed envelope that you can provide for them. Be sure to provide a stamped envelope. (Note: The place of form completion is a clinic- and potentially a participant-specific decision.)


3.3.4
Let the participants know whom they should call if they have any questions and how to contact that person.


3.3.5
Let the participants know by what date they should return the completed questionnaire.


3.4
Specific Form Completion Instructions for Participants


3.4.1
Go over the questions at the top of page two and have participants answer these questions in your presence.


3.4.2
Go over the example on page two. Read through and point out (with a pencil) the specific possible responses for frequency and serving size. Point out that the frequency choices are abbreviated on the following pages and encourage participants to refer back to the example if needed.  


3.4.3
Explain to participants that a “small” serving size indicates that they eat a little of the food, compared to others of the same age and sex; that a “medium” serving size indicates that they eat an average amount of the food, compared to others of the same age and sex; and that a “large” serving size indicates that they eat a lot of the food compared to others of the same age and sex.


3.4.4
Encourage participants to be careful to mark the appropriate bubble and to fill in the bubbles completely using the pencil provided. (The Diet Assessment Center will send mechanical pencils to the clinics for the participants to use to complete the questionnaire.)


3.4.5
To get participants oriented to the form, tell them that the items are grouped by type of food (e.g., fruits, vegetables, meats).  Point out that some of the foods may be unfamiliar to participants, because of the inclusion of an ethnically diverse study population.


3.4.6
Remind participants to include foods eaten at home and away from home. Remind them to include both meals and snacks.


3.4.7
Emphasize that no line should remain blank.  Participants should select “Rare or Never” rather than simply skip foods they rarely or never eat.  


3.4.8
Tell participants that if they don’t eat a particular food they may leave the serving size (but not the frequency) blank.

3.8  Ultrasound

MESA Ultrasound Reading Center Procedures

The MESA Ultrasound Reading Center is responsible for four protocols—three ultrasound and the arterial pulse wave. The ultrasound protocols are


(
Brachial Artery Vasodilatation-Endothelial Function


(
Carotid Distensibility


(
Carotid IMT

Reporting Findings of Concern

If an ultrasound technician notes something of concern during the exam, the field center should notify Dr. Daniel O’Leary (617-636-8050 or Daniel.oleary@es.nemc.org) at the Ultrasound Reading Center to request an expedited review of the ultrasound. Technicians should not request an “in-house” reading, as this is a breech of the MESA protocol.
Standardization and Probe Frequency

MESA ultrasound scans will all be performed with GE Logiq 700 ultrasound machines using ML probes. The probe operates at two different frequencies: 9 and 13 MHz. Images of the brachial artery and common carotid are captured at 9 MHz, and the internal carotid images are captured at 13 MHz. Pulse Wave Doppler measures are not affected by the probe frequency setting. When making Pulse Wave Doppler measurements, the probe frequency can remain set at the frequency that makes the execution of the protocol most efficient.

Data Transmission 

Ultrasound scans are recorded to Super VHS videotape and sent to the Ultrasound Reading Center for analysis. Field Centers send tapes to the Reading Center every Thursday. Two separate tapes are used, one for both Brachial Artery Endothelial Function and Carotid Distensibility scans and the other for Carotid IMT scans. The separate tapes are used, because Endothelial Function and Carotid Distensibility analysis involves the capture of video loops, whereas Carotid IMT analysis involves static images. Since the Brachial Artery Endothelial Function and the carotid scanning are done at separate clinical sites at Columbia University (MESA Field Center 4) this field center uses three separated videotapes.

Suggested Order of Exams

Because of dietary constraints imposed by the Brachial Artery Endothelial Function exam, and in the interest of minimizing MESA participant burden, the URC suggests that the ultrasound protocols be performed in the following order:

1. Brachial Artery Vasodilatation-Endothelial Function 

2. Carotid Distensibility

3. Carotid IMT

4. Arterial Pulse Wave

Conducting the scans in this order will permit the participant to have a snack as soon as the Brachial Artery Endothelial Function exam is complete and will permit the sonographer to skip a baseline blood pressure measurement in the Carotid Distensibility protocol. When Brachial Artery Endothelial Function is immediately followed by Carotid Distensibility, the sonographer can transcribe the blood pressure measures from Item #15 on the Ultrasound Endothelial Function form to Item #3 of the Ultrasound Distensibility form.

Forms

There are six different forms that the MESA sonographers will be using. Two are videotape log sheets, and the other four are protocol specific—one for each of the MESA Ultrasound protocols.

Log sheets

(
Carotid IMT Videotape Log Sheet


(
Brachial Artery Endothelial Function and Carotid Distensibility Videotape Log Sheet

MESA Case Report Forms

(
MESA Ultrasound Endothelial Function


(
MESA Ultrasound Distensibility 


(
MESA Ultrasound IMT


(
MESA Arterial Pulse Wave

A videotape log sheet, which can consist of more than one page, is the reader’s guide to the scans that are recorded on the videotape. It is sent to the Ultrasound Reading Center with the videotape. Photocopy the log sheets before sending them.

MESA ultrasound protocol-specific forms are completed for each participant for each protocol. These forms are scanned into the MESA database at the field center. Do not send these forms to the Ultrasound Reading Center. 
Ultrasound Videotape Log Sheets and Labels

A videotape log sheet is to a MESA ultrasound videotape what a table of contents is to a book. Just as it is impossible to find out what is in a book without a table of contents, it is also impossible to determine what is on the tape and to analyze it without a log sheet. The process is simply much more efficient with the log sheet.

Matching numbered labels for both the log sheets and videotapes have been provided to facilitate the long-term organization of MESA ultrasound data. A new log sheet is started for each new videotape. Label each new videotape and log sheet with matching labels before scanning. If more than 10 participants will be recorded on videotape, attach a second page and continue. 

Though most of the entries to the Videotape Log Sheet are self-explanatory, take the time to review the details below. It is important to check subject IDs and to write legibly. Transposition errors can be difficult to catch after the participant has left the scanning area.

VCR Start Time

The one item on the log sheet that can cause confusion is the “VCR Start Time.” The “VCR Start Time” recorded on the log sheet is analogous to the page numbers in a table of contents. Without the “VCR Start Time,” finding a study on a videotape can be very difficult and time consuming.

General Guidelines for “VCR Start Time” 

1. Start each new tape with the counter set at 0:00

2. At the end of each study mark down the VCR counter time of the study just completed as the "VCR Start Time" for the next study on the log sheet.

3. If the next scan is immediately consecutive and on the same videotape, great. Start the next scan and when it is complete, mark down the VCR counter time as the "VCR Start Time" for the next study.

4. If the scans are not consecutive, there are two options:

Option A (more efficient)


1.
Don't rewind the videotape, or, if you have reviewed, have it queued up (ready) at the end of the last recorded scan.


2.
Re-set the VCR counter to 0:00. 


3.
Videotape the new study. 


4.
When the scan is completed, jot down the time displayed on the VCR counter. Add it to the “VCR Start Time” of the scan just completed.


5.
Write the result in the “VCR Start Time” space of the next scan.

Option B 


1.
Rewind the tape


2.
Reset the VCR Counter to 0:00. 


3.
Fast-forward to the end of the last study. 


4.
The VCR counter should now display at time within seconds of the time written in as the "VCR Start Time" on the log sheet. 


5.
Videotape the new study. 


6.
When the scan is completed, record the VCR counter time at the end of the study just completed as the "VCR Start Time" of the next study.

Videotape Log Sheet Details

	Item
	Description

	Scan Date


	Date scan is performed

	Protocol

Carotid Distensibility and Brachial Endo Function log sheet only
	Indicate protocol with a check mark or an “X”

	Subject ID


	Participant’s MESA ID

	Plaque Location

Carotid IMT log sheet only
	If there is (are) plaque(s), indicate the location(s) by circling the appropriate acronym. 

RB = right bulb        RICA = right internal carotid 

LB = left bulb           LICA = left internal carotid

	VCR Start Time
	VCR Counter time, not the time of day. Start new videotapes at 0:00. Re-set the VCR counter if necessary.

	Sonog ID


	Sonographer’s MESA Technician ID

	Comments
	This space has been provided for general comments regarding each scan. Note any significant findings, including plaque, wall thickening, or difficulties encountered in trying to obtain good images. This section of the log sheet is invaluable to the ultrasound Reader, who must rely on the sonographer to communicate what is seen.


Sample Brachial Artery and Carotid Distensibility Log Sheet

The Brachial Artery and Carotid Distensibility protocols use the same Log Sheet because they are recorded on the same videotape. 

	
	Scan Date
	Protocol
	Subject ID
	VCR Start Time
	Sonog.

ID
	Comments

	1.
	6/13/2000
	· Distensibility

· Brachial End Fcn
	3561248
	0:00
	319
	

	2.
	6/21/2000
	· Distensibility

· Brachial End Fcn
	3478912
	2:50
	319
	

	3.
	6/21/2000
	· Distensibility

· Brachial End Fcn
	3625444
	3.55
	317
	


from the scanning site.


IV.
Completing the CT Completion Form


1.
The CT Completion form must be filled out by either the CT technologist or the attending Field Center staff member.  If the Field Center staff member completes the form, he/she will need to get information from the CT technologist before leaving the scan area.  The form will be taken back to the clinic and scanned into the computer along with the other forms.



Note:  A “clinic weight” field has been added to the CT Completion Form. Record current clinic weight—not self-reported weight—in this field and enter clinic weight into the CT machine prior to performing the scan.

1.1
Question 1:  Results of CT scan.


(
Complete:  Select this response if the scan was complete or partially complete and a file containing the scan data will be sent to the CT Reading Center.


(
Incomplete:  Select this response if the scan was only partially completed due to a technical or participant problem.  


(
If Incomplete is selected, indicate whether a file containing this exam information will be sent to the Reading Center. If the scan was Complete or Not Done, leave this question blank.


(
Not Done:  Select this response if the scan was not even started, due to a technical or participant problem.  


(
If Incomplete or Not Done is selected, indicate the reason the scan was not completed.  If the scan was complete, leave this question blank.


1.2
Question 2 is a comments section.



V.
Reading Center Alerts 

The Reading Center will review all scans within two weeks and will indicate any alerts.  A cardiologist or radiologist investigator will review all scans and will identify eventual alerts.  The investigator will telephone the CT investigator at the field site and the coordinating center and will write a letter (see CT Manual of Operations) with copies to both. Pathological findings constituting alerts will include pulmonary infiltrates, pericardial or pleural effusions, tumors, dilatation of the aorta greater than 4 cm and pathological rib fractures.

Section 6  Data Management

6.1 Overview

The MESA data entry and management system has several components.  This section will provide an overview of each component.  The next section provides general instructions for completing paper forms that will be scanned, the third section gives specific instructions for entering and verifying scanned forms, and the fourth section explains how to use the Sampling database, and the last section explains how to do various data management and tracking functions.

There are four main icons on your desktop that will be used for accessing the MESA data system:  


TELEform Reader 


TELEform Verifier 


Sample Database


MESA Data Management

You will click on the TELEform Reader icon when you want to scan forms into the database.  (See Section 6.3.1) You will click on the TELEform Verifier icon when you want to verify previously scanned forms.  (See Section 6.3.2.)

You will click on the Sampling database when you want to create new samples, prepare address files for address labels and for mail merges for participant letters.  (See Section 6.4)  This database will also be used to enter the contact status for each sampled household, and to produce reports showing contact status for selected households.  This database is set up so that each record represents a household.  No information on individuals within households in available in this database.

The “MESA – Data Management” icon contains all components of the MESA data tracking system.  In this database, each record represents an individual person.  Contained in this system are procedures for printing forms, entering recruitment status, checking information about individuals, and creating reports.  This system also contains procedures for transmitting data to the Coordinating Center and for performing data backups.  (See Section 6.5.)

6.2 General Instructions for Completing Paper Forms that will be Scanned


Scanned forms are a fast and efficient way to enter data into a computer system, but it is important to complete the forms in a careful manner, with an understanding of how the scanning system operates.  This will ensure that the forms are correctly interpreted by the TELEform system.

Using a dark pen is recommended.  TELEform’s “User Guide” recommends a fine felt tip pen because “a fine felt tip works best because it leaves solid line segments.  

Some ball-point pens create broken line segments that introduce greater possibility or recognition error”.  A mechanical pencil using 2B or softer lead will also work, though it is very important make sure enough pressure is applied using one so that the marks are solid and dark. 




A majority of the questions on the paper forms have option bubbles as valid responses (i.e. 0-No, 1-Yes, 9-Unknown).  Even though TELEform will usually recognize a partially filled in bubble (see Figure 2.1), completely filling it in is strongly recommended because doing so greatly reduces the chance that TELEform will not correctly sense an option was selected. If a question with bubble options is completed when it should have been left blank, the reviewer should mark through multiple bubbles for that question. This will cause the question to come up for verification and allow the correction to be made. If the reviewer just crosses out the incorrectly marked bubble, the verifier will still interpret that bubble as the correct response.

In any response area that accepts numeric or text entry, each number or letter should be entered neatly and should avoid touching the edges of the response boxes or comb-style fields (see Figure 2.2).  If a character is touching an edge, TELEform should still be able to recognize it, but in some cases, TELEform will not correctly recognize the character and will require that the operator verify the response.  All alphabetic characters should be entered in UPPERCASE LETTERS. See Appendix I, “Handwriting Examples for Teleform,” for examples of specific handwriting problems and how they were interpreted by Teleform.  Also included are examples of good handwriting of numbers and letters.
All dates should be entered in the format MM/DD/YYYY (note the four digit year) with no missing month, day, or year portion (“12/  /1999” would not be acceptable), and all times should be entered in the format HH:MM A/P with no missing hour, minute, or time of day portion.  Refer to Figure 2.2 for examples of valid date and time responses.

Responses entered using a mechanical pencil (with 2B or softer lead), can be changed by thoroughly erasing the prior response and then entering in the correct response.  If you make a mistake when writing in a response with a pen, cross out the incorrect response and enter the correct one, though this will force the TELEform operator to correct the response during verification.  Don’t use correction fluids like “Liquid Paper” because using such products may potentially dirty the roller on the document feeder or contact glass on the scanner.  

6.3 Entering and Verifying Data

6.3.1  Using The Scanner And TELEform Reader To Enter Data
Make sure the scanner is on before turning the computer on.  This is necessary because the scanner is a SCSI (Small Computer System Interface) device and SCSI devices are not recognized if they are disconnected or off during the initial boot-up phase.  Once the computer is on, you can turn off the scanner and turn it back on later, but if the computer is ever turned off and back on (or re-booted), make sure the scanner is on first.


To use the scanner for Events data entry, TELEform-Reader must be started by clicking on the icon on your desktop.  Once it is running, do the following:

· Look for pages that are physically damaged or have corners turned up, double check the forms for missing pages, and make sure all the pages are facing up

· Place the forms face up on the document table and push the stack gently towards the rear of the table so that the all the pages are under the two white plastic flaps

· TELEform-Reader periodically checks the document table on the scanner and so within a few seconds, the scanner will start scanning the pages automatically

· When all the pages have been scanned and returned to the exit table, remove the pages from the scanner

· Repeat the above steps until all the forms have been scanned

The document table only holds about a half inch stack of pages and so if you have more forms than will fit at one time, split up the stack (making sure that you don’t split up a form) and scan in smaller batches.  


Important:

Each page has corner marks that must be unobstructed for TELEform to properly interpret the page; TELEform uses these marks to determine the relative locations of the data-entry areas.  An identification number that appears at the lower left hand corner of the form also needs to be visible.  Check all the pages to make sure there are no folded corners or extraneous marks or smudges that hide any of the corner marks or the identification number.  

If a page is too badly damaged or is illegible, it may be better to just reprint the entire form and transfer the information on the damaged page to the new page; this new page can then replace the bad one.

6.3.2 Evaluating (or “Verifying”) Forms

TELEform-Reader, shown in Figure 2.4, processes the scanned images unattended; after all the forms have been fed through the scanner, you simply wait until TELEform-Reader finishes the evaluations.  If the scanned image(s) is recognized as a form defined in TELEform, TELEform-Reader interprets the contents in each response area and flags for review those values that are illegible.  A value that is set as invalid because of a validation script, range violation, or any other reason is flagged for review.  TELEform-Reader also checks if the correct number of pages were scanned for a particular form.

You can check TELEform-Reader’s progress by looking at the lower left corner of the program’s window for a message in the form of “Evaluating page x of n”, where x is the current page being evaluated and n is the total number of pages that were scanned and need to be evaluated.  When the last scanned images have been evaluated (the message “Idle” will be displayed in the lower left corner), you can proceed to the verifying phase of data entry.


6.3.2.1 List of scanned images and status of each image

After TELEform-Reader has finished evaluating all the forms, start TELEform-Verifier is it is not already running.   Look at the “Image Management Dialog” window within TELEform-Verifier () shown in Figure 2.5 and confirm that all the forms have been evaluated by checking if all the forms are listed here.  Although the information in the dialog window is updated regularly, you may need to press the button “Reload” to get the most recent information displayed.

In the lower left corner of the dialog window, is a section labeled “Forms”; this section lists the names of all forms for which the images of the scanned pages have been evaluated and are currently stored.  If a form name is listed, then there are one or more forms of that type that need to be verified.   When you click a form name, the “Stored Images” box will have a list of all the forms of that type and will display for each form the date that it was scanned and its current status.

A status of “Needs Review” means that the form needs to be verified because of invalid or illegible responses.  Note that some forms have been set up so that there is one or more fields that will always need to be reviewed, and so a form could have a status of “Needs Review” after the evaluation process even if there are no invalid or illegible responses on that form.  In any case, click a form listed in the “Stored Images” box to verify it. 

If a form is missing one or more pages, the status “Missing pages” will be shown.  This happens if a form was scanned without one or more pages, or if the pages of a form were separated by other forms in a stack of forms and were scanned.

If TELEform Reader was unable to determine to which form a particular page belongs, such pages will be listed in the “Forms” section as a “NONFORM”.  This could occur for several different reasons: 

· A page was placed on the scanner tray face down and the backside of the page was scanned.

· One or more of the four reference marks or the form’s identification number on a form page was obscured in some way.

· A form that was not a TELEform form was scanned.

If there are any “NONFORMS” listed, you can view one of these unrecognized forms by opening it (double clicking on the form).  After you have determined which page (or pages) were not recognized you can remove the image of the unrecognized form from memory by choosing “File” and then “Delete”.

Sometimes when a “NONFORM” is listed, a recognized form may have a status “Missing Pages”.  When this occurs, determine if the unrecognized pages belong to the form with missing pages, and if so, remove that recognized form’s image (File:Delete menu option) and rescan the entire form if the problem with the unrecognized pages can be fixed in some way;  for example, a folded page that was not initially recognized can be straightened out and rescanned with the other pages of the form.

6.3.2.2 Making corrections

To make corrections or review a scanned form, select a form that is listed in the section “Stored Images” and click the “Correct” button - double clicking on the form will accomplish the same thing.  A window will open allowing you to view and verify a form
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Questions people might ask about the clinic examination, and some sample responses:





	(	I can’t help you because I’ve never had heart problems.


		“Because we need to look more closely at risk factors for heart disease, we are very interested in people who do not have heart disease.”





	( 	What do I get out of the study?


		“There are several ways in which you might benefit from this study. You will receive, at absolutely no cost to you, a state-of-the-art medical examination. This exam would be very expensive if it were not part of this study. It is possible that we could find a medical condition that you were not aware of. If we did, you would be able to get treatment from your own doctor, if you so desired. You will also have the opportunity to participate in an important national heart study.”





	(	What is involved in the clinic examination?


		“We will be doing a number of tests, some of which you may have had before. We will check your height, weight, and blood pressure. We will also ask you a series of questions about your life and health and about your family history. We will do an “EKG,” which is a routine test of your heart function, and an ultrasound examination of the arteries in your head and neck. Ultrasound involves putting a microphone-like device on your skin—one that uses sound waves to detect whether there is hardening of the arteries. We will also draw some blood to measure the levels of substances such as cholesterol and blood sugar.”





	(	I don’t like to have blood drawn!


		“I can understand that. Many people do not like to have their blood drawn. But we have very specially trained personnel and we use small needles to make it easier.  The blood tests are very important parts of the study and are needed to compare with other study results.”








Questions people might ask about why you want the names and personal information of people living in their house, and a sample response:





	(	Why do you need the names of the people in my family?





“We are trying to find out how many people in your community are between ages 45 and 84. This is the age range of study participants. We will then see who among them might be interested in participating in this study.”
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Questions people might ask about household enumeration, and some sample responses:	





	(	Why do you want to know about everyone who lives here?


		“The study is for people who are between the ages of 45 and 84. Some of your other household members may also be interested in the study.”





















































