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SECTION 1: OVERVIEW OF EXAM 6 COMPONENTS AND CLINIC EQUIPMENT
1.1 MESA Exam 6 Home Visit Overview

The home visit was approved by the Steering Committee for the purpose of enhancing the retention rates in Exam 6 and to provide an additional way to help keep participants connected to MESA.
As we continue on, keep the above in mind when you perform the procedures on those gracious and willing participants. The ultimate value of this study depends on you and on the quality of the data that you collect.
1.1.1. Purpose and Objectives

The purpose and objectives of the MESA Exam 6, as well as center descriptions, are described in detail in the main Exam 6 Manual of Operations.
1.1.2. How to use this manual

This manual contains step-by-step instructions for completing all of the Exam 6 components to be performed in the home. Many of the steps and procedures are the same as in the clinic exam; thus where appropriate the main manual of operation may also be consulted.
You should carefully study all sections that relate to procedures that you will be performing, and you should keep this manual handy as a reference. If you have questions about anything in the manual, please direct them to your Study Coordinator. 
1.2 Supplies and Equipment

Many supplies and equipment needed for the home visit are the same as those used in the clinic exams. The following supplies and equipment should be transported to the home:
1.2.1 Exam Equipment & Supplies 

· Consent forms (and participant folders/files)
· Paper forms for all procedures (language specific)
· Pencils, pens

· Stopwatch

· Mailing materials and documents (in case questionnaires must be left to be completed & mailed to clinic)

· Power adapters (3-prong ► 2-prong)
· Blank Exit Summary letters

· Dinamap( automated blood pressure device (Dinamap Monitor Pro 100(, which includes printer paper, power cable, and power converter)
· Blood pressure cuffs in a variety of sizes (Dura-cuf Adult Assortment Pack( [#2699])
· Measuring tape (for arm circumference)

· Watch or stopwatch (to time five-minute rest and resting heart rate)

· Copy of Critikon( chart for choosing correct BP cuff size

· Carpenter’s square or other straight edge
· 12” 30°/60°/90° triangle
· Pencil (No. 1 or No. 2 preferred)

· Metal measuring tape

· SECA 815 Elegantia digital floor scale

· Germicidal cleanser and wipes

· Pulse Oximeter

· Medication bags

1.2.2 Phlebotomy Supplies 

· Clean lab coats (or disposable) and gloves

· Antiseptic gel or foam (for technician hand cleaning in the absence of soap and water)
· Basin (just in case)
· Washcloths/Towels

· Smelling salts

· Lab mats and wipes

· 10% bleach solution or approved biohazard disinfectant

· Plastic tray with compartments for phlebotomy supplies

· Butterfly needles (21 G) with luer adapter  (BD #367281)

· Vacutainer barrels

· Tourniquets

· Alcohol prep pads

· Gauze pads (2x2)

· Surgical tape - paper tape (easier on participants)

· Band-Aids

· Blood tube rack
· Ice bucket – Possible makeshift ice bucket could be a Styro, plastic cup, or other lidded container, partially filled with wet ice or cold packs
· Stopwatch or timer
· Scissors

· Pens
· Needle/sharps container
· Biohazard waste bag/container
· Spill / leak-proof containers for transportation of samples back to the clinic
· MESA Blood collection tubes (keep extras on hand): 
· MESA Classic (Core) collection (all sites):

· 2 – 10 mL Serum tubes (BD #367820)

· 2 – 10 mL EDTA tubes (BD #366643)

· 1 – 2.5 mL PAXgene RNA tubes (BD #762165)

· MESA Epigenetics collection (Wake, Col, JHU, Minn):

· 4 – 8 mL cell preparation tubes (CPT)

· 1 – 4 mL EDTA tubes

· MESA participant labels

· MESA 6 study forms (paper copies)

· Clinic Reception

· Phlebotomy
Please note that this list of phlebotomy Supplies and Equipment are suggestions based on IATA regulations. The lab can work with individual sites to assist in compliance for safe transport of blood samples as needed.
SECTION 2: OVERVIEW OF EXAM 6 HOME VISIT COMPONENTS 

2.1 Summary of Exam 6 home visit components 
The components below are able to be conducted at a home visit. If feasible, the participant can also be invited to come to the clinic after the home visit for scanning and/or other procedures that are not possible during a home visit.
2.1.1 Procedures
1. Anthropometry 

2. Seated Blood Pressure 
3. Phlebotomy
4. Questionnaires (medical history, personal history, medications)
2.1.2 Forms 
2.1.2.1
Clinic Examination Data Forms and Questionnaire
1. Clinic Reception 

2. Clinic Check-off Sheet

3. Anthropometry 
4. Seated Blood Pressure 
5. Phlebotomy
6. Personal History 

7. Medical History 

8. Medications 

2.1.2.2 Reading Center Completion Forms
1. Phlebotomy Completion 
2. Lab Processing 
SECTION 3: CLINIC QUESTIONNAIRES & EXAMINATION SEQ CHAPTER \h \r 1
3.1 Pre-Exam Activities

3.1.1 Preparatory Activities Prior to Home Visit
Participants due to have an Exam 6 home visit should be contacted at minimum one week prior to the planned appointment date. During this contact, the Nineteenth Follow-up Phone interview will be completed (see section 7 of the main Manual of Operations), and an Exam 6 appointment scheduled. In some cases, the exam appointment may be scheduled by a different person during a separate call.
Preparatory steps prior to home visits are described in Sections 3.1.2 - 3.1.5 below. 

3.1.2 Calendars, Reports, and Forms

3.1.2.1
The clinic manager should review the home visits scheduled for the following day and check that the necessary materials and equipment are packed and ready.
3.1.2.2
For each participant scheduled for the following day, print the Contact History Sheet and the Participant Data Report and have his/her most recent Surveillance Phone Call forms available. These materials should be reviewed for completeness prior to going to the home, and any missing information should be noted and obtained.
3.1.2.3
Print ID/Acrostic labels for all paper forms to be used (they will not be pre-printed with this information). 
3.1.2.4
Assemble a set of Exam 6 forms for each participant scheduled. Affix ID/Acrostic labels to forms (or carefully hand-write if labels not available). For each participant, gather all the forms required for a visit, including the informed consent and medical release, and place into the participant’s binder. Make sure his/her ID matches the binder. 

3.1.3 Supplies and Equipment

3.1.3.1
Set up vacutainer and aliquoting tubes for the basic Exam 6 visit on the racks and attach the pre-printed labels to all the tubes. Leave the labeled cryovials at the clinic where they will be ready for processing when the blood samples arrive.
3.1.4 Staffing

3.1.4.1
At least two clinic staff should go to the participant homes to perform the home visit. 
3.1.4.2
If staffing permits, a third person could go to the home in a separate vehicle and return to the clinic with the blood samples as soon as they are collected.
3.1.5 Instruction to Participants before the Clinic Visit 

Mail instructions to the participant 7–10 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, reschedule the visit for another day. Arrange to contact him/her again to reschedule when he/she has recovered.) Before the examination, make sure the participant understands the following instructions.

1. If possible, participants should fast (except water) for at least 12 hours before the examination. Instruct them to consume dinner at least 12 hours before their scheduled appointment. Only water and prescription medications should be consumed from dinner until the start of the examination the next morning. 

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 have on hand all current medications, both prescription and over-the-counter, including vitamin preparations, dietary supplements, injectable medicines such as insulin, inhalers, patches, and herbal remedies.
5. Participants should have on hand the name and complete address of their personal physician or health plan, particularly if they wish to have examination results sent to that provider. They should also have available the current contact information for proxies and contact people.
3.2 MESA Exam 6 Guidelines
3.2.1 Examination Guidelines
The MESA Exam 6 is currently scheduled to end May 31, 2018. The examination will include the questionnaires and procedures (i.e., anthropometry, blood pressure measurement, fasting blood collections, etc.) that can reasonably be performed in the home. Some participants may be selected for MRI, CT, spirometry, and/or ultrasound; if reasonable, invite such participants to the clinic for a scanning appointment. Ideally, the home visit will not significantly exceed three hours.
1. Anthropometry and blood collection should be performed while the participant is fasting. (If participant is not fasting, record date and time he/she last ate or drank.) Blood pressure measurement should be done before venipuncture. Questionnaires do not require fasting.
2. If possible, blood drawing should be done after a 12-hour fast and before 12:00 noon. 

3. For the home visit, there is some flexibility in fasting time and timing of the blood draw. Inability to fast until the scheduled home visit does not exclude a participant from performing the exam components. 
3.2.2 Examination Order
Guidelines for clinic order are listed below. Many elements are left to the discretion of the individual field center. 

1. Anthropometry and blood pressure should be done immediately following the greeting and informed consent, and before venipuncture.

2. Resting blood pressures should be obtained after the subject has been in the seated position for at least five minutes. 
3. Venipuncture should be performed in the fasting state (if possible) after blood pressure measurement. If a participant is non-fasting, proceed with the blood draw and record time last ate or drank on the Phlebotomy Form. 

4. Questionnaires and other exam procedures may be administered at any time during the examination. During the interviews, make every effort to avoid distractions, ensure privacy, and maintain confidentiality for the participant. 

3.2.3 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 wait to take their morning hypoglycemic medication until after the blood draw. 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, allow participant to eat breakfast and instruct him or her to take hypoglycemic medication as prescribed. 
3.3 Consent, Clinic Reception, & Clinic Check Off List
3.3.1 Check-in/Consent (Clinic Reception)

I. 
Purpose

The Consent process is the means by which important information is collected as soon as the clinic staff arrive at the participant’s home. The participant’s consent status is recorded on paper and then entered into the consent screen upon returning to the clinic. Refer to the Exam 6 Clinic Exam MOP for specific details about entering the information into the computer. 

II.
Methods

· Bring two copies of the informed consent form to the visit.

· Instruct the participant to read the informed consent document carefully, answer the questions at the end, and sign it (see section on informed consent). 
· Return the signed consent form to the field center and leave the unsigned form with the participant 
· Ask the participant if he/she has any questions. After you have answered any questions, he/she may change clothes if not already wearing appropriate light clothing.
3.3.2 Clinic Check Off List 

I. 
Purpose

The Clinic Check off List is provided to check off procedures as they are completed and write additional notes if desired. 
II.
Methods

A. General Instructions
1.1 Refer to the Exam 6 Clinic Exam MOP for specific details about selecting forms and entering the information into the computer. 

1.2 Write the blood pressure and anthropometry results in the Exit Report template and give to participant.

B. Specific Instructions for Using the Clinic Check Off List
1.1 Record start and end times for each procedure and write any desired comments. 

1.2 When the participant has finished the exam, check the list of forms to be sure all are complete. If there are forms or procedures remaining, you may wish to schedule a second visit to complete the exam.
3.4 Interviews - Questionnaires

3.4.1 Interviewing Guidelines and Techniques

I.
GENERAL INTERVIEW INFORMATION

Interviewer bias is any preference or inclination that creates a systematic difference between responses obtained by different interviewers. It can be affected by:

(
Respondent's perception of the interviewer and his/her reaction to that

(
Interviewer's perception of the respondent and his/her reaction to that

Characteristics of a good interview
· The interviewer creates a friendly, but businesslike atmosphere.

· The respondent is at ease. Keep these factors in mind:

· The respondent may view a female interviewer as less threatening.

· The respondent may view a much older interviewer as judgmental.

· The respondent may view a much younger interviewer as inexperienced

· The interviewer obtains the answer to the question that is asked by proper use of probes and repeating a question rather than interpreting it.

· The interviewer obtains clarification of confusing answers.

· The interviewer gives only neutral responses to the respondent's answers.
· The interviewer accurately records responses.

Specific skills required for interviewers
· The ability to ask questions at the correct pace and in a conversational tone.

· A thorough knowledge of the questions and response categories (this will keep the interview flowing smoothly).
· Knowledge of how and when to use probes.
· The ability to think as an interviewer and to temporarily put aside other roles (e.g., researcher, health care provider).
· The ability to maintain a positive attitude about the interview (this lets the respondent know that the interview is important).
· The ability to keep some level of control over the interview process (e.g., by rewarding the respondent for answering questions but not for other behavior).

II.
INTERVIEWING TECHNIQUES

Standardized Interviewing Technique
· MESA is a collaborative study being conducted through six field centers located throughout the United States. In order to produce data that can be considered collaborative, MESA study designers must develop and use standardized approaches to train interviewers and collect information about participants. Standardization is achieved by using scripts in training, training supervisors centrally, establishing qualifications for supervisors, reviewing collected data, taping and reviewing interviews, and, finally, observing interviewers in the field. 

· Although interviews are conducted in the home instead of the clinic, every effort should be made to provide a similar experience to that of a clinic interview.
III.
The INTERVIew

All interviews should be tape recorded for quality control purposes if the participant is willing to allow it.

The following procedures are recommended for a successful interview:

· Prior to the visit prepare all materials (e.g., appropriate report, identification, stamped-self-addressed envelopes) that will be necessary for the interview.

· Find an area where both you and the participant can talk with minimal distractions.

· Make sure that the participant understands the questions and that you are interpreting the responses accurately. Do this by restating what you think the participant is telling you. At the same time, be careful not to impose your interpretations on the interview questions or the participant's comments.

· Convey your interest in the participant’s thoughts and feelings, but do your best to keep him/her focused on the interview questions. When the participant strays from a question, try to use what he/she is saying to redirect the conversation back to the interview questions. Give positive reinforcement for direct answers. If necessary, set time limits at the outset of the interview to encourage the participant to stay on track.

· Participants may try to convince you to answer certain questions for them. Let the participants know that you are interested in their answers.

· Be aware of any hearing and vision impairments and their effects on the participant's understanding of the interview questions. If necessary, read the interview questions to participants who have visual impairments or limited reading ability.

· Encourage, but do not force, participants to answer to all questions.

If non-participants are present during the visit, address the participant directly and do not encourage conversation with other parties. If necessary, ask that you and the participant be left alone for a brief time to complete the questionnaire. This may be particularly relevant to the home visit environment.
· Be able to adapt to interruptions. Let the participant know that you are willing to continue the interview after the interruptions are completed. 

· Make the interview a positive experience for the participant. React favorably to answers and give compliments, when appropriate.

3.4.2 Participant Tracking 

I.
Purpose

The Tracking Form is an update of information collected during previous surveillance interviews. It allows us to collect information (name, address, telephone number, and email address) on the participant, his/her health care provider(s), and any proxies or contacts he/she may designate. We will use this information to contact and communicate with the participant and his/her physician(s), proxies, or other contacts. In Exam 6, this information needs to be reviewed and updated with any changes since form completion during the most recent follow-up contact.

Participant tracking is typically administered as part of the nineteenth follow-up interview process. If this has not occurred, it should be administered during the home visit. 

II.
Materials/Equipment

The participant’s personal address book and a phone book will be useful in helping participants find and record the information asked for during this process. 

III.
Definitions

1.
Proxy. A person designated by the participant to knowledgeably answer questions about the participant, in the event that he/she is unable to answer. A proxy may, but does not have to, live with the participant and should be familiar with the status of the participant’s health.

2.
Contact. A person designated by the participant who may be relied upon to know the participant’s whereabouts. A contact does not live with the participant, but always knows how to get in touch with him/her. 

3.
Email address. A computer address where electronic mail is received e.g. bozo@clownmail.com.

4.
Second surname. Another last name used by the participant. Some participants (e.g., some members of the Hispanic population) use two last names. Also, some married women use both their maiden name and their husband’s last name. 

IV.
Methods

General instructions
· The most recent data for this questionnaire is pre-printed on the nineteenth surveillance tracking form and was probably collected within the past month. If this is the case, tracking does not need to be repeated. The following instructions should be followed for participants whose nineteenth surveillance interview has not yet been done.

· Current information is essential for maintaining contact with participants and for communicating with their proxies, contacts, and health care providers. You should emphasize to the participants that the tracking form needs to be updated as completely and accurately as possible. Also encourage participants to designate as proxies only those people who are familiar with the status of their health, because it is the proxies who will answer health-related questions if the participant is unable to.

· The interviewer should verify and clearly print, in ink and in capital letters, all changes in the appropriate spaces. The participant should not use a nickname in place of a full, legal name. He/she should provide an area code with each phone number, even if within the local calling area. Boxes/spaces for items of information that are not applicable should be left blank. You should verify health care provider information using a local telephone directory. Obtain missing information over the phone. 

Specific Instructions:

If the nineteenth follow-up surveillance interview was not done prior to the Exam 6 visit, ask the participant as outlined below to obtain participant information:
Section A.
Participant Information:
Begin with, “Please VERIFY your name, address, telephone number(s), and email address (if you have one).” Note any changes in section “A”, “Changes” column. Then, ask the participant the following questions:

A1. “Do you plan to change your name within the next year?” (Note that this question as well as questions A2 & A3 are not written in the form)
If “no”, continue to question A2.

If “yes”, ask, “what will your new last name be?” 

Record the information in section “A”, “Changes” column. Then, continue to the next question, A2.

A2. “Do you plan to be out of this area for an extended period of time (a month or longer) within the next year?” 
If “no”, continue to question A3.

If “yes”, ask, “approximately when will you leave and when will you return?” 

Record the month/year for both in section “A”, “Changes” column. Then, continue to the next question, A3.

A3. “Will there be a change in your local address within the next three months?” 
If “no”, continue to section B, contacts/proxies.
If “yes”, ask, “what will your new address be?” 

Record the street address, city, state, and ZIP code in section “A”, “changes” column. Then, continue with section B.

Section B.
Secondary Residence:
A secondary residence is any address where a participant spends more than 4 weeks per year. The 4 weeks do not need to be consecutive.

If a secondary residence is listed on the form, ask the participant if they still use the residence. If “yes”, continue to section C. If “no”, ask the participant the month and year they stopped using the residence. Then ask whether the participant has another secondary residence they use. If “yes”, record the street address, city, state, ZIP code, and month/year the participant began use of the address. Then, continue to section C.

If no secondary residence is listed on the form, ask the participant: “Now, could you tell me if you have a secondary residence?” If “yes”, record the street address, city, state, ZIP code, and month/year the participant began use of the address. Then, continue to section C.
Section C.
Contacts/Proxies Information:

“Please update the following information on people who are familiar with the status of your health AND who could help us contact you, if necessary. If possible, please include one person who lives with you and one who does not.” 

The participant should provide as much information as possible. Assist him/her, if necessary, in obtaining information. Record any changes regarding ‘proxies’ in the lines to the right of that particular ‘proxy’. 

If a ‘proxy’ was used to obtain the information on this form, the interviewer should check the appropriate box under the name of the ‘proxy’ person.

If the ‘proxy’ used to obtain the information on this form is not listed among the current proxies, ask the ‘proxy’ for his/her name, relationship to the participant, complete address, and telephone number. Fill the information in the spaces provided at the end of section C.

Encourage the participant to list contacts that do not all live at one address to obtain at least one contact that might be available if an entire family/household moves away.

Section D. Health Care Providers Information:
“Please update the following information about your health care providers i.e. a clinic, doctor, nurse, or physician’s assistant who provides your usual medical care.” 
If the participant does not have a health care provider then the form is complete. Thank the participant.

If the participant has a health care provider, record any changes in the “Changes” column. The form is now complete. Thank the participant.

3.4.3 Medical History

I.
Purpose

The Medical History identifies the participant’s medical conditions and provides other information that may:

(
be used to adjust for co-morbidity; 

(
characterize the participant's access to medical care 

II.
Methods


General instructions:

· This is an interviewer-administered questionnaire. Questions should be read to the participant verbatim as they appear on the form to ensure standardization. In addition, any introductory and transitional wording should be read verbatim.  

· Since this form is administered on paper forms rather than via computer, interviewer should be particularly careful to observe skip patterns.
· For most questions, possible responses are “Yes”, “No,” “Don’t Know,” and/or “Not Applicable” or “N/A” (not applicable). A few other questions have choices as indicated. The interviewer should read all choices to the participant and have the participant choose the appropriate response/s for each question. 

· Do not probe to make interpretations about a participant’s specific symptoms. Ask questions as written and record answers as given by the participant.
Specific instructions:

Begin the questionnaire by reading to the participant the following introduction: “The following are some questions about your medical history. Please answer to the best of your knowledge.”
1.   In general, would you say your health is:

Choose the appropriate response to the best estimate.
2.
How would you say your health currently compares with other persons of your age? Select “better,” “same,” or “worse.” Choose the appropriate response to the best estimate.

The following two questions are about activities you might do during a typical day. Does your health now limit you in these activities? If so, how much?

3.
MODERATE ACTIVITIES, such as moving a table, pushing a vacuum cleaner, bowling, or playing golf

Choose the appropriate response to best estimate.

4.
Climbing SEVERAL flights of stairs

Choose the appropriate response to best estimate.

During the PAST 4 WEEKS, have you had any of the following problems with your work or other regular activities AS A RESULT OF YOUR PHYSICAL HEALTH?

5.
ACCOMPLISHED LESS than you would like

Choose Yes or No.

6.
Were limited in the KIND of work or other activities

Choose Yes or No.

During the PAST 4 WEEKS, were you limited in the kind of work you do or other regular activities AS A RESULT OF ANY EMOTIONAL PROBLEMS (such as feeling depressed or anxious)?

7.
ACCOMPLISHED LESS than you would like

Choose Yes or No.

8.
Didn’t do work or other activities as CAREFULLY as usual

Choose Yes or No.

9.
During the PAST 4 WEEKS, how much did PAIN interfere with your normal work (including both work outside the home and housework)?

Choose the appropriate response to best estimate.

The next three questions are about how you feel and how things have been DURING THE PAST 4 WEEKS. For each question, please give the one answer that comes closest to the way you have been feeling. How much of the time during the PAST 4 WEEKS — 

10.
Have you felt calm and peaceful?

Choose the appropriate response to best estimate.

11.
Did you have a lot of energy?

Choose the appropriate response to best estimate.

12.
Have you felt downhearted and blue?

Choose the appropriate response to best estimate.

13.
During the PAST 4 WEEKS, how much of the time has your PHYSICAL HEALTH OR EMOTIONAL PROBLEMS interfered with your social activities (like visiting with friends, relatives, etc.)?

Choose the appropriate response to best estimate.

14.
Are you unable to walk due to a condition other than shortness of breath?

Choose Yes or No. 
If Yes, ask the following: “What is the nature of the condition?”
Record and skip to question 19.
15.
Do you get short of breath when hurrying on level ground or walking up a slight hill?

Choose Yes, No, or Don’t know.

16.
Do you walk slower than people of the same age on level ground because of breathlessness or have to stop for breath when walking at your own pace on level ground?

Choose Yes, No, or Don’t know.

17.
Do you stop for breath after walking about 100 yards or after a few minutes on level ground?

Choose Yes, No, or Don’t know.

18.
Are you too breathless to leave the house or breathless when dressing?

Choose Yes, No, or Don’t know.

19.
Are you taking aspirin on a regular basis? Examples of "regular" are daily, every other day, and weekly. If the participant says less than once a week, record “no.”



Choose Yes, No, or Don’t know. 



If yes, ask the following: “How many days a week?” 


Record number of days/week.

20.
Do you usually have a cough on most days for 3 or more months during the year? Select Yes or No. 
If Yes, ask the following: “For how many years have you had this cough?” 
Record number of years.
21.
Do you usually bring up phlegm from your chest on most days for 3 or more months during the year? Select Yes or No. 
If Yes, ask the following: “For how many years have you brought up phlegm from your chest like this?” 
Record number of years.
22.
In the last 12 months, have you had wheezing or whistling in your chest? 

Select Yes or No. If No, skip to question 23.
22a.  In the last 12 months, how often have you had this wheezing or whistling? (Read the options) Choose the most appropriate response.

22b.  In the last 12 months, have you had an attack of wheezing or whistling in the chest that has made you feel short of breath? Select Yes or No.

Questions 23 and 30 pertain to conditions the participant has been told he or she has by a doctor. The participant should choose “Yes” or “No” if he/she is fairly sure about the diagnosis and “Don't Know” if he/she believes he/she might have been told about the diagnosis but is not sure. If the person is cared for primarily by a health care provider other than a physician, such as a nurse practitioner, try to determine that the diagnosis was made in a medical setting and, if so, include the response. Any conditions that have been previously reported will be skipped.

Has a doctor ever told you that you have any of the following conditions?

23. Diabetes? 
Choose Yes, No, or Don’t know. 

If Yes to Diabetes, answer question 23a: 

23a. Are you currently taking medication for your diabetes?

If Yes, ask: “What kind of medicine are you taking for your diabetes?” Choose the appropriate response.

24. High blood pressure? 
Choose Yes, No, or Don’t know.


25. High cholesterol? 


Choose Yes, No, or Don’t know.


26. Emphysema or Chronic Obstructive Pulmonary Disease (COPD)? 


Choose Yes, No, or Don’t know.


27. Asthma? 


Choose Yes, No, or Don’t know.



If Yes, answer question 27a:

27a.  For some people, asthma symptoms completely go away as they grow older. Later in life, however, asthma may recur. At approximately what ages did you experience each of the following events? (Read the options) Enter approximate age for each event, or indicate As a child (age not known) or Don’t know as appropriate.


28. Atrial Fibrillation? 


Choose Yes, No, or Don’t know.


29. Kidney Disease? 


Choose Yes, No, or Don’t know.



If Yes, answer question 29a:

29a. Did you have kidney failure, requiring dialysis or transplantation? Select Yes or No.


30. Has your doctor or health care provider ever told you that you had a kidney stone? 


Choose Yes, No, or Don’t know.



If Yes, answer question 30a and 30b.

30a. How old were you during your first stone episode? Enter age in years.


30b. How many kidney stones have you had in the past? Choose the appropriate response.

   If No, go to question 32.


31. Did you pass a kidney stone since your last MESA visit? 


Choose Yes, No, or Don’t know.



If Yes, answer question 31a:
31a. How many kidney stones did you pass? Choose the appropriate response.


32. Have any first degree relatives (i.e. mother, father, siblings, children) ever had a kidney stone? 


Choose Yes, No, or Don’t know.


33. Has a dentist ever told you that you had periodontitis, or that you had bone loss around your teeth?




Choose Yes, No, or Don’t know.


34. Has a dentist ever told you that you had gum disease?



Choose Yes, No, or Don’t know.

Question 35a will only be answered if the participant has previously reported using a pacemaker or implanted cardioverter defibrillator:


35a. Based on your prior MESA interviews, I see that you have had a [pacemaker or other device type from investigation] implanted on Month/Day/Year [CC inserts date of insertion based on event investigation]. Is that right? Do you still have an implanted device?


Choose Yes, No, or Don’t know.



If Yes, answer questions 35c and 35d.

If No or Don’t know, go to question 36 for women. Men are finished with the questionnaire.

Question 35b will only be answered if the participant has NOT previously reported using a pacemaker or implanted cardioverter defibrillator:

.


 35b. Do you have an implanted cardiac pacemaker or an implanted cardioverter-defibrillator (ICD)?


Choose Yes, No, or Don’t know.



If Yes, answer questions 35c and 35d.

If No or Don’t know, go to question 36 for women. Men are finished with the questionnaire.


35c. Is it a cardiac pacemaker or a cardioverter-defibrillator?

Choose the appropriate response.


35d. What doctor do you see for regular evaluation of that device?




Enter the name and location (City and State) of the health care provider.

At this point, men are done with the questionnaire.

Reproductive History

—for women only—


36. Between the ages of 16 and 40, about how long was your average menstrual cycle (time from first day of one period to the first day of the next period)?



Choose the appropriate response.


37. Have you ever had hot flashes or night sweats related to menopause?


Choose Yes, No, or Don’t know.



If Yes, answer questions 37a-c.

37a. At what age did the hot flashes or night sweats start? Enter age in years or choose Don’t know.

37b. At what age did the hot flashes or night sweats end? Enter age in years or choose Still ongoing or Don’t know.

37c. Were the symptoms: Choose the appropriate response.


38. At what age did you go through menopause (change of life)? 




Enter age in years. This question will be skipped if the information was previously reported.


39. Did you go through menopause naturally, or as a result of surgery (hysterectomy or removal of both ovaries)?



Choose the appropriate response.

Determine if participant has previously reported removal of both ovaries. If yes, skip to question 40c. If this has not been previously reported, begin with question 40.


40. Have you had surgery to remove your ovaries? 



Removal of the ovaries might have been in conjunction with a hysterectomy.

If Yes or Don’t know, record and skip to question 41.

If Yes, ask the following: 

40a. At what age?” Record the response in the boxes or choose Don’t know.

40b. How many ovaries were removed?” Select 1 or 2. 

40c. What was the reason for removing your ovaries? Select all that apply.

40d. Were you still having menstrual periods at the time of the surgery?  

If Yes or Don’t know go to question 41.

If No ask the following: How long before surgery did your periods stop? Enter number and select months or years or choose Don’t know.
Determine if participant has previously reported hysterectomy. If yes, select Yes to question 41 and skip to question 41b. If this has not been previously reported, proceed with question 41.


41. 
Have you had a hysterectomy (surgery to remove your uterus/womb)? Hysterectomy might have been done in conjunction with removal of the ovaries.

If No or Don’t know, skip to question 42.

If Yes, ask the following: 

41a.  At what age? Record the response in the boxes or choose Don’t know. 
41b. What was the reason for removing your uterus? Select all that apply.

41c. Were you still having menstrual periods at the time of the surgery?  

If Yes or Don’t know, go to question 42.

If No, ask the following: “How long before surgery did your periods stop?” Enter number and select months or years or choose Don’t know.

42. Have you ever used birth control pills?

If No, record and proceed to question 43.

If Yes, ask: “At what age did you stop taking birth control pills?” Record age or choose Don’t know.

43. Since your last MESA visit, have you taken hormone replacement therapy?
If No, questionnaire completed.


If Yes, ask the following:



43a. Are you currently using hormone replacement therapy?
If Yes, ask: “At what age did you begin?” Record age or choose Don’t know and proceed to question 43b.
If No, ask: “At what ages did you take hormones?” Provide age started and age stopped or choose Don’t know and proceed to question 43b.


43b. Which type of therapy were you on?
Select “estrogen alone,” “estrogen with progestin,” “other types of hormone replacement,” or “Don’t know”.

(Common estrogen-only preparations are Premarin or Estratab; common estrogen+progestin regimens are Premarin plus Provera, Estratab plus Provera, Prempro, or Premphase.) 

After completing the form, a technician should check to make sure all questions were answered and attempt to complete by asking the participant about any skipped questions. 
3.4.4 Medications

I.
Background and Rationale

The Medications Form is designed to enable collection of data on participants’ use of all types of medications, both prescription and non-prescription, including supplements. Information about participants’ use of medications is collected at the initial (baseline) clinic visit and at follow-up visits. The participant is asked to have on hand containers for all medications used during the two weeks prior to the visit. The interviewer then transcribes the name of each medication, its strength, and for prescription medications, frequency of administration from the containers onto the data collection form. As the information is entered, the interviewer queries the participant about actual usage of each medication.

II.
Materials and Equipment

Printout of medications inventory from previous exam
Blank medications form

III.
Definitions

Time frame: All prescription and over-the-counter medications and supplements used during the two weeks prior to the clinic visit should be included.

Prescription medication: Medication for which a prescription was written by a physician, physician assistant, or nurse practitioner and dispensed by a pharmacist or a physician. 

Non-prescription or over-the-counter medication: Medication or supplements purchased without a prescription.

It should be noted that occasionally a physician would write a prescription for a non-prescription medication. In that case, the medication should be recorded as prescription. If, however, the physician recommends a medication, rather than actually writing a prescription for it, it should be recorded as non-prescription.

IV.
Methods

This is an interviewer-administered questionnaire. Questions should be read to the participant verbatim as they appear on the form to ensure standardization. In addition, any introductory and transitional wording should be read verbatim.  

1. Obtaining medication containers. A letter is sent to the participant before the home visit that includes instructions regarding medication containers. The participant is asked to have the containers for all supplements, prescription, non-prescription medications and herbal medicines taken during the two weeks prior to the visit.

2. Medication use interview. Prior to beginning the interview, place all medications in front of the participant. Refer to the list of medications the participant reported at the previous exam and check each medication brought in by the participant against this list.
When asking the participant about a particular medication, show the container to the participant, keeping the other medications in view. Always conclude the interview by asking the participant if any other medications have been taken during the previous two weeks. If the participant remembers other medications, record the name, strength and frequency administered for each one in as much detail as possible. Guidelines for completing the Medications Form follow:

Section A.
Medication Reception

To begin, read the following script to the participant:  
As you know, the Multi-Ethnic Study of Atherosclerosis will be describing all medication its participants are using, both prescription and over-the-counter. These include pills, liquid medications, skin patches, eye drops, creams, salves, inhalers (puffers), and injections, as well as cold or allergy medications, vitamins, herbal remedies, and other supplements. The letter you received about this appointment included a plastic medications bag for all your current medications and asked you to bring them to the clinic. Have you brought this bag with you? Are these all the medications that you have taken in the past two weeks?

If “yes”, ask to see the medications and use the provided medications to enter information into the Medications Form. At the bottom of sections B and C, enter the number of medications, if any, that could not be transcribed.
If “no”, make arrangements to obtain medications at another time but record any available information as described above as best possible by interviewing the participant for the information. 
If “refused”, record reason for refusal in Comments Section 
If “took no medicines”, Form is complete.

If no medications were reported on a previous visit, any medications brought to this visit will be entered as new medications. If medications were previously reported by the participant at the last MESA Exam, they will be listed below the script.  Compare the provided medications with the list of previous medications.  Please note the following:

Medication containers may be unavailable to the interviewer for a variety of reasons. Regardless of the reason, however, the interviewer should make an attempt to obtain the information necessary to complete the medication form.

If the participant forgets to have medication(s) ready, the interviewer should request that the participant gather them together. If medications cannot be inventoried at this visit, interviewer should try to obtain the necessary information by telephone at a later time.

If the medication containers are unavailable because the participant refuses to produce them, the interviewer should document the reason for refusal in the Comment Section. The interviewer should then attempt to obtain the participant’s cooperation in obtaining the data by telephone at a later time. 

If the participant produces a list of medications, instead of the medication containers, first ask participant for the containers. If not available, record all pertinent information from the list and note this in the Comments Section. 


Section B.
Prescription Medications



The interviewer transcribes the name and dosage information from each medication container onto the Medications Form using the following guidelines:


1.
Medication name. Print complete medication name using block capital letters. Record all characters and numbers referring to strength as well as the units. The name of each medication should be recorded exactly as it is written on the container. Medication names that are misspelled or otherwise recorded incorrectly will cause data entry and analysis problems because they will not match the drug database. Do not record flavors of products or whether the preparations are sugar-free or sodium-free. If the medication name is longer than the 20 spaces available on the form, transcribe as much as possible and then record the complete medication name in the Comments Section. If it is not possible to transcribe the medication name, insert an asterisk (*) and explain in the Comments Section.


2.
Combination Medications contain two or more drugs. Some combination medicines, such as Dyazide, come in only one fixed combination (hydrochlorothiazide 25mg and triamterene 50mg). These combination medicines do not usually list strength. Record the name in the “Medication Name” space and leave the “Strength” column blank.



Other combination medications are available in more than one fixed dose combination. For example, Inderide, which is a combination of propranolol and hydrochlorothiazide, is available as propranolol 40mg and hydrochlorothiazide 25mg, or propanolol 80mg and hydrochlorothiazide 25mg. These combination medications usually list the strength as in “Inderide 40/25" or “Inderide 80/25." For these medications, record the name in the “Medication Name” space and the strength combination (e.g., 40/25) in the “Strength” space.


3.
Strength.

(
Record the strength of each medication in milligrams (mg) whenever possible, beginning with the first space on the left in the “Strength” column.

(
When strength is in milligrams, do not record the abbreviation “mg;” record only the amount of drug (e.g., if the strength is “250 mg,” record only “250”).

(
When strength is not recorded as milligrams, record all numbers, digits, and characters used to denote strength, including:


- milliliter (ml)


- per milliliter (/ml)


- milliequivalent (mEq)


- hour (hr)


- per hour (/hr)


- percent (%)

(
When strength is separated by a “/” (e.g. 40/25, as in combination medications), record them in this section.

(
When strength is given in grains (gr), convert to milligrams using the following formula: (number of grains) x 65 = number of milligrams. (1 gr = 65 mg.) 

(
When strength is given in micrograms (mcg or µg), convert to milligrams using the following formula: (number of micrograms) ( 1000 = number of milligrams. (1000 mcg = 1 mg.)

(
When strength is given in milligrams per milliliter (mg/ml), as is often the case with liquid medicine, record as in the following example: Ampicillin 125 mg / 5 ml is recorded as “125/5 ml.” (Note omission of “mg.”)

(
When strength is given as a percentage (%), record as such.

(
When strength is given in units (U) or units/milliliter (U/ml), as is often the case with Insulin, record as in the following examples: “100/ml” or “100U/ml.” 

(
When it is not possible to record the strength, such as when it is not recorded on the medication label, record an asterisk (*) and explain in the Comments Section.

(
Note: Do not record in the “Strength” column the number or quantity of medication items (e.g., number of tablets or tablespoons). See “Number Prescribed,” below.


4.
Number Prescribed. This column is designed to capture information on the number of pills (or milliliters, drops, units, etc.) prescribed as opposed to the number actually taken. Information on the number prescribed should be taken from the medication labels.
(
Record the total number of medication items (e.g., “tablets”) prescribed per the given time period (e.g., day, week, or month). Circle the appropriate letter in the “Number Prescribed” column to show whether the prescribed number is per day (D), per week (W), or per month (M).

(
If the instructions include a range in the number of medication items and/or times/day (or week or month) they are to be taken, record the lowest number of each. For example, if the label says, “take 1–2 tablets 3–4 times per day,” record as “3 tablets/day” (i.e., 1 tablet 3 times/day = 3 tablets/day); or, if the label says, “take 1–2 tablets every 4 hours while awake,” record as “5 tablets/day” (i.e., 1 tablet every 4 hours from 7 a.m. to 11 p.m.).

(
When it is not possible to record the number of medication items prescribed per day, record an asterisk (*) and explain in the Comments Section.

(
When instructions read “take as directed,” record “1” as the number prescribed per day.

(
When dosing instructions are complex (e.g., “take 1 pill every other day, alternating with 2 pills every other day”), record the average number per day (or week or month).


5.
Number Prescribed: Specific Medications.

(
Pill/Tablets/Capsules: Record the total number prescribed per day (or week or month).

(
Solutions: Record the total number of milliliters prescribed per day (or week or month). Use the following conversions:

- 1 teaspoon = 5 ml

- 1 tablespoon = 15 ml

- 1 ounce = 30 ml


(
Eye Drops: Record the total number of drops prescribed per day (or week or month). For example, “two drops in right eye, three times a day” = 6 drops, or “one drop in each eye, twice a day” = 4 drops.

(
Inhalers (puffers): Record the total number of sprays or puffs prescribed per day (or week or month).

(
Insulin: Record the total number of units injected per day (or week or month).

(
Creams/Lotions/Ointments: Record the total number of applications prescribed per day (or week or month).

(
Patches: Record the total number to be applied to the skin per day (or week or month).

(
Nitroglycerin Ointment: Record the total number of inches to be applied to the skin per day (or week or month).


6.
PRN (“as needed”) Medication is generally used for allergy, pain, or sleep; sublingual nitroglycerin is also used PRN.

(
Use the “PRN Medicine?” column to indicate whether the medication is prescribed to be taken on an “as needed” basis.

(
Circle “Y” only when the prescription instructions state “as needed,” “when needed,” “if needed,” etc.

(
Circle “N” when the prescription instructions do not use the words “as needed,” “when needed,” “if needed,” etc.

(
The words “as directed” do not mean the same as “as needed.”

7.
Number Taken. This column is designed to capture information on the number of pills (or milliliters, drops, units, etc.) actually taken as opposed to the number prescribed. Information on the number actually taken should come directly from the participant. People do not always take their medications as prescribed. It is important to record information about both the number prescribed and the number actually taken as accurately as possible.

(
Ask the participant, “On the average during the last two weeks, how many of these did you take a day/week/month?”

(
Record the average number of pills (or other medication items) taken per day (or week or month) during the last two weeks.

(
Code “0” if none of the medication items was taken during the previous two weeks. This includes instances in which a prescription was filled but none of the medication was taken during the past 2 weeks.

(
When the number taken cannot be determined, record two asterisks (**) and explain in the Comments Section.

(
Circle the appropriate letter (D, W, M) to show whether the prescribed medication was taken per day, per week, or per month.


Section C.
Over-the-Counter Medications



Complete this section following instructions for Section B, above, but disregarding the instructions pertaining to “Number Prescribed” and “PRN Medication.”


Chinese and Other Traditional Medicines



Whenever possible, in the comment section, record traditional medicine use in the same fashion as with other medicine i.e. name, dosage, frequency. If this is not possible, record the purpose of the medicine.

3.4.5  Personal History

I.
Purpose

The Personal History questionnaire is used to collect information on socio-economic status (SES) and smoking and drinking habits, all of which are related to an individual’s risk of cardiovascular disease.

II.
Methods

General instructions:

This is a self-administered questionnaire. Provide the participant with a blank form and give brief instructions for completion. If the participant is unable to self-administer the questionnaire, then a MESA staff member will administer the interview.

Ask the participant to try to answer all questions. Remind him/her to request assistance from a staff member if anything is unclear. Most participants should be able to complete the questionnaire on their own. However, if the participant expresses or appears to have difficulty reading or comprehending the questions, offer to help and make arrangements for an interviewer administered version in the appropriate language. 

Specific instructions:

· Instruct the participant to read each question and its instructions carefully then fill out all questions, except those he/she is instructed to skip as a result of his/her response to a specific question.
· If he/she is unsure about an exact answer (e.g., for “average number of drinks per week”), tell him/her to give a best estimate. 

· In questions where the participant is asked about number of times used, instruct him/her to fill in “00,” if use is less than one.

Participant Information (questions 1–3)
The participant will begin the questionnaire with the introduction below:

This form is intended to collect information about your background and lifestyle which may impact your risk of cardiovascular disease. Please complete all items except those which you are specifically instructed to skip. If you are unsure about the answer to a specific question, please estimate the answer to the best of your ability. If you have a question about a particular item, ask a staff member for clarification.

1. a. At your last MESA exam, you described your current occupation as [current occupation]. Has your employment status changed? Choose Yes or No. 



If no, skip to question #2.



If yes, continue with 1b.

1. b. Choose one of the following that best describes your current occupation: Select the appropriate option.
2. Where do you usually go for medical care?

Participant should select (or write in) the place he/she goes most often for medical care. Participant should mark “other” only if the response clearly does not fit one of the given responses. 


3.
To help pay for your medical care, do you have:




Participant should select (or write in) all applicable options.




Alcohol usage and smoking (questions 4–15) 
All participants should answer questions 4, 9, 13, 14, and 15. People who drink should complete questions 5–8; former and current tobacco smokers should complete question 10 and 11; and current tobacco smokers should complete question 12. Marijuana or hashish user should complete questions 15a – e. If the participant feels uncomfortable with these questions, please reassure him/her that all collected information is strictly confidential. This section begins with the following introductory script: 

The following questions are about your use of alcohol and tobacco. They will help us better understand the role of smoking and alcohol use in the risk of cardiovascular disease.


4.
Do you presently drink alcoholic beverages?


Choices are “yes” or “no”. If no, skip to question 9.

5. 
How many glasses of red wine do you usually have per week?


(1 serving = 3.5 oz glass, 1 bottle = 750ml = 8 glasses)



Provide the average number of drinks per week. Record “00” if less than one glass of red wine per week.


6.
How many glasses of white wine do you usually have per week?


(1 serving = 3.5 oz glass, 1 bottle = 750ml = 8 glasses)



Provide the average number of drinks per week. Record “00” if less than one glass of white wine per week.


7.
How many cans, bottles, or glasses of beer do you usually have per week?


(1 serving = 12 oz glass, 1 bottle = 355ml = 1 glass)



Provide the average number of 12-ounce drinks per week. Record “00” if less than one serving of beer per week.


8.
How many drinks of liquor or mixed drinks do you usually have per week? 



(1 serving of liquor = 1.5-ounce shot-glass, or one mixed drink)



Provide the average number of drinks per week. Record “00” if less than one drink of liquor per week.

9. Which of the following best describes your current smoking status? 



Choose the appropriate response and fill in the bubble. 

If never smoked, skip to question 13 and continue with the questionnaire.
These questions refer to cigarette smoking only. Vaping or e-cigarettes should not be included.
10. On the average of the entire time you smoked…
10a. How many cigarettes did you smoke per day? Provide the number of cigarettes smoked per day.

10b. Did you inhale the cigarette smoke? Select the appropriate option.
10c. In the morning, how much time usually went by before you smoked your first cigarette? Enter the number of minutes.
11. Have you smoked cigarettes during the last 30 days?
Choose “yes” or “no”. 
If no, skip to question 13. If yes, continue with question 12
12. On average, about how many cigarettes a day do you smoke? 



Provide the number of cigarettes smoked per day.


The participant should record 00 if the average number of cigarettes per day is less than one. Make sure participants record the number of cigarettes per day. If a participant answers in number of packs per day, recalculate into number of cigarettes per day (1 pack = 20 cigarettes). 

13. Current non-smokers only: During the past year, about how many hours per week were you in close contact with people when they were smoking? (e.g., in your home, in a car, at work or other close quarters)


Provide number of hours per week. 

This question applies only to current non-smokers and former users of any kind of tobacco product. The goal of the question is to obtain information on passive exposure to cigarette smoke (excluding cigars, pipes, etc.) in any type of close quarters during the past 12 months. Record the number of hours in a typical week; do not include isolated or atypical situations, such as holiday gatherings or short-term house guests who smoke. If participants do not remember the exact amount of time, ask them to give their best estimate. Record 00 if participant was exposed to less than 1 hour of cigarette smoke per week.

14. Did anyone smoke in your residence in the past 12 months? (This includes you.)



Choices are “yes”, “no”, or “don’t know”. If no or don’t know, skip to question 15.

14a.   On average, how often did someone smoke in your residence in the past 12 months? Select the most appropriate option.

14b.  On average, how many cigarettes per day were smoked in the residence by each smoker in the past 12 months?
Enter the number of cigarettes per day smoked by each of up to three smokers.

If participant is a smoker, smoker 1 should be the participant.

14c.   On average, how many cigars per day were smoked in the residence by each smoker in the past 12 months?
Enter the number of cigarettes per day smoked by each of up to two smokers.

If participant is a smoker, smoker 1 should be the participant.

The following questions ask about the use of marijuana or hashish. Please remember that your answers to these questions are strictly confidential. Marijuana is also called pot or grass. Marijuana is sometimes smoked either in cigarettes, called joints, or in a pipe. It is also sometimes cooked in food. Hashish is a form of marijuana that is also called hash. It is usually smoked in a pipe.

15. Have you smoked more than 100 marijuana or hashish joints/pipes in your life? Choices are “yes”, “no”, or “refused”. If no or refused, skip to question 16.

 15a.  Have you ever smoked marijuana or hashish regularly (at least once per month)? Choices are “yes”, “no”, or “refused”. If no or refused, skip to question 16.
15b.  For how many years did you smoke marijuana or hashish regularly?
Enter the number of years, or select “don’t know” or “refused”.

15c.   During the time that you smoked marijuana or hashish regularly, how often would you usually smoke it?



Select the most appropriate option.

15d.  On the days that you smoked marijuana or hashish, how many joints or pipes would you usually smoke?
Enter the number of joints or pipes, or select “don’t know” or “refused”.

15e.  How long has it been since you smoked marijuana or hashish?
Enter the number of days/months/years, or select “don’t know” or “refused”.

16. For how many years has an indoor open fire with wood, crop residues, dung, coal, or coke been used in your home as a primary means of heating or cooking? 

Enter the number of years, or select “don’t know” or “refused”. An indoor open fire refers to an indoor fire that is visible, and is not completely enclosed by a solid material (e.g., glass, steel, cast iron).

17. For how many years has an indoor enclosed fire with wood, crop residues, dung, coal, or coke been used in your home as a primary means of heating or cooking?  

Enter the number of years, or select “don’t know” or “refused”. An indoor enclosed fire refers to an indoor fire that is completely enclosed in a solid material (i.e. in a wood-burning stove or ‘insert’ made out of glass, steel, cast iron).

If 0, skip to question 18.


17a. Do you currently use an indoor enclosed fire in your home as a primary means of heating or cooking? Select “yes”, “no”, or “don’t know”

The following questions have to do with family finances. We know from other research that financial strain is common and very important to consider in understanding people’s health. The following questions will be used to help give us a picture of the various financial situations experienced by persons participating in the MESA study. Any information you provide is strictly confidential and will be used for research purposes only.

18. Below is a list of income groups. Please tell me which group best represents your total combined family income for the past 12 months. This includes the total income before taxes earned in the past year by all family members living with you. Please include money from jobs, net income from business, farm, or rent, pensions, dividends, welfare, social security payments and any other money received by you or any other family member living with you.




Select the most appropriate option.
18a.  Including yourself, how many people are supported by the income listed in the previous question? Write a number in the box provided.
   18.b  How many of these are:


(
Children under 18?


(
Adults 65 and over?

Write a number in each box. Enter 00 if no one in that age category is supported by the given income.


At this point, the participant has completed the questionnaire. MESA staff will review the questionnaire for completeness and clarify any questions that were not answered.
· Mark if form was self-administered or interviewer-administered. 

· Record Interviewer or Reviewer ID.

· Record Data Entry ID.
Interview is complete.

3.5 Clinic Examinations

3.5.1 Anthropometry

I.
Purpose

The resulting data from the anthropometry procedures will be useful in virtually every analysis and manuscript produced that makes use of the Exam 6 data.

II.
Materials and equipment

· Blank Anthropometry form

· Carpenter’s square or other straight edge
· Pencil (No. 1 or No. 2 preferred)

· Metal measuring tape

· SECA 815 Elegantia digital floor scale

· Germicidal cleanser and wipes
III.
methods

Methods for completing the height and weight will need to be modified according to the equipment appropriate for the home visit. 

General Instructions:
For all measurements, participants should wear light clothing but no shoes (thin socks or “pillow slippers” are OK). Have participants completely empty their pockets and remove excessive amounts of jewelry that could affect the weight measurement. 

Take a single measurement at each body site and record on the anthropometry form using specific rounding rules for each procedure. Record any modifications in measurement techniques (e.g. height decreased from a hunched posture or weight that exceeds the capacity of the scale).

Specific Instructions:

Completing the Boxed section at the top of the form
Make sure to verify participant ID and acrostic and verify/record Technician ID# and date of the procedure at the top of the form.

1. Standing Body Height 

Equipment

· Blank Anthropometry form

· 12” 30°/60°/90° triangle

· Adhesive tape (easy removal)

· Pencil (No. 1 or No. 2 preferred)

· Metal measuring tape

Use a hard, flat floor which is even and without carpet.  Measurement may be inside a doorway, against a closed door, or in a hallway. Use an area that does not have a baseboard, threshold, or other protrusion.
Ask the participant to tilt the head forward so you can place a piece of adhesive tape vertically on the wall in the area where the height will be measured. Place the tape loosely, with one end folded over so that it will be easy to remove without damaging the wall.  
For accurate measurement of height, the participant must be standing in a vertical plane. To achieve this position, have the participant stand erect on the floor or horizontal platform, with back against the wall, heels against the wall, and feet or knees together—whichever come together first. Have the participant look straight ahead, with head in the Frankfort horizontal plane (Figure 1, below). 

[image: image2.png]




Place the triangle over the crown of the head, with the long edge against the wall and the right angle toward the floor. The triangle should touch the scalp lightly, carefully centered with the nose. Make sure the long edge of the triangle is flat and held steadily against the wall. Mark the tape exactly where the corner of the right angle touches the tape. Be sure to mark the tape from underneath the triangle with the pencil angled upward.
Ask the participant to step out from under the triangle. Open the metal measuring tape and make sure it is straight. Secure it against the wall by pressing it with your foot at the “0” end, or by taping it. Keeping the tape vertical and flat against the wall, read the measurement closest to the mark on the tape and record to the nearest 0.1 cm. If necessary, stand on a stool to be at eye level with the mark. It may be necessary to solicit assistance from the second technician or the participant if you use a stool. Record the participant’s height to the nearest 0.1 centimeter in Box 1a of the Anthropometry Form. 

If you are unable to measure the actual height of the participant because the triangle does not rest directly over the scalp, estimate height to the nearest 0.1 cm, record in Box 1a of the Anthropometry Form and answer “yes” to the question “Was there a modification in protocol?”, and write a brief explanation in the Comments box at the bottom of the form.



If any modification was made to obtain height, record “yes” to the question, “Was there a modification in protocol?”


2. Body Weight 
Equipment

· SECA 815 Elegantia digital floor scale
The digital floor scale is to be brought to the home visit for weighing the participant.  The following guidelines should be used when using this scale:

· Check the scale prior to the visit to verify that the batteries are operational. If necessary, remove the digi​tal display head from the base to open the battery compart​ment underneath, and replace with a new standard 9 volt alkaline battery. After connecting the battery terminals, insert the battery and close the cover. Replace the head on the base of the scale.  

· After carrying the scale into the home, place it on a hard floor surface rather than on a carpet.

· The participant should be wearing light indoor clothing. Remove shoes as well as any heavy sweater, coat, etc. prior to the weigh-in.

· Instruct the participant to stand in the middle of the platform of the scale, with head erect and eyes looking straight ahead. Wait until the display is constant. Record the results, to the nearest 0.5lbs, in Box 2a.

· If a participant has a prosthetic limb or breast prosthesis, measure weight with the prosthesis on. 

· If a participant is frail or unsteady, measure weight while participant is lightly steadied by you or an assistant.

· If a participant is unable to stand on the scale for a weight measurement, do not attempt a weight measurement.
· If any modification were made to obtain weight, record “yes” to the question, “Was there a modification in protocol?”
1. Comments/Modifications to the Protocol
If you have comments or if there have been modifications to the protocol as described above, answer “yes” to question 3 on the Anthropometry Form and record comments in the space provided. Note that this refers to modification of the Home Visit protocol. If there are no comments or modifications, answer “no” to question 3.

2. Quality Control ~ Calibration Check of Scales and Equipment Check
Equipment:

· Four 50-pound weights (certified prior to first MESA visit) to calibrate scale

· Gulick II anthropometric tapes 

Check scales for accuracy on a monthly basis.
· Place two weights on the balance beam scale and record the numeric value obtained in the “Light Poise” column of the “Scale Calibration Checklist.” Add two more weights and record the numeric value obtained in the “Heavy Poise” column.  
· The scale values should be within (1.0 pound of the expected weight.  If either value exceeds this limit, the scale must be calibrated by the manufacturer or by the appropriate institution personnel.

· Examine anthropometry tape measures on a weekly basis for sign of wear.
3.5.2 Seated Blood Pressure

I.
Purpose

The purpose is fully described in the Exam 6 Manual of Operations.  The Dinamap( automated device will continue to be used for consistency and to reduce the potential for observer biases. 

Pulse oximetry will also be measured at this time.

II.
Materials and equipment

· Dinamap( automated blood pressure device (Dinamap Monitor Pro 100(, which includes printer paper, power cable, and power converter.)

· Blood pressure cuffs in a variety of sizes (Dura-cuf Adult Assortment Pack( [#2699]).

· Measuring tape (for arm circumference).

· Watch or stop watch (to time five-minute rest and resting heart rate).

· Copy of Critikon( chart for choosing correct BP cuff size (see Table 2).

· Information sheet on interpretation of BP from JNC VI (see Table 1).

· Blood pressure form labeled with participant ID and acrostic

III.
Definitions

Sphygmomanometry: Measurement of blood pressure.

Oscillometric device: Method for measuring blood pressure that relies on the oscillation or fluctuation in arterial pressure generated by the cardiac cycle and transmitted to an inflated blood pressure cuff overlying an artery. This method differs from the auscultatory method, which relies on audible changes over an artery during deflation of an inflated cuff.

IV.
Classification of the Participant's Blood Pressure within the JNC 7 Categories and criteria for alerts and referrals 

The 2004 Report of the Joint National Committee on Detection, Evaluation, and Treatment of High Blood Pressure (JNC 7) defines categories of blood pressure and recommends follow-up according to the following criteria:

Table 1. Classification of BP in Adults Aged 18 Years or Older*. 

	BP Category
	SBP (mm Hg)
	
	DPB (mm Hg)

	Normal

	<120
	and
	<80

	Prehypertension*
	120-139
	and
	80-89

	Hypertension**
	
	
	

	 Stage 1
	140–159
	or
	90–99

	 Stage 2
	≥ 160
	or
	≥ 100



* 
When recommendation for follow-up of DBP and SBP are different, the shorter recommended time for recheck and referral should take precedence. This classification applies only to participants not taking antihypertensive drugs.

** Diagnosis of hypertension must be based on two or more readings taken at each of two or more visits following an initial screening.

SBP= systolic blood pressure. DBP= diastolic blood pressure.


1.
Alert levels requiring immediate referral (send participant directly to a physician or hospital) for MESA participants are:

(
Systolic BP >210 mm Hg 

(
Diastolic BP >120 mm Hg
(
Pulse >130


2.
Alert levels requiring urgent referral (within one week) are:

(
Systolic BP 180–210 mm Hg 

(
Diastolic BP 110–120 mm Hg

3.
Alert levels requiring follow-up within two months’ time, and, therefore, we recommend physician notification for systolic or diastolic BP above these levels.

· BP >140/90 mm Hg 


4.
JNC 7 states that blood pressure classifications and referral recommendations are based on the average of two or more readings on two or more occasions. In MESA we intend to use the average of the 2nd and 3rd blood pressure readings (see below) in order to reduce the impact of reactivity (higher first reading) on the estimate of the value of the underlying blood pressure. Thus, in deciding whether a participant meets criteria for an alert level, the average of the 2nd and 3rd readings should be used. This will require on-the-spot arithmetical manipulation of the systolic and diastolic values. A hand calculator may be useful. The data forms include fields for these averaged values and for any actions taken.
V.
Methods


1.
Preparation 


1.1
Record the date of the procedure and the Dinamap( number on the Seated Blood Pressure screen during the five-minute rest period.


1.2
Before the BP measurement procedure, explain to the participant what to expect and how long the procedure will take. The following script is suggested:

This part of the exam involves taking your resting blood pressure. It will take about 10 minutes. We would like you to sit with both feet on the floor and your arm supported on the table. We will have you sit quietly for five minutes. Then we will take your blood pressure three times, one minute apart, using an automated device. We will give you your blood pressure readings and some material to help you interpret them at the end.


2.
Cuff Size Selection

2.1
Use the proper cuff size to avoid under- or over-estimation of the correct blood pressure. Selection of the proper sized cuff is based on the guideline that the length of the inflatable bladder in the cuff should be at least 40% of the arm circumference. Measurement of the bladder length in the Critikon( cuffs confirms that the chart in Table 3 conforms to this guideline. A copy of this chart should be available during the BP measurement procedure for easy reference. Selection of cuff size should be based on the Critikon( chart in Table 2, and only Critikon( cuffs should be used. If the participant’s arm size falls in a range in which there is overlap of two Critikon( cuff sizes, use the larger cuff.


2.2
Measure the right arm circumference as follows:


(
Ask the participant to bare the upper arm.


(
Ask the participant to sit or stand holding forearm horizontal, i.e., parallel to the floor.


(
Measure arm length from the acromion (bony extremity of the shoulder girdle) to the olecranon (tip of the elbow) using a metric tape.  


(
Mark the midpoint on the dorsal (back) surface of the arm.


(
Ask participant to relax arm along side of the body.


(
Draw the measuring tape snugly around the arm at the midpoint mark, keeping the tape horizontal. Only pull the tape snug enough so that the first red-bead marker can be seen.  Tape should not indent the skin. If you can see both bead, the tape is too tight. Record the arm circumference measured to the closest (0.1) cm in Field 1 on the Seated Blood Pressure Form.

(
Use the criteria in Table 2, below, to determine cuff size. Check the cuff size used in Field 2 on the Blood Pressure Form by filling in the appropriate circle. 
Table 2. Cuff Size Indicated by Measured Arm Circumference

	Arm Circumference* (cm)*
	Cuff Name**
	Bladder Length (cm)

	12-19
	Child
	8

	19.1-25
	Small Adult
	10

	25.1-33
	Adult
	13

	33.1-40
	Large Adult
	17

	40.1-50
	Thigh
	


* These circumferences are printed on the corresponding cuff for verification.

** Critikon Dura-cuf( nomenclature is also printed on the cuff.




3.
Setting up the Dinamap( BP Machine
3.1 Load the printer paper by opening the flap on the side of the device. There is a diagram showing how to thread the paper on the inside of the door. There is a gray plastic wheel to the left of the roller. Just to the right of the gray wheel is a gray plastic lever. Gently flip this lever up. This releases the roller so that you can use the gray plastic wheel to turn the roller to thread the paper. Flip the gray lever down when finished.

3.2 To turn on the Dinamap( device, push the "Off/On" button on the front control panel (lower left).

3.3 After five seconds an initial message will appear on the LCD screen. It will consist of a warning and the instruction, “push a front panel key to start.” 
3.4 In the main menu select print using the gray toggle knob. In the next menu, select auto and then push the toggle knob. This will program the device to print the blood pressure measurements.

3.5 Do not touch the monitor again until you have completed steps 4–6, below, and you are ready to proceed with blood pressure measurement. 


4.
Positioning the Participant
4.1 The workstation should be free of excessive noise or distractions.

4.2 The participant should be seated and relaxed in a comfortable chair, to ensure that:

· He or she is sitting up (not slouched).

· Both feet are on the floor (legs/ankles not crossed).

· Right forearm is supported resting on the table. 

4.3 The participant should not talk, eat, or drink during the procedure.

4.4 Ideally, the Dinamap output will not be visible to the participant during the measurement, as this may cause anxiety.


5.
Application of the Blood Pressure Cuff
5.1 Place the appropriate cuff around the upper right arm so that the mid-height of the cuff is at heart level. Palpate the patient’s brachial artery and place cuff so that the artery is aligned with the cuff arrow marked “artery.” 

5.2 Place the lower edge of the cuff, with its tubing connections, two centimeters above the natural crease across the inner aspect of the elbow. 

5.3 Wrap the cuff snugly around the arm, with the palm of the participant's hand turned upward.

5.4  Secure the wrapped cuff firmly by applying pressure to the locking fabric fastener over the area where it is applied to the cuff. 

5.5 Do not wrap the cuff too tightly around the arm. You should be able to insert the first joint of two fingers under the cuff. The cuff should be snug but not tight. 

5.6 Be sure all air is squeezed out of the cuff before each inflation.


6.
Rest Period

6.1
The participant should rest for five minutes (timed using a watch or stop watch) prior to the heart rate and blood pressure measurement. 


6.2
When the five-minute rest period is over, but before the first blood pressure measurement is started, record the time of day on the Seated Blood Pressure form.

7.
 Blood Pressure Measurement

7.1
To begin the blood pressure procedure, access the Main Menu on the Dinamap( by pushing the “Start/Stop” button at the lower right of the monitor. (Please note that the gray knob located at the upper right of the monitor allows you to change selections in the monitor screen, in a manner similar to a computer mouse or pointing device. Rotate the knob in order to move from one item to another in the monitor screen, and push it to select the desired option.) 



Use the knob to select the set bp option from the menu and then press the knob (equivalent to clicking a mouse) to implement the selection. The next menu appears automatically.



Use the knob to select auto bp and then press the knob.


7.2
Immediately after you select auto bp the monitor will start the first blood pressure measurement. However, during this first inflation, select the window that has appeared to the right of auto bp and push the knob, so that there is a black number against a clear background in the window. Rotate the knob to select “2.” This will select two minutes as the interval between sequential blood pressure measurements. Push the knob again (colors in window will reverse) to implement the selection. (The device will retain this setting, even after it is turned off, so you will not have to repeat this step again.)


7.3
Palpate the radial pulse during inflation. The radial pulse should not be palpable at peak inflation pressure. If the participant's radial pressure remains palpable when the device begins to deflate, the device will complete its deflation procedure and then should automatically reset itself for a higher inflation pressure and repeat the measurement. In the unlikely event that this does not occur, manually reset the inflation pressure: 


7.31
Rotate the knob until the window to the right of tgt pressure is highlighted, push the knob and rotate it again until it reaches 210, and push it again to select. Repeat the blood pressure measurement. 


7.32
It is not necessary to repeat or prolong the five-minute rest period if this happens, but explain the change in the procedure to the participant (e.g., “I think we need to use a higher inflation pressure—I'm just going to reset the machine”). 


7.33
If a higher maximal inflation pressure is needed, reset this parameter at 260 mm Hg, and, if necessary, at 300 mm Hg. Check carefully to be sure that the cuff is properly positioned on the participant's arm with the arrow at the brachial artery.


7.4
When the radial pulse is obliterated at maximal inflation, the first blood pressure measurement will be obtained. The device will automatically obtain the 2nd and 3rd measurements, at two-minute intervals.


7.5
Record the three sequential blood pressure readings and pulse rate in Fields 3, 4, and 5 on the Seated Blood Pressure Form as soon as they are displayed on the Dinamap.

7.6
After the 3rd measurement is obtained, return to the main menu and select trend and then print all. When printout is obtained and verified, proceed to trend and then clear. When the monitor requests confirmation, select yes. Keep the printout in the participant chart in case needed for confirmation of values.


7.7
In order to keep the machine from continuing with further automatic blood pressure measurements go to the main menu, select set bp and then manual. There is no need to turn off the machine if another participant is ready.  If for any reason the machine automatically starts an unnecessary inflation, push the “Start/Stop” button at the lower right hand corner of the monitor and then select manual, as explained above. Remove the blood pressure cuff from the participant's arm and thank the participant for his/her time.


8.
Pulse Oximetry
8.1 Place oximeter on participant’s finger prior to the beginning of the blood pressure measurements.

8.2 After the blood pressure measurements have been completed and recorded on the screen, record the oximetry value in item #7.

8.3 If participant was using supplemental oxygen during the test, answer Yes for item #7 and record the flow rate in the field provided.

9.
BP Measurement Instructions for Participants with Short, Thick Arms

9.1
Occasionally there will be a participant whose upper arm is too thick and short for the thigh cuff or on whom the thigh cuff pops open on inflation. The alternative procedure in this case is to obtain the resting blood pressure in the right forearm.

9.2
Measure the forearm circumference at the midpoint between the olecranon (elbow) and the ulnar stylus (wrist bone on pinkie side). Select the proper size cuff based on the forearm measurement. The blood pressure procedure is otherwise the same.


9.3
You must document on the Seated Blood Pressure Form that you have measured the forearm blood pressure.

10.
Reporting Blood Pressure Results to Participants

10.1 Once the three blood pressure measurements have been entered, calculate the average of the last two pressure readings and use this information to determine if there are any alerts as described on the Seated Blood Pressure form.
10.2 The technician may verbally provide the participant with the blood pressure reading (the average of the last two pressures), if asked, after the procedure has been completed.

10.3 Alternatively, if the blood pressure is normal (<140/85), the technician may say that it is normal, particularly if asked.

10.4 If the blood pressure is not normal (>140/85) but not at an alert level (>210 mm Hg), the technician should exercise the standard option of not discussing the interpretation or stating that it does appear to be high (or “somewhat elevated”) but that, again, it will be discussed later.

10.5 If an alert level is identified, the technician should calmly notify the clinic coordinator when the procedure has been completed. (If symptoms of severe hypertension are present, the technician should notify the clinic coordinator immediately.)

10.6 Any additional comments or notes may be entered in the Comments box at the bottom of the form.

VI.
Quality Assurance/Quality Control Procedures for Dinamap Pro 100(

Device should be carefully and routinely monitored and calibrated according to procedures described in the Exam 6 Manual of Operations. This is particularly important for devices that are transported from place to place.
3.5.3 
Phlebotomy 


I.
Purpose

The purpose of the Phlebotomy form is to record information related to the blood draw to facilitate the tracking of samples and to inform the central laboratory of samples collected and any issues that may affect processing


II.
Materials/Equipment

See Section 3.5.4 for specific materials. 


III.
Methods



General instructions
1.1 A blank paper Phlebotomy form will be used.
1.2 Copies of the Phlebotomy form and the Processing form are included with the shipment of samples to the Central Laboratory.

1.3 The full lab section (3.5.4) includes the details about the blood draw and processing.



Specific Instructions:

1. Phlebotomy Form

a. The completed Phlebotomy form will be entered via the electronic data entry screen after it is returned to the clinic.

3.5.4    Home Visit Lab Instructions
Overview

Blood collection in the home poses unique challenges.  Of utmost importance is safety for both the participant and the technicians.  Sample quality must be maintained in order for the home visit data to be compared with previous data from samples collected in a clinical setting where blood processing is immediate.  Blood collected off site must be kept at the proper temperature during transport and processed within 2 hours of collection.  For this reason, it is recommended that the blood draw be done as close to the end of the visit as possible.  All biohazardous, and potentially biohazardous material is to be handled and transported in accordance with OSHA safety guidelines.  Filled blood tubes should be packaged in compliance with IATA Diagnostic Specimens Packaging Instructions 650.  Individual clinics may have specific regulations regarding transporting blood specimens.  

Supplies and Equipment 
· Clean lab coats (or disposable) and gloves

· Antiseptic gel or foam (for technician hand cleaning in the absence of soap and water)

· Basin (just in case)

· Washcloths/Towels

· Smelling salts

· Lab mats and wipes

· 10% bleach solution or approved biohazard disinfectant

· Plastic tray with compartments for phlebotomy supplies

· Butterfly needles (21G) with luer adapter (BD #367281)

· Vacutainer barrels

· Tourniquets

· Alcohol prep pads

· Gauze pads (2x2)

· Surgical tape – paper tape (easier on participants)

· Band-Aids

· Blood tube rack

· Ice bucket – Possible makeshift ice bucket could be a Styro, plastic cup, or other lidded container, partially filled with wet ice or cold packs.  

· Stopwatch or timer

· Scissors

· Pens

· Needle/sharps container 

· Biohazardous waste bag/container

· Spill / leak proof containers for transportation of samples back to the clinic

· MESA Blood collection tubes (keep extras on hand):

· MESA Classic (Core) collection (All sites):




2 – 10 mL Serum tubes (BD# 367820)




2 – 10 mL EDTA tubes (BD# 366643)




1 – 2.5 mL PAXgene RNA tubes (BD# 762165)

· MESA Epigenetics collection (Wake, Col, JHU, Minn):

· 4 – 8 mL cell preparation tubes (CPT)

· 1 – 4 mL EDTA tubes

· MESA Participant Labels

· MESA 6 Study Forms (Paper Copies)

· Clinic Reception 

· Phlebotomy 

Safety Issues / Precautions for Handling Blood Specimens
Safety issues and precautions for handling blood specimens at home visits are the same as stated in the Exam 6 Study MOP.

Awareness of safety concerns and precautions in handling biohazardous material is of the utmost importance at home visits.

Venipuncture Procedure

Informed consent must be obtained before blood is drawn.  Complete the 4 questions on the Phlebotomy Form with the participant prior to the start of venipuncture.

There are usually two options for setting up for venipuncture in the home depending on whether the participant is mobile or confined to bed. The ideal area for the blood draw is where ever there is adequate space for the participant to be comfortably seated (or reclined) and there is available table or counter space with a surface that can be easily cleaned (possibly the kitchen).  Be sure to cover the surfaces with absorbent lab mat to contain potential contamination.

Follow the detailed procedure described earlier in the Blood Collection MOP.

For the EDTA tubes, in absence of a tube rocker, gently invert the tubes for 30 seconds to ensure adequate mixing.

Complete the Phlebotomy form - recording venipuncture start time, tourniquet elapsed time, and quality of the venipuncture. 

Package and Transport of Samples From the Home To the Lab for Processing

Safety, temperature control, and timing are the critical concerns in transporting the filled blood tubes to the Lab for processing.   

Human blood is considered a biohazardous material, therefore handling and transporting it must be done in compliance with OSHA safety guidelines.  

All biohazardous material is to be transported in spill / leak proof containers.

· Care should be taken to keep all tubes in an upright position during transport.

· Maintain EDTA tubes at 4° C during transport. Cold packs are recommended.  Be sure cold packs will not freeze EDTA samples. 

· Maintain serum and Paxgene tubes at room temperature during transport.  If using the same secondary container for both tube types, ensure the serum and Paxgene tubes are adequately insulated from the cooling effects of the cold packs.

· Package filled draw tubes following IATA Packing Instructions 650. Pack the tubes in both primary and secondary sealed containers, with adequate absorbent material in case a tube breaks, during transport.  
For example:  The EDTA tubes could be placed in a small rack which is then placed in a primary leak proof container (such as a ziplock bag) containing absorbent materials (such as absorbent pads or strips).  This is then placed into a secondary leak proof container (such as a small styro) with one or two cold packs to maintain a 4°C (not freezing) temperature.  
Be sure to label the outside of the external container(s) as “Diagnostic specimens” and “Biohazardous”.       

· Ideally, EDTA tubes should be centrifuged in < 30 minutes from the draw.  
Serum tubes should be centrifuged in > 40 and < 90 minutes from the draw.  However, for home visits the elapsed time between venipuncture and processing has been extended to a maximum of 2 hours.

· Keep extra clean gloves, absorbent material, disinfectant, and empty biohazard bags easily accessible during transporting in case of an accident.

Conclusion of Home Visit
It is critical that the participant’s home be left in the same or better condition as when the technician first arrived.  

1.
Biohazard materials (anything that may have come in contact with blood products) are placed into properly marked biohazard bags and transported back to the clinic for proper disposal. 

2.
Cleaning surfaces:  Ideally surfaces where phlebotomy was set up should be lightly wiped with disinfectant.  The goal is to disinfect without damaging any surfaces. Obtain participant permission before applying any surface disinfectants.  Since this is the participant’s blood in their own home, they may object to the use of bleach.  In case of spillage or tube breakage, clean up the area immediately, if necessary soap and water may be obtained from the participant.  In unusual cases notify the supervisor for additional instructions.
3.
BE SURE NOTHING IS LEFT BEHIND

Special Circumstances
Low sample volume

If there is insufficient sample of a tube type to make the full set of aliquots, if possible fill the lowest numbered cryovial for that tube type first. Any partially filled cryovials (less than the specified volume) should be marked with a “P” on the cryovial label, and a “P” should also be written in the comment field on the Processing Form next to that cryovial number.
Aliquots cannot be frozen within 10 minutes. 

Every effort should be made to freeze cryovials at -70°C or below as soon as possible after aliquoting. If specimens cannot be placed immediately at -70°C or below, they may be temporarily (< 2 hours) stored at -20°C or placed on dry ice until transfer to -70°C or below.  Dry ice is the preferred solution.

Shipping Blood Samples

Home Visit samples are included in the regular weekly shipments

Other

Repack home visit kit with supplies at the end of the day.  Refreeze all ice packs. Wipe down all materials to make sure they are biohazard free.

Figure 1. 	Frankfort Plane for Measuring Body Height





The Frankfort Plane includes the lower margin of the bony orbit (the bony socket containing the eye) and the most forward point in the supratragal notch (the notch just above the anterior cartilaginous projections of the external ear)—also referred to as the upper margin of the external auditory meatus (the hole in the ear).  
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