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D.1  Follow-up Phone Call Forms

D.1.1  General Information

Introduction

At the end of each Exam, each participant is askeubtify the clinic if any change
occurs in his/her health, especially involving aitalization, nursing home admission,
or diagnosis of myocardial infarction (Ml), angirt@ngestive heart failure (CHF),
peripheral arterial disease (PAD), stroke or tramisischemic attack (TIA). Clinic staff
also informs each participant that they will contaien/her by telephone at a regular
interval (Follow-up Calls) to ask some questiorgarding his/her health since the
previous telephone interview.

Administering the Forms

Be sure to match non-English speaking participauits like-speaking interviewers. The
Contact Summary contains preprinted informationualbioe participant’s language
preference in the upper right-hand corner of teest

Use of Proxy

If a participant is not able to do the interviewg(edue to a medical problem), a proxy
may be used. A proxy is a relative or other knogésble contact. If the participant has
died, the proxy may complete the questionnairdéHferperiod between the last Exam and
the date of death.

The proxy may or may not be someone previouslygiesed as a contact by the
participant. For example, the participant may hdesignated his/her spouse as a primary
contact, but the participant’s son or daughteralbt@ends up being the person to
complete the questionnaire. This is fine, as lantha new person is knowledgeable
regarding the participant’s medical condition, @aares of interest, etc.

When contacting a proxy, be sure to record dategst and explanatory notes for each
contact on th€ontact Log Eight attempts to contact a proxy should be nmade a two-
week period during different times of the day. df contact is made, repeat in four weeks.

Motivation
The surveillance phone interview in MESA servessahpurposes:
To ascertain whether participants have experieaoggotential events

To update participants' tracking data includingrtddress, phone number,
contact information and proxy contact information

To update participants' vital status

To obtain information regarding participants’ gahéealth and health care
treatment since their last MESA telephone Followealh (not since clinic visit)

To obtain detailed information about specific matlimonditions that participants
have been reported (by a physician) to have shnaie last MESA telephone
Follow-up call (not since clinic visit)
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To obtain detailed information about any procedurelsospitalizations
participants have had since their last MESA teleghieollow-up call (not since
clinic visit)

For Follow-up 11, to introduce Exam 5 and schedal@ppointment.

Forms
Several forms are involved in completing talow-up Phone CallEach is described in
detail in later sections.
Contact Log
Contact Cover Sheet
General Health
Medications Inventory
Participant Tracking
General Health — Death (as needed)
Death Information (as needed)
Specific Medical Conditions (as needed)
Other Admissions (as needed)
Specific Medical Procedures (as needed)

Mode of Administration

All forms are interviewer-administered to MESA peigants over the telephone. If the
participant prefers to relay this information inep@n, or for some reason is unable to
complete the interview by phone, a home or climgitynay be scheduled.

The forms should be completed via computer aidég.eff a computer is not available
at the time of the interview, paper forms may bedysut answers will need to be entered
into the computer when it becomes available.

On paper forms, all questions and responses tbhatdbe read aloud are in normal font.
Directions and responses that should not be readlare indicated in bold. Phrases that
should be modified and read by the intervieweridéecated in italics and brackets.

On the computerized data entry system, all quesionl responses that should be read
aloud are in normal font. Directions and instroes use blue font. Any questions that
should be skipped, due to a skip pattern, are guéyand should not be read to the
participant.

Timing of Questionnaire Administration

Each Follow-up call is scheduled at a regular rgkafter the previous Follow-up call.
The Coordinating Center provides web reports tatifieparticipants who are due for
their follow-up call. Specifically, given a useresjfied window of time, the report will
list all participants who require a follow-up phocel interview within that time
window. These reports provide the necessary papkrieoFollow-up 15, 16, and 17.
The specific follow-up desired is selected fronrepddown list.

At minimum, these reports should be run once eaahtimto identify participants who
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should be contacted in the upcoming month. The @oating Center recommends
running the reports mid-month for all participamisose follow-up phone call is due in
the following calendar month (e.g., running theorton June 15 for all participants due
for a follow-up phone call in July). This allowswo prepare for the number of calls
you'll need to make in a given month and possildiyaghead start on calls due in that
month by calling participants due for a follow-ugrlg in the month during the final days
of the previous month, but still within the targghdow for the call.

The contact information (contact window, phone namsbetc.) is downloaded
automatically every time the Follow-up program tstap and there is an internet
connection.

Starting with Follow-up 17, participants that adentified as living in the same residence
will have the same contact window assigned.

Table D.1.1

The following table shows the schedule for all eatlty anticipated MESA Follow-up
Calls.

Note: A participant’s Follow-up Calls had previbubeen scheduled relative to his/her
Exam visits, but that is no longer the case. Nawhd-ollow-up Call will be made
relative to the time when the participant’s prewdétollow-up Call occurred.

2015 2016 2017 2018 2019 2020
| [ | ] L 1] . L |
| FY01 | FY02 | FY03 | FY04 | FY05
L1 [
| Exam 6 ‘
1]
FU15 FU17 | FU18 | FU19 FU20
FU16
||

Each field center should run its follow-up repdrexjuently and systematically enough
that you ensure (a) that calls are made withirr tiaeget window and (b) that no
participants are missed due to “gaps” between dateg “end date” of the previous time
the report was run and the designated “start datehe current run.

The information collected on these forms applieth#&otime period since the last contact.
Telephone interviewers doing Follow-up Calls shaubdv be sure to tell each participant
that the interviewer is seeking information aboanditions, admissions, and procedures
that occurred since the previous Follow-up Calk @nce other MESA contact, such as
an unscheduled call to gather information aboytezific, already-discovered event). To
ensure the collection of accurate information,téiephone interviewer should tell the
participant the date of the previous Follow-up @aldl should remind him/her of that
date as often as necessary during the call.

For each participant identified by the program as fibr a Follow-Up Phone Call, four or
five forms, which include the following informatipare generated:
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Contact Log Form

Space to track the calling history of contact afitsm
Space to indicate each contact attempt’s pendaigstode
General Health Form

Space to record participant’s general health s&itie his/her last MESA contact

Space to record if participant has had specificgdores, hospital/nursing home
admissions, or diagnoses of interest to MESA simster last MESA contact.

Medications Inventory Form

Space to record participant’s current medicatidnsage, and instructions for use.
Participant Tracking Form

Current tracking information (including addressppé number, current contacts)
Space to record updated tracking information regubbly the participant

Space to record proxy contact information if intew is obtained by proxy (or to
indicate proxy is a “contact” already defined bytuapant)

Contact Cover Sheet

Space to record the final contact status code

Space to record the participant’s status code wihedimes both his/her vital status
and his/her study status

NOTE: The information received from the participahbuld be entered directly into the
computer. Write this information described aboveal@mpaper form only if the computer
system is not available.

The target follow-up contact date for each partioigs nine to 12 months after his/her
last contact. Ideally, the earliest contact datenis month before the target date and the
latest contact date is one month after the targiet. df the clinic has made concerted
efforts to obtain this information within the tatgeindow, could not do so, but is able to
obtain the information outside the target winddws is acceptable. However, all
reasonable efforts should be made to contact thieipant and obtain the information
within the target window.

Details on Administration of Forms

The following chart briefly outlines the order irhigh the forms for the MESA Follow-
up Phone Call are generally administered. Key pdimremember are:

Contact LogandContact Cover Sheare completed for ALL participants for
whom contact is attempted.

General Health(or General Heath—DeajhParticipant StatusandParticipant
Trackingforms are completed for all participants with whoamtact is made and
who consent to an interview.

A Specific Medical Conditions, Other AdmissioosSpecific Medical Procedures
form is completed only for those participants whdicate a corresponding
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potential event on th@eneral Healthform.

The Contact Log, Contact Cover Sheet, and othevaek documents are created as
reports on the MESA web site. To create these deatsnopen a browser and navigate
to

https://www.uwchscc.org/MESAE5Reports/login.aspxRiReJrl=%2fMESAE5SReports
%2fDefault.aspxTo ensure that participant information can ordwiewed by the
appropriate site, a site-specific user name answasl will be required to navigate to the
site page. (Contact your study coordinator or tRef@ this information.) Once the
password for your site has been entered, you edlthe following screen. The reports for
follow-up are listed under “Follow-up Reports”.

c esA The Multi-Ethnic Study of Atherosclerosis

VIS EEm ST MESA Exam 5 Participant Reports/Documents

Columbia = Columbia

Johns Hopkins = Johns Hopkins

= Minnesota

Minnesota
= Northwestern

Northwestern

= UCLA
ucLa u Wake Forest /
Wake Forest

Follow-Up Reports

Lung CT

= Contact List
Ultrasound » Tracking

PulseWave = Barticipant Contact History.
= Contact Log

MESA Home
= General Health Reports

MESA Exam 5 Clinic Reporting Tools

= Look Up Participant Report Dates for ID

= Overdue Exam 5

Sleep Questionnaire Time Entry
= Click here to enter missing times
MESA Consent Tracking

= Click here 1o enter sleep consent information
= Enter missing E5 consent responses

After selecting any of “Contact List”, “Tracking"Participant Contact History”, or
“Contact Log” reports, a screen will open that wilow selection of individual ID
numbers or all ID numbers with follow-up due in gpecified date
range. R R

Q?GSA The Multi-Ethnic Study of Atherosclerosis

Telephone Follow-Up 14: Contact List Back to MESA Reports

Follow-up: |14

Study: | © MESA Original ) MESA Family O MESA A |

Expected Follow-up Date Range
Start date: End date:

= =TT

Perform the following steps:
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Figure D.1

MESA Follow-Up Phone Calls
Forms Administration

Contact Log
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General Health
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Medications
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Specific Medical
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Participant Tracking

'

Contact Cover Sheet

Y
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Initiate aContact Logfor all participants to track call attempts.

b. If contact is made, begi@eneral Healthnterview, following “introductory”

script.

c. If participant (or proxy) indicates s/he would @eyou call at another time, end

the call and record on tl@ontact Log
d. Repeat steps b and c until interview completed.

e. If responses oeneral Healthinterview indicateéSpecific Medical Conditions

Other Admissionsand/orSpecific Medical Procedurderm(s) needed, complete

as appropriate.

f. If contact is made, regardless of whether
participant/proxy indicates potential events relqgir
adjudication, reviewParticipant Trackingnformation
and update as necessatry.

g. Update final contact and participant statuses on
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Contact Cover She&br ALL participants, even if no contact was made.

Note: If a field center discovers a potential éedbnough means other than a Follow-
up Call (e.g., unscheduled notification by the ipgrant during an Exam), then it is
not necessary to fill out Follow-up forms for tipattential eventGeneral Health
Specific Medical Conditions, Other Admissions, 8jekledical Procedures

Likewise, do not add the new potential event toewvipus Follow-up form (e.g., a
General Healtiform completed a week earlier) because doing canfuse the
date-tracking function in the Events software.tdad, you should use the discovered
information to submit amitial Notification immediately and then begin gathering the
appropriate documentation for a full investigation.

Starting an interview with the Electronic Data Entry System

From the first screen of the Telephone Follow-upalEEntry System, enter your Tech ID
and password and select “OK”, then select a pp#didi by clicking on a name in the
contact list:

45 MESA Followup Data Entry — Cantact List N . -_ [=[E] =]
| ID | | Participant Name | | Expected Follow-up | Forms Uploaded (To CC) 17
9900001 MARY SMITH 08/15/2015 GenH Track Cover
9900002 KEN ARROYO 08/15/2015 GenH Track Cover
9900003 ALICE JONES 08/15/2015 GenH
9900004 GEORGE BROWN 08/15/2015 |
9900005 YUAN LI 08/15/2015
9900006 MAT RAMIREZ 08/15/2015 i
9900007 ANN WU 08/15/2015
9900008 RYAN HAWK 08/15/2015
9500009 MARIA WELLBY 08/15/2015 1
5900010 ROBERT CRANSTON 08/15/2015 i!
9900011 ESTELA HARPER 08/15/2015
9900012 OSCAR REYES 08/15/2015
8500013 Linda THOMAS 08/15/2015
9900014 RICK ANDREWS 08/15/2015

| 9900015 PEGGY KING 08/15/2015 Med :f
Select a2 participant above or type the ID number here: |
Back |

This will generate the participant’s Contact Sumyrthat displays information about the
participant as well as the forms required for tbédw-up Call.
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a-l MESA Followup Data‘iut‘;]_f_—i‘]mtactSummary . L ‘:' I |
|| Participant: [ABCDEFF [MARY sMITH Female
S500001 Language  Expected Contact Date Contact Status
English 08/15/2015
Heme Pheone: (555) 123 1234 Zir Participant Ii
Cell Phone: (555) 123 1234 I
Work Phone: (555) 123 1234 Uploaded: i
Email: user@isp.net GenH Track Cover
Preferred Contact: Phone
Prev. iI
Notes
Notes:
:
I Follow-up Form Date Status Data Entry Uploaded To CHSCC
Participant Tracking 08/10/2015 cComplete 999 08/11/2015
General Health 08/10/2015 Complete 999 08/11/2015
Medications Not Done
Contact Cover 08/10/2015 Complete 999 08/10/2015
MC--Myocardial Infarction 08/10/2015 Complete 999 08/10/2015
| OA--Overnight Nursing Home/RC 08/10/2015 Complete 999 08/10/2015
MP--Angioplasty of Heart 08/10/2015 Complete 999 08/10/2015 II
Back

If this is a new Follow-up call, you will start tite beginning of the Participant Tracking
Form. If the interview was partially completed fors participant during a previous
phone call, you will be taken to the last complgtade of the last questionnaire
completed in the previous call. At the end of escieen click ‘Next’ to advance to the
next screen. If any questions are left blank, eniag box will alert you of the skipped
guestions. If you want to continue without filliogit all the questions, you may close the
alert box and click ‘save and continue.” Note thsityou work through the program,
guestions that do not need to be asked due tgsitiprs are not displayed.

If you start an interview and wish to close thegoeon before completing all
guestionnaires, click ‘Quit Data Entry’ to end th&erview session.

D.1.2 Contact Log

TheContact Logs used to document calling history and assigpemtling” call status
code for each contact attempt. Preprinted on tima &oe the participant’s ID, acrostic,
language preference, telephone number, enrollnoentigit) date, date of last Follow-up
Call, and the target window for the contact.

NOTE: This form is for field center administrative purposes only and is not
scanned into the local MESA database.

At each contact attempt, record your IntervieweplDnitials and call attempt date, circle
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the day of the week, and record the time of théaminA minimum of eightalls should
be attempted at different times of the day befgparéicipant is declared unreachable.
MESA would prefer to have no unreachable partidipaft the end of each contact
attempt, record the applicable pending code froerathailable list of codes on the top
half of the page. Assigning a pending code is weportant, as the code may be
necessary for determining the final contact statge in the event the participant is
ultimately not successfully contacted.

Pending codes are:

Code

Category

Explanation

0

Contact not yet initiated

Default code alreadMiBSA database.

1

Unlisted phone number

Number for this participantnlisted. Interviewer should
call the participant’s designated Contact 1 (andt@d 2,
if necessary) to obtain a phone number for thagipaint.

Phone disconnected or o
of service

LuTelephone number for this participant is incorcthe
number has been disconnected. Interviewer shalildhe
participant’s designated Contact 1 (and Contaift 2,
necessary) to determine if this is a temporaryagisection,
and, if possible, obtain another phone number &twthne
participant can be reached.

Busy signal/no answer

Telephone is busy or nwainand there is no answering
machine at the number. Another contact attemptldHma
made within the hour. If five attempts result manswer,
determine if the number is correct or if an altéernzhone
number is available for the participant.

Left message on
answering machine or
with person

Telephone number for this participant is presunoeloiet
correct, but an answering machine, or someoneislse,
reached. Record details in the “Comments” sectiorihis
contact.

Person busy, call back

Telephone number forpiiBcipant is correct, but the
participant is temporarily unavailable. Persorvasring
phone has information about participant's availgtéind
when the participant may be re-contacted. Recotel tda

call again in the “Comments” section for this cata

D.1.3

Verify that this information is correct, or recaady changes reported by the participant in

Participant Tracking

Current tracking information for the participantiin the MESA database is displayed in
the left column of the screen. Read the printéarmation to the participant/proxy.

the right column. This information will be usedupdate the MESA study database for

future clinic visits and/or follow-up contacts.tlme case of a death, this information does

not need to be verified with the proxy.

D.1.3.1 Participant Tracking—Participant
First, I'd like to make sure our records are up todate. Could you please tell me if
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the following information is correct?

azl MESA Followup Data Entry -- Tracking Page One £ : = L- & ‘
Participant ID#: 9900001 Acrostic:. ABCDEFF Changes | Quit
e Rt | CiosTEsion Tracking Date: ~ 8/10/2015 ~
|MRRY SMITH Home Phone Cell Phone Work Phone
e henes {555y 154 1554 [144 | 4446666 [144 [[4444333]  [a44 [4444444]
|cell Phone: (555) 123 1234 Email | |
|Work Phone: (555) 123 1234
|Email: user@isp.net Address
14002 Lakeview Road | |
|Townsville ST 12345 o .
city | | sti. x| Zip| |
If the above is a NEW Address, Month E
enter the Month and Year of
change: Year i
[Mailing only [[] Street [7] Mailing
[ 5
If the abave address is a MAILING Address only, Slreet Address:
enter the STREET address. | |
.St_rz?{_at Address: City | | Sl‘ v| Zip | |
4002 Realview Street
Es e If the above is a NEW Address, Month -
enter the Month and Year of
change: Year b

- _ N

Read participant name, address, phone number&-aradl address from top left box on
the screen.

If information is not correct, type any changestomright side of the page. Record the
month and year of the address change and recorith@ritbe new address is a mailing
address or a street address. The Street addiads sthere the participant lives for most
of the year. If a mailing address is given in Bgxecord a mailing address where
indicated.

NOTE: Only enter information for addresses, phone numbers, or other

information that has changed. For example, if the address has changed but

the phone number has not changed, only enter a new address in the
Participant Tracking screen.

Select “Next.”

Now, could you tell me if you have a secondary re@nce?

Record the address of any secondary residence a&lmagicipant spends more than 4
weeks per year in Item B. The 4 weeks do not ned® consecutive. Then record the
month and year that the participant began useenf secondary residence.
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[ a3 MESA Followup Data Entry -- Tracking Page 2 p _lt £l EIJ-&‘
Participant ID#: 9900001 Acrostic: ABCDEFF Quit

B. Secondary Residence

If a secondary residence is listed, ask
participant if they still use the secondary =

residence at this address: If NO, enter the month and year of end of use:

If YES, go to Section C: Contacts/Proxes

Month b Year v
4002 Second Home
Drive [EOL]Townsville ST 12345

Does participant have another secondary
residence that they use?:

)

If no secondary residence is listed, ask the oot s
participant if they have a secondary residence: ‘ |
N city | st | zip| |
If participant has a secondary address (a place |
hefshe lives 4 or more weeks per year), enter When did participant begin use  Month - |
address. of this secondary address?
= Year W |

You previously provided us with information about friends or relatives who you are
likely to keep in touch with, but who do not live with you, and who are not planning
to move any time soon. Can you please tell me ifd following information is still
correct?

Read Contact names, relationship to participamitess, phone numbers, e-mail address
from “Item C” of the form.

After verifying the information for each contactkaMay we send [Contact Name] a
brochure or newsletter to tell him/her about MESA and his/her role as your contact
person for MESA? Enter YES or NO.
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—
B Ve o o ey e ¥ o m 0 EEL)
Participant ID#: 9900001 Acrostic: ABCDEFF Quit
C. Contacts Changes Other contact (Record the following information only if interview is

completed by contact other than those listed on previous pages.)

@ Contact

NEW PROXY
~ Check if used as contact for this interview

Relationship to Participant

First Name Middie Initial Last Name
f m i |
Second Sumame
Address |
‘addrresss |
oy StME - zpeits |
| May we send [Contact Name] a brochure or
newsletter to tell him/her about MESA and his/her Home Bhone Gel Ehone Woik Bhooe
role as your contact person for MESA?
Email |emaM ‘
@ Yes © No
Il [ Back [ Next

If information is not correct, type any changestoa right side of the screen. NOTE:
Participant may change contact names and informaindirely if necessary. If there are
no changes, click ‘Save and Continue.’

After verifying information for all contacts, asW/hich of your contacts is the best
person to provide information about your health staus or any hospitalizations that
you may have had if we cannot reach you3elect the appropriate contact.

[0 Mesa Followup Dalai!-)_tr.y " Health Status/Hospitalization Cantact — e = )
Participant ID#: 9900001 Acrostic: ABCDEFF | Quit |

Which of your contacts is the best person to provide information about your health |
status or any hospitalizations that you may have had if we cannot reach you?

Select one fl =

Clear I

Back
You previously provided us with information about your personal physician or
health care provider. Can you please tell me if #hfollowing information is still
correct?
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Read participant's health care provider name, ksasiaddress, and telephone numbers
from Item D of the form.

4 MESA Followup Data Entry = Physician =
Participant ID#: 9900001 Acrostic: ABCDEFF | Quit |
D. Health Care Providers Changes

Enter a new health care provider below
First Name Last Name
NEW Physician | |
Title (MD, PA, efc.) | \
Place of Business (name of clinic or hospital)
Address
City | | st| - zip| |
Phone
Send participant’s :
results to this person: Yes © No
| Back [ Next |

If information is not correct, type any changestoaright side of the page. If there are
no changes, click ‘Save and Continue’ and you retiirn to end of the General Health
Form.

Thank you.
Be sure the participant has no other questions.

D.1.3.2 Other Form Information

Proxy—if the General Health interview (and other “eventérviews, if needed) were
completed by a proxy, note this on farticipant Trackingform:

» If a previously designated Contact served as thrypior this contact, indicate
this by checking the appropriate “Check if usegm@sy for this interview” box
section “B. Contacts/Proxies” of the form.

» If a different individual served as the proxy forst contact, indicate this in the
“Other Proxy” area (at the end of section ) by entethe proxy’s name, address,
phone number and relationship to participant insi&ce provided.

There is no need to verify the participant trackimgrmation if the participant is
deceased.
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D.1.4 General Health

D.1.4.1 Introduction

Once the participant is contacted, the intervielegins by reading the printed script in
the “Introduction” section of th&eneral Healthiform. However, the interviewer must be
flexible and able to deviate from the script if essary. NOTE: Choose the appropriate
cohort to refer to in the introduction: MESA or I8E Air.

At several times during the follow-up call, it malgo be important that you clarify for
the participant that you are interested in infoioratiating from the participant’s last
MESA Follow-Up phone ca{hot “since last contact with MESA,” which may lealveen
an Exam or some sort of unscheduled interim phalie Refer to the participant’s
Contact Logto verify the date of the previoi®llow-upcall. We do not want to collect
information that the participant already reportedry the previousollow-up call, but
we also do not want the participant to omit anginfation in the false belief that, for
example, s/he should not describe anything prier tecent Exam.

Refer to notes on thearticipant Contact Historyorm to check for duplicate
information.

If this is a proxy interview for a living particip do the entire form, substituting the
participant’s name for “you.” If this is a proxytarview for a deceased participant, use
the alternate versiorseneral Health- Deathfpo conduct the interview. Please see D.1.6
for more information about th@eneral Health- Deatform.

Begin the interview with “Introduction” section. ¢fpt passages are loold.)

Hello, my name is [nterviewer namé¢and I'm calling to speak with [participant
namg. Is [participant namé available?

If no, say: When would it be convenient to call back?When time to call back is
indicated, follow with: Thank you, | will call again. Record time to call back in the
“Comments” line of th&Contact Log.

Note: If you find out at this point that the paipant is deceased, offer condolences, and
then determine the date and location of deathd &irt if this is an appropriate proxy and
if this is a convenient time to talk, and if sontaue with the interview by proxy, using
the General Health-Deatliorm. If you do not have @eneral Health-Deatform on

hand, you may continue using the reg@aneral Healtiform if you feel comfortable
doing so (remember, though, to note on@oatact Cover Shedhat the participant has
died). Atthe end of the interview, inform thespendent of the possible need for
someone from the MESA staff to contact a family rhenat a later date for more
information, and ask when would be the best timealb Record this information in the
“Comments” line of th&Contact Log

In addition to the “Comments” line of ti&ontact Logand Question 3 (alive/deceased)
on theContact Cover Sheggou may use the optionBleath Informatiorform to record
the date, cause, and location of death. D&ath Informatiorform is a non-scanned
form designed to facilitate communication betwesninterviewers and the Events staff
so that a death investigation can begin. Whesligul filling out theDeath Information
form, the interviewer should give it to the Evesiaff. TheDeath Informatiorform was
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created because neither tAeneral Healtiform or theGeneral Health-Deatlfiorm has a
specific way to record a death. The intervieweusincommunicate well with the Event
staff to ensure that no deaths are overlooked.

Complete annitial Notification of Potential Event/Deatiorm to begin the death
investigation process. See Appendix D.2 - Inialification of Potential Event/Death
for more information about completing this forni.ybu are aware that the participant is
deceased in advance, you may conduct any requredsinterviews during the same
phone call.

If yes, (participant comes to phone), sédello, [participant nam@, this is
[interviewer naméwith the [MESA] study.

I’'m calling to see how you have been since our latstlephone interview with you
and to update our MESA] records. Do you have a few minutes to speak ohd
phone?

If no, say:When would it be convenient to call back?Record this information in
the “Comments” section of the Contact Log and cedelwith: Thank you, | will
call again.

If yes, say:We'd like to gather information about your generalhealth and
specific medical conditions sinceur last telephone interview with you on .I
realize that we have asked you some of these quess several times, but
learning about changes in your health is very impdant in helping us
understand more about the causes of heart diseasedastroke and how these
diseases may be related to other things in your &f

NOTE: Read each question, pausing slightly betvezeh of the response categories. If
necessary, repeat the question or response caggori

o MESA Fnlim:dup Dal.‘a Entry - General Health page 1 e [
Participant ID# 9900001 Acrostic: ABCDEFF [ quit |
General Health Date: 8/10/2015 ~
Data Collection Method: © Computer = Paper Death Version: © Yes @ No
Language: @ English 2 Spanish 2 Chinese

INTRODUCTION
Hello, my name is [interviewer name], and I'm calling to speak with MARY SMITH. Is MARY SMITH
| available?

Yes | No ‘

Hello, MARY SMITH, this is [interviewer name] with the MESA Study. I'm calling to see how you
have been since our last telephone interview with you and update our MESA records. Do you have a
few minutes to speak on the phone?

Yes |£‘

We'd like to ask you some questions about your general health and specific medical conditions
since our last telephone interview with you on 08/10/2015. | realize that we have asked you some
of these questions several times, but learning about changes in your health is very important in
helping us understand more about the causes of heart disease and stroke and how these diseases
may be related to other things in your life.

Next
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D.1.4.2 Item by Item Instructions

The interview data will pre-populate on the form if both introduction questions are
answered ‘yes.’

(Question 1) General Health

Would you say, in general, your health igread all the response categories EXCEPT
“Unsure”) Excellent, Very Good, Good, Fair, or Poor?

Click the participant’s response and go on to #e uestion. If participant is unsure of
his/her response, fill in circle next to UNSUREO ® Question 2.

(Question 2) Contact with health system

Since our last telephone interview with you, haveogu at any time seen a doctor or
other health care professional?(Click YES or NO)

Since our last telephone interview with you, haveou had an overnight stay in a
hospital or nursing home? (Click YES or NO)

Did the participant answer YES to either part of Question 2 above (seen a health
professional or overnight stay? (Do NOT read the responses. Click YES, NO, or
UNSURE)

Optional to read: A “health professional” is a tiwgnurse, nurse practitioner, or other
certified specialist working in a clinic, hospital, ambulance. This person may also be a
practitioner of non-Western medicine (e.g. an aogfuwrist or Asian herbalist) but should
not include chiropractors, exercise instructorgjiet coaches.

If YES to either part of Question 2, go to Question
If NO, or UNSURE, skip to Question 7.

The participant is asked in both Question 2 ands@ae 5 whether he/she has been
hospitalized. This information is purposely regadgwice. Question 2 is a gateway
guestion that determines whether subsequent quesiitl be asked at all. Question 5
asks specifically about hospitalizations not reldtea condition documented in Question
5 and theéSpecific Medical Conditionform.
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a2 MESA Followup Data Entry - General Health page 2 = ‘ =]

Participant ID#: 9900001 Acrostic:. ABCDEFF [ Qut |

1. Would you say, in general, your health is (read all response categories except Unsure)

@ Excellent © Good ' Poor
© Very Good ' Fair Unsure

2. Since our last telephone interview with you, have you at any time seen a doctor or other health care
professional?

Optional: A 'health care professional’ is a doctor, nurse, nurse practioner, or other certified
specialist working in a clinic, hospital, or ambulance. This person may also be a practioner of
non-Western medicine (e.g. An acupuncturist or Asian herbalist) but should not include
chiropractors, exercise instructors, or diet coaches.

ves | o]
Since our last telephone interview with you, have you had an overnight stay in a hospital or
nursing home?

‘ Yes | Na ‘

Did the participant answer "Yes' to either part of Question 2 (seen a health professional or
overnight stay)?

@ Yes 2 No © Unsure

pack | (st ]

(Question 3) Symptom Diagnosis (Note these quest®will be skipped if diabetes,
high blood pressure, or high cholesterol were prewusly reported)

(Question 3a) Has your doctor or health care profgsional told you that you had
diabetes? (Wait for response)
If NO or UNSURE go to Question 3b

If YES to Diabetes asls this a new diagnosis since our last telephone
interview/contact with you? (Do NOT read the responses. Responses are YES,
NO, and UNSURE.

(Question 3b) Has your doctor or health professiaal told you that you had one
of the following since our last telephone interviewvith you? (Read each
diagnosis, but NOT the responses. Responses é&8eNg, and UNSURE.)

High blood pressure
High cholesterol level

Participant ID#: 9900011 Acrostic: ABCDEFF Quit

3a. Has your doctor or health care professional told you that you had diabetes?
@ Yes © No © Unsure
Is this a new diagnosis since our last telephone interview with you?

® Yes O No C Unsure
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Participant ID#: 9900011 Acrostic: ABCDEFF

3b. Has your doctor or health care professional told you that you had one of the following
since our last telephone interview with you? (Read each diagnosis.)

High Blood Pressure
® Yes © No O Unsure

Was this a new diagnosis since our last contact with you?

® Yes O No © Unsure

High Cholesterol Level
® Yes O No © Unsure
Was this a new diagnosis since our last contact with you?

® Yes © No © Unsure

Back | Next |

As each diagnosis is read, if response is YES, "9#ks this a new diagnosis since
our last contact with you?(Do NOT read the responses. Responses are YES, NO
and UNSURE.) If necessary, remind the participdiibe date of his/her last Follow-
up call with MESA. Only diagnoses made since tlaite should be recorded as YES.
Old diagnoses (prior to enrollment date) are r@edras NO.

(Question 4) Event Diagnosis

Since our last telephone interview with you, has yo doctor or health care
professional told you that you had any of the follwing? (Read each diagnosis,
but NOT the responses. Responses are YES, NQJESWRE.)

NOTE: This is a crucial question for finding ev@ntRead slowly and be certain
the participant understands. Definitions of th#ofesing events are provided in
Appendix F: Glossary of Terms and in the CardiacstAdrtion section of the
Events Manual (see D.5.6). If the participantas sure what a particular condition
is, it is acceptable to provide the definition.ndcessary, remind the participant of
the date of his/her last Follow-up phone call WiMiESA. Only diagnoses made
since this date should be recorded as “Yes.”

A myocardial infarction or heart attack
Angina pectoris or chest pain due to heart disease
Heart failure or congestive heart failure

Peripheral arterial disease, intermittent claudicaton or pain in your legs from
a blockage of the arteries

Atrial fibrillation
Deep vein thrombosis or blood clots in your legs
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A transient ischemic attack (TIA) or mini-stroke
A stroke

Blockage to the carotid artery

Cancer

If YES, complete &pecific Medical Condition®rm for each item with a “Yes”
response. Determine if a participant was told ktedshe had one of the conditions
on more than one occasion—you must complete aate@pecific Medical
Conditionsform for each occasion.

You should complete aBpecific Medical Conditionferms in their entirety before
resuming th&eneral Healtiform at Question 5.

If NO or UNSURE to all items, go to Question 5.

Participant ID#: 9900011 Acrostic: ABCDEFF

4. Since our last telephone interview with you, has a doctor or health care professional told
you that you had any of the following? (read each diagnosis):

Yes No Unsure

A myocardial infarction or heart attack 9] @ ©
. Angina pectoris or chest pain due to heart disease . (4] ® o]
. Heart failure or congestive heart failure . @] ® (@]
Peripheral vascular disease, inte.rmittent claudication or pain in your = = %
legs from a blockage of the arteries
Atrial fibrillation o] ® o
Deep vein thrombosis or blood clots in your legs 1] ® o
. A transient ischemic attack (TIA) or mini-stroke (0] ® o]
A stroke o ® o
. Blockage in the carotid artery 9] @® o]
Lung abnormality or nodule @] ® o]
. Cancer . ® o} ©

(Question 5) Overnight Care

Since our last telephone interview with you on, haryou had any other
condition that resulted in an ...: (Read each procedure, but NOT the responses.
Responses are YES, NO, and UNSURE.)

...Overnight hospital stay?
...Overnight stay in a nursing home or rehabilitationcenter?

Emphasize “other” in the initial question, sincespibalizations involving MESA
endpoints were already recorded in Question 4 umektion 4'sSpecific Medical
Conditionsform, which records endpoint hospitalization dates

If YES, complete a®ther Admissionform for each item with a YES response.
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You should complete aDther Admissionforms in their entirety before resuming
the General Healtiform at Question 6.

care episode. If necessary, remind the participhtite date of his/her last Follow-
up phone call with MESA. Only overnight admissidhat were NOT recorded in
Question 4 and on 8pecific Medical Conditionform can be recorded here in
Question 5 and on the correspondi@gher Admissionsform. A particular
hospitalization/overnight stay gets recorded onQtieer Admissiongorm OR on
the Specific Medical Conditionform, but never on both. However, hospitalization
dates listed on th8pecific Medical PROCEDURHESrm can match dates on either
Other Admissionforms orSpecific Medical Conditionforms. Do not record YES
for overnight stays that are not admissions.

: NOTE: Again, this is a crucial question becausemusst identify every overnight

NOTE: Overnight stays should be recorded here ibtihe person was actually
‘admitted’ to a hospital, nursing home, or rehaiion center.

NOTE: Overnight stays that occurred solely becadiseparticipant’s
participation in a medical study (e.g., a sleeplgtare usually not designated by
the hospital as an “admission.” Only an overngfhy designated as an official
admission by the hospital should be recorded &®#rer Admission” on the
General Healthform and theDther Admissiongorm.

If a participant had multiple occurrence of an ovgint admission of the same
type, you must complete a separ@tber Admissionform for each stay.

The participant is asked in both Question 2 ands@aie 5 whether he/she has
been hospitalized. This information is purposelyuested twice. Question 2 is a
gateway question that determines whether subsequestions will be asked at
all. Question 5 asks specifically about hospitilans not related to a condition
documented in Question 4 and ®yeecific Medical Conditionform.

If NO or UNSURE to all items, go to Question 6.

(Question 6) Diagnostic Procedures

6a. Since our last telephone interview with you, he you had any of the following
tests or procedures in or out of the hospital:(Read each procedure, but NOT the
responses. Responses are YES, NO, and UNSURE.)

6b. Have you ever had any of the following tests @rocedures in or out of the
hospital? (Read each procedure, but NOT the responses. Respare YES, NO, and
UNSURE.)

NOTE: This is also a crucial question. Be sure plarticipant understands each
item. Definitions of the following procedures gm®vided in Appendix F.2: Medical

{ﬁf Terminology. If the participant is not sure whatparticular condition is, it is
acceptable to provide the definition. If necessagynind the participant of the date
of his/her last Follow-up phone call with MESA. I@mprocedures occurring since
this date should be recorded as “Yes.” Recordralt@dures regardless of whether a
corresponding admission has already been noted.

If a particular procedure is obviously a standdednent of another procedure, you
need only record the existence of the more encosngaprocedure. For example,
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you would need to mark only ETT if the ETT includad Echo as a standard element
of the ETT procedure. Likewise, you do not neethtok Electrocardiogram (ECG)
when an ECG is included as a standard elementrafra substantial procedure (e.g.,
coronary bypass surgery). Field Center staff still collect the ECG and Echo
information mentioned in cases such as these exemiplit the information will be
solicited as part of the record of the larger, emgassing procedure. Nevertheless, if
you are ever in doubt about whether an Echo, ECGther procedure was conducted
as a separate procedure or not, it is best to maskseparate procedure and fill out a
separat&pecific Medical Procedurderm.

NOTE: If a procedure was done because of a paantis participation in a medical
study, the procedure should still be recorded bartheGeneral Healthiform and the
Specific Medical Procedurdsrm (even if the participant had no symptoms or
conditions that caused the procedure to be perfdyme

An angioplasty procedure to open up arteries to yauheart
Coronary bypass surgery
An angioplasty procedure to open up arteries in efiter of your legs

A cardioversion where electricity is applied to youchest to convert your
heart rhythm from atrial fibrillation or atrial flu tter to a normal rhythm?"

An ablation procedure, where a long flexible tubeor catheter, is inserted into
the heart, and energy is applied to destroy tiny a¥as of tissue to block atrial
fibrillation or atrial flutter?

If YES, complete &pecific Medical Procedurderm for each item with a “Yes”
response by clicking on ‘Enter SMP.” See sectioh.®BSpecific Medical
Procedures for instructions on completing the Shif

a5l MESA Followup Data Entry - General Heafth page 6 e ——- [ | |
Participant ID#: 9900001 Acrostic: ABCDEFF | quit |

5. Since our last telephone interview with you, have you had any

other condition that resulted in an ... Yes No Unsure
Overnight Hospital stay @
Overnight Stay at a nursing home or rehabilitation center £ ) Datsis |

| Complete "Other Admissions” from for each item with a Yes reSponse.

6a. Since our last telephone interview with you, have you had any of the following tests or procedures
in or out of the hospital? (read each procedure):
An angioplasty procedure or stent to open up arteries to your heart & ]

[ Coronary bypass surgery [ @

An angioplasty procedure or stent to open up arteries in either of i
your legs

| 6b. Have you ever had any of the following tests or procedures in or out of the hospital?
(read each procedure):

A cardioversion where electricity is applied to your chest to convert your
heart rhytm from atrial fibrillation or atrial flutter to a normal rhythm? ° B Details |

An ablation procedure, where a long flexible tube, or catheter, is inserted
into the heart, and energy is applied to destroy tiny areas of tissue to block 0 P ) [ Detaits |
atrial fibrillation or atrial flutter?

Complete "Specific Medical Procedures” from for each item with a Yes response.
Back | [ Next |
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You should complete aBpecific Medical Procedurderms in their entirety before
resuming th&eneral Healthform.

If NO or UNSURE to all items, go to Question 7.

(Question 7) Which of the following best describegour current smoking status?
Read all responses except ‘Don’t Know and chooseafipropriate responsd.never
smoked or former smoker, quit more than one year ag skip to question 10and
continue with the questionnaire.

(Question 8) Have you smoked cigarettes during tHast 30 days: Do NOT read the
responses. Fill in bubble for YES, or “No.”

If NO, go to Question 10.

(Question 9) On average, about how many cigarettesday do you smoke?Provide
the number of cigarettes smoked per day.

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

(Question 10) During the past year about how manydurs per week were you in
close contact with people when they were smoking.¢e in your home, in a car, at
work, or other close quarters)?Enter the number of hours.

(Question 11) Did anyone smoke in your residence the past 12 months (this
includes you)?Do NOT read the responses. Select YES, NO or DOSNDW.

If NO, go to Question 12.
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L e ———— o
Participant ID#: 9900001 Acrostic. ABCDEFF | Quit |
12. Have you ever used an electronic cigarette or e-cigarette?

° Yes 12a When did you start using e-cigarettes? d % 2004 -~
Month Year
> No
12b Do you still use e-cigarettes? © Yes @ No © Don't Know

I * Don't Know |

I 12 i i i ) 2006} |

I c When did you stop using e-cigarettes? 7 - 12006 - |

Il Month Year |

| 12d How often do/did you use 5 i

! e-cigarettes? @ Every day |

o Most days (4 or more days per week) :

© Some days (1-3 days per week) |

|

o Less than once a week |

Less than cnce a month :

12e How many times a day do/did you use an e-cigarette? g :
12f In one week, how many e-cigarettes cartridges do/did you use? 3 -
|

12g What brand of e-cigarettes do/did you use? :
blu 2 NJOY :

Henley ov2 |

© Joye @ QOther, please specify: ‘iSmoke | :

Back [ Next ||

If YES, ask Question 11@n average, how often did someone smoke in your
residence in the past 12 monthsRead all responses and choose the appropriate
response.

(Question 12) Have you ever used an electronic cigdte or e-cigarette?Do NOT
read the responses. Select YES, NO or DON'T KNOW.

If the participant asks for a definition of an “g&rette,” read the following: An
electronic cigarette (or e-cig, e-cigarette, ospeal vaporizer (PV)) is a small, battery-
powered vaporizer that produces a mist of nicadime other substances instead of
cigarette smoke, which contains nicotine and aslistances. Most (but not all) of them
are made to look and feel like cigarettes but tinssy capsules of liquid (which are
vaporized) instead of matches (to do the lightiq@he nicotine in e-cigarettes and
regular cigarettes is the addictive part. Fortyryed research shows that the other
substances in regular cigarettes cause heart didaag disease and cancer. The other
substances in e-cigarettes are mostly unknownkmwhuse e-cigarettes are new, little is
known about whether the other substances theyicoamta harmful, although some early
research suggests that that may be the case.]

If YES, ask Question 12&4/hen did you start using e-cigarettes?Enter month and
year.

(Question 12b) Do you still use e-cigarettes®o NOT read the responses.
Select YES, NO or DON'T KNOW.

If YES, go to Question 12d.

(Question 12c) When did you stop using e-cigareg@ Enter month and year.
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If still using e-cigarettes, enter 99/9999.

(Question 12d) How often do/did you use e-cigarets? Read all responses and
choose the appropriate response.

(Question 12e) How many times a day do/did you ugecigarettes? Enter
number (0-99).

(Question 12f) In one week, how many times a day@lid you use? Enter
number (0-99)

(Question 12g) What brand of e-cigarettes do/didgu use? Read all
responses and choose the appropriate responsieetf specify the brand.

(Question 13) When walking on level ground, do yoget more breathless than
people your own ageo NOT read the responses. Select YES, NO or DONDW.

(Question 14) When walking up hills or stairs, do gu get more breathless than
people your own ageo NOT read the responses. Select YES, NO or DONDW.

(Question 15) Do you ever have to stop walking begse of breathlessnessSelect Do
NOT read the responses. Select YES, NO or DON TOKWN

(Question 16) Are you taking aspirin on a regular lasis?Do NOT read the responses.
Select YES, NO or DON'T KNOW.

If YES How many days a week™ participant takes aspirin less than one day a
week, enter zero.

(Question 17) Since [date of last medications fornfjave you taken any non-aspirin
blood thinners or anticoagulants?Do NOT read the responses. Select YES, NO,
DON'T KNOW, or REFUSED.
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! Participant ID#: 9900001 Acrostic: ABCDEFF

® Yes

= No (Check all that apply)

© Don't Know Drug Name
Coumadin (warfarin)

© Refused Plavix (clopidogrel)
Pradaxa (dabigatran)
Xarelto (rivaroxaban)
Equilis (Apixiban)
Brilinta (ticagrelor)
Effient (prasugrel)
Persantine (dipyridamole)
Savaysa (edoxaban)
Cther: Blood Thinner
Other, please specify
Don't Know

Back

17 Since 10/20/2014 have you taken any non-aspirin blood thinners or anticoagulants?

Start

07/2010
09/2011

03/2013
01/2010

00/0000

17a Which blood thinner or anticoagulant have you taken since 10/20/20147?

Stop
02/2014
99/9999

02/2014
03/2010

00/0000

[ Next |

If YES, ask Question 1A¥/hich blood thinner or anticoagulant have you takensince
[Date of last Medications Form]?Read all choices andheck all that apply. If other,

specify the medication.

(Question 17b) What month and year did you startaking [insert drug

name]? Enter month and year or DON'T KNOW.
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Participant ID#: 9900001 Acrostic: ABCDEFF Quit |

Blood thinner or anticoagulant drug: Savaysa (edoxaban)

17b What month and year did you start taking Savaysa

3 - 2013 x [ Don't know
(Seaxaban)? Month Year
17c What month and year did you stop taking Savaysa
2 - 2014 v [ Don't know
(esiaxabion)2 Month Year

If still taking drug, enter 99/9999

17d Did you start and stop Savaysa (edoxaban) more than

once since your last Medications Questionnaire? @ Yes © No © Don'tKnow
17e What is next month and year that you started taking - .
Savaysa (edoxaban)? :I " 2\(014 Ll Don't know
an ear
17f What is next month and year that you stopped taking LocolEN _
gg % 19990 v i 1
Savaysa (edoxaban)? i - [l Don't know
on ear

If still taking drug, enter 99/9999

Delete this blood thinner or anticoagulant drug: Delete Save/Close ]

(Question 17c) What month and year did you stop tang [insert drug
name]? Enter month and year or DON'T KNOW. If still usidgug, enter
99/9999.

(Question 17d) Did you start and stop [insert drughame] more than once
since your last Medications Form? If answer Questions 17e and 17f for each
separate instance of starting and stopping the dirid>, Questions 17b-f will be
repeated for each additional drug reported in Queedt7a. If no other drugs were
reported in Question 17a, go on to Question 18.

(Question 17e) What is the next month and year thatou started taking
[insert drug name]? Enter month and year or DON'T KNOW.

(Question 17f) What is the next month and year thayou stopped taking
[insert drug name]? Enter month and year or DON'T KNOW. If still usingug,
enter 99/9999.

If more than one drug was reported in Question Qreestions 17b-f will be
repeated for each additional drug. If no other drwvgre reported in Question 17a,
go on to Question 18.

(Question 18) Has a doctor or healthcare professial ever told you that you
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have weak or failing kidneys?Select YES, NO, DON'T KNOW. If YES, answer
Question 19a and 19b.

(Question 19) Have you ever seen a nephrologist akkidney doctor? Select YES,
NO, DON'T KNOW. If YES, answer Question 19a and 19b

(Question 19a) Have you even been evaluated to reaea kidney transplant?
Select YES, NO, or DON'T KNOW.

(Question 19b) Have you ever undergone surgery toaate a dialysis shunt
(also called a fistula or a graft) or had a peritoeal dialysis catheter placed?
Select YES, NO, or DON'T KNOW.

atl MESA Followup Data Entry - General Health - Kidneys = B8 %
Participant ID#: 9900001 Acrostic: ABCDEFF | Quit |
Yes No Don't Know
18 Has a doctor or healthcare professional ever told you that you have
weak or failing kidneys?
19 Have you ever seen a nephrologist or a kidney doctor? : &
19a Have you ever been evaluated to receive a kidney transplant? 8
19b Have you ever undergone surgery to create a dialysis shunt (also 5 ®
called a fistula or a graft) or had a peritoneal dialysis catheter
placed?
[
1
| Back | [ Next |

Note: Questions 20-23 will be skipped if there wanewered during the MESA Follow-
up 16 call.

The next two questions ask about food security, wtih will help MESA researchers
understand how access to healthy food is related tardiovascular health. Please tell
me whether the following statements are often truesometimes true, or never true.

(Question 20) Within the past 12 months, you worrig¢ whether food would run out
before you got money to buy moreRead all responses and choose the appropriate
response.

(Question 21) Within the past 12 months, the foodou bought just didn’t last and
you didn’t have money to get moreRead all responses and choose the appropriate
response.

The next questions ask about your living situation.
(Question 22) Do you currently live in:Read all responses and choose the appropriate
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response. If “Your own home or apartment” go to e 20a.
Definitions:

Your own home or apartment: Includes living aloneviih family or roommates in a
home or apartment owned by the participant or tente

Assisted Living Center: An assisted living centeaihousing facility for individuals who
receive help with activities of daily living. It @udes independent living sections of
retirement centers if the participant receives hetp activities of daily living such as
household chores, meals, or monitoring daily aiiisi

Nursing Home: a nursing home, convalescent homskitéed nursing facility is a place
of residence for people who require continual mgsiare and have significant difficulty
coping with the required activities of daily living

Other:

(Question 22a) Do you get help with your daily actities from a caregiver,
friend or relative that allows you to live in yourown home or apartment?
Select YES or NO.

(Question 23)Has a doctor or other health professional ever tolgou that you had
gout? Select YES, NO, DON'T KNOW, or REFUSED. If YES, ares Question 21a.

(Question 23a) How old were you when you were firgbld that you had
gout? Enter age in years, DON'T KNOW or REFUSED.

(Question 24)At what age did you go through menopauseEnter the age in years.
This questions will be skipped for men, and for veomvho have previously reported
their age of menopause.

(Question 25) When we have an exam in 2016, we wdatdo our best to help you to
participate. What things could we do to make it edsr for you to attend? Enter free
text to summarize participant’s response.
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1 85 MESA Followup Data Entry - General Health page 9 =8 %
] Participant ID#: 9900001 Acrostic: ABCDEFF Quit_ |
24. At what age did you go through menopause? ‘
Age
ftic
or
25. When we have an exam in 2016, we want to do our best to help you to participate. 4
What things could we do to make it easier for you to attend?
C
bla bla bla
5
Au
RI
4
J
| Back | ** END ** Next
L jtl

nnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnn

D.1.4.2 Other Form Information

In the future, the exact numbering of the questioay vary, and questions that appeared
on one version of th&eneral Healtiform may not appear on the next version; or new
guestions may appear. For examplane General Health forms (e.g., Follow-up 4) will
have additional instructions (and a date box) ageRafor scheduling an upcoming
Exam. Another example: tl&eneral Healthform from Follow-up 1 included questions
about MESA test results, but those questions war®mved from th&eneral Health

form for Follow-up 2. Situations like this may aeadn the future. This manual provides
guidelines on the standard questions and elemétie dollow-up forms, but please be
alert to possible changes in the forms.

Go to the Participant Tracking Form and verify the tracking information that
appears in the left-hand column.

END: Thank you so much for talking with me today. We geatly appreciate your
participation in [ MESA]. Should you have any questions, please feel freecall us
at the clinic at [clinic phone numbe}.

At some sites, follow-up calls will involve the sztuling of an upcoming Exam, in
which case the interviewer will now arrange theedaid time with the participant/proxy
and record the date and time in the boxes provigee at the end of th@eneral Health
form. (When summarizing the elements of the extamjnterviewer may change the
length of time quoted to fit the length it will @lat the specific field center involved,
which may vary from exam to exam or field centefietd center.)

The computer data entry system will automaticadlyesthe tech ID who is logged into
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the system to the forms that are administeredthéend of the Participant Status Form,
when you click ‘Save and Continue,’ the program take you to the Participant
Tracking Form.

If you are using paper forms, enter your Intervielizein the boxes provided and indicate
the method of data collection at the bottom offtten. The reviewer should review the
form for completeness and accuracy, and discrepsfagiestions should be brought to the
attention of the interviewer. Once any uncertamfre resolved, the reviewer enters his
or her Reviewer ID in the boxes provide at thedrotbf the form. Submit the form for
data entry

NOTE: Before you hang up, inform the participant you would like to verify
the tracking information currently listed for him/her. Go to Participant
Tracking form and verify the tracking information that appears in the left-
hand column. See D.1.5: Participant Tracking for full instructions.

D.1.5.1 Action Required After Form is Completed

Many (not all) conditions, admissions, and proceduequire that an Events
Investigation be initiated. Please see the Tabledbelow to see how to follow-up with
all of the parts to Questions 5, 6 and 7.

Table D.1.3
Action required after positive responses to Quest) 6, or on theGeneral HealtHorm.

Q# Investigation
rxk Sub-Question Form Required Required”
5 |MI or heart attack Specific Medical Conditions Y
5 |Angina pectoris or chest pain due to heart desg&pecific Medical Conditions Y
5 |Heart Failure or CHF Specific Medical Conditions Y
5 |PAD, intermittent claudication or pain in legs fr(Specific Medical Conditions Y
blockage of arteries
5 |Atrial fibrillation Specific Medical Conditions Y if hosp
N if not hosp
5 |Deep vein thrombosis or blood clots inlegs  |Specific Medical Conditions Y if hosp
N if not hosp
5 |TIA or mini-stroke Specific Medical Conditions Y
5 |Stroke Specific Medical Conditions Y
5 |Blockage to the carotid artery Specific Medical Conditions Y
5 |Lung abnormality or nodule Specific Medical Conditions Y if hosp
N if not hosp
5 |[Cancer Specific Medical Conditions Y if hosp
N if not hosp
Overnight hospital stay Other Admissions Y
6 |Overnight NH or rehab center stay Other Admissions Y
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7 |Exercise treadmill or bicycle test (any stress, te|Specific Medical Procedures Y if hosp
including pharmacological stress test, also known N if not hosp
as chemical stress test).

Coronary angiography or heart catheterization|Specific Medical Procedures Y
7 |Echocardiogram Specific Medical Procedures Y if hosp
N if not hosp

7 |Angioplasty-heart Specific Medical Procedures Y

7 |Coronary bypass surgery Specific Medical Procedures Y

7 |Angioplasty-legs Specific Medical Procedures Y

7 |Carotid Ultrasound or angiogram Specific Medical Procedures Y

7 |Chest X-ray, chest CT, MRI, or other study to |Specific Medical Procedures Y if hosp
assess the chest N if not hosp

7 |Other diagnostic procedures or surgeries relat{§pecific Medical Procedures Y
to heart or blood vessels (incl. ECG) (but N for non-

hosp ECG)

**These are the question numbers for theneral Healthform for Follow-up 2 and later. Follow-up 1 has
different numbering.

"Not all reported diagnoses, admissions, and prtoesdshould be investigated. For those that ARE
investigated as ‘potential events’, please cortkelEligibility form to determine if eligible for review.

Note: If an investigation is required, IMMEDIATELSubmit annitial Notification of
Event/Deatho the Coordinating Center. Do not wait untilogts are gathered that
confirm what the participant has reported.

D.1.5 Medications Inventory

As part of MESA Follow-Up software package, the moation data collection program
has been developed to do the following:

* Review most recent MESA medications records

» Keep or edit the existing medication data in theSCI& database to reflect
current status

* Enter any new Follow-Up 16 medication data to tt#SCC database

* Delete any previous medications no longer beingriak

The Medications Form will only be completed durkagllow-up 17 if it was not
completed during the Follow-up 16 phone call.
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MESA Followup Data Entry -- Contact Summary — |E||ﬁ|
Participant: |ABCDEFM [MAT RAMIREZ [Male
9900006
Language Expected Contact Date Contact Status
|English  |01/02/2012 |
Home FPhones: (555) 123 1234 Alr Participant
Cell Pheone: (555) 123 1234
Work Phone: (555) 123 1234 Uploaded:

GenH ResH Cover

Email: user@isp.net

Preferred Contact: Phone

Notes:
Follow-up Form Date Status Data Entry Uploaded To CHSCC
Participant Tracking Not Done
General Health 04/19/2013 cComplete 999  04/15%/72013
Medications Not Done
Residential History 04/19/2013 Complete 995 04/19%/2013
Contact Cover 04/19/2013 Complete 959 04/15%9/2013

e Select ‘Medications’
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x
Participant ID#: 9900006 Acrostic: ABCDEFM

Language: & English © Spanish © Chinese

Now we would like to ask you about prescription medications you are currently taking.
We just want to know about any prescription medications that you have taken in the
past two weeks. Do you have this information available now®?

First | will list the medications you told us you took previously and you can let me know
if you are still taking them and if the does is the same. Then you can tell me about any
other medications you are taking now.

» Select ‘Language’ then continue
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This page appeamly if previous MESA medication data is available ahn¢east one
prescription medication was reported:

Participant ID#: 9900001 Acrosticc ABCDEFF Followup Date: 10/20/2014 - Quit

Enter Medications: z
@ Reliable Data

Enter all meds? @ Yes © TookNone  © Refused © Unreliable Data

Unable to enter: 4

Comment: Follow-up 16 medication data.

Blood thinners or anticoagulants Coumadin (warfarin) &

specified on General Health form- gy (clopidogrel) E|

‘Savaysa (edoxaban) -

Med Name Med Dose RX DWM PRN TKN DWM Unmatched
» 0 AD 2 3 Day il 3 Day
AddNew | I Eat | | Dekete  Save

» The medications listed above analy theprescribed medication records of the
most recent Medications Inventory

* The ‘keep?’ box should be checked (True) if the icegtbn is still being taken for
the MESA Follow-Up 16. (If there is a change in thedication, it can be made
in a later screen.)

* Go to ‘Next page’
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If previous Mesa medication datanist available or “keep?” has not been seleciad
participant previously reported taking no mediaasioyou will see the page below:

X
Participant ID#: 9900015  Acrostic: ABCDEFF FU 14 Date: | 6/14:2013 | Quit |
Enter Medications: Previouse Exam Date:
Enter all meds? C Yes  Took None " Refused ‘
Unable to enter:
Comment: ’
Med Name | Med Dose |[RX |[pwM  |PRN |TKN |DWM | Unmatched

Add New Edit Delete
Save |
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If previous Mesa medication data is available, am@pR” has been selected (True), you
will see the page below. The medications listedlageones that were kept:

FU 14 Date: | 6/182013 -/ Quit_|

Enter Medications: Previous Exarn Date: 10/14/2011 12:00:00

Participant ID#: 9900006

Acrostic. ABCDEFM

Enter all meds? & Yes " Took None " Refused

Unable to enter: Io

Comment: none
Med Name | Med Dose RX DWM PRN | TKN |DWM Unmatched

» MIRTAZAPINE 15 0.5 Day r  |os Day O

VYVANSE 50 1 Day U Day I
LANTUS 100/ML 100 Day O 100 Day C
NOVOLOG 100/ML 20 Day [ 20 Day [

Add New

Edit

Delete

Save |

» The Medications appearing on this page are fromegigus MESA Medications
Form. Each one should be checked and modified, kepleleted for MESA

Follow-Up 16.

» If a medication is no longer being taken, selest the medication list and click
on the ‘Delete’ button to remove it from the list
» If the participant is still taking one of the mealions in the list, but some
information has changed, click on “Edit”
* For each new medication that does not appear olisthelick on “Add New”
button, the Enter medication page will appear withdata
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“Add New” button clicked:

EnterMedicationDH

Participant ID#: 9900006  Acrostic: ABCDEFM

Enter Medications:

Type: Prescription Only

Name I j
Strength | j
Yalue DM
Number Prescribed I / I j
I~ PRN
Number Taken I / I j

™ Unmatched

Cancel | Save

* Enter any new MESA Follow-Up 16 Prescribed Medmain this screen
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“Edit” button clicked:

Participant ID#: 9900006  Acrostic. ABCDEFM

Enter Medications:

Type: Prescription Only

Name |MIRTAZAPINE -
Strength I1 5 j
Value DM
Number Prescribed |0.5 / IDEl)f j
™ PRN
Number Taken |0.5 / IDay j

™ Unmatched

Cancel | Save

* Modify any previous prescribed Medication in thtsesen
» Edit existing record by changing the contents of fald
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After all additions, changes, and deletions havenlmmpleted, you will see the page

below:

FU 14 Date: | 6/18/2013 "'l Quit |

Participant ID#: 9900006

Enter Medications: Previous Exarn Date: 10/14/2011 12:00:00

Acrostic. ABCDEFM

Enter all meds? # Yes " Took None  Refused

Unable to enter: |0

Comment: none
Med Name Med Dose RX DWM PRN | TKN | DWM Unmatched
LANTUS 100/ML 100 Day r 100 Day O
NOVOLOG 100/ML 20 Day L 20 Day L
MIRTAZAPINE 15 1 Day O 1 Day O
VYVANSE | v
1/2HALFPRIN r Ci

Add New |

Edit |

Delete

Save |

* Click “Quit” button to go back to Follow-Up Form ga without saving data
» Click “Save” button to save data and go back tddvwelUp Form page
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Medication entry for this participant is completed:

MESA Followup Data Entry -- Contact Summary ;IEIEI
Participant [ABCDEFM  [MAT RAMIREZ [male
SR L Language  Expected Contact Date Contact Status
|English |01/02/2012 |

Home Phone: (555) 123 1234 Alr Participant
Cell Phone: (555) 123 12354
Work Phone: (555) 123 1234

Email: user@isp.net

Uploaded:
GenH ResH Cover

14

Preferred Contact: Phone

Notes:
Follow-up Form Date Status Data Entry Uploaded To CHSCC
Participant Tracking Not Done
General Health 04/1%/2013 Complete 989 04/1%/2013
Medications 06/18/2013 Complete 999 (06/18/2013
Residential History 04/15/2013 Complete 999 0471572013
Contact Cover 04/15/2013 Complete 999 04/15/2013

Back |
4

* Click “Back” button to select another participant
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D.1.6 General Health - Death

For theGeneral Health — Deatform, please follow the instructions provided fioe
regularGeneral Healtiform. In addition, please note the informatiotaded here.

TheGeneral Health — Deatform should be completed when the Field Centenkeaf a
participant’s death during a Follow-up call or thgh another avenue. This form is
required for all deaths, regardless of the meanshigh MESA staff learn of the
participant death. Potential events discovereautin means other than Follow-up Calls
should not be recorded on Follow-up Call forms, dedth is an exception: even if
discovered outside a Follow-up Call, it requires #dministering of &eneral Health--
Deathform. If the interviewer learns of a participgandeath during a Follow-up call,
then theGeneral Health — Deatform is preferred over the regul@eneral Healthiform.
However, if you do not have@eneral Health-Deatlfiorm on hand, you may continue
using the regulaGeneral HealtHorm if you feel comfortable doing so (remember,
though, to note on th@ontact Cover Sheéhtat the participant has died). T@General
Health — Deattform is still suitable for recording events thatorred prior to death, as
well as the death event. For example, if a pr@ggshat the participant had a diagnosed
condition or a procedure in May and died duringjgasate episode in June, then both of
those incidents may be recordable on@emeral Health — Deatform. Essentially, the
General Health — Deatform differs from the regula®General Healtiform in that the
death version of the form (1) is scripted specifycir talking to a proxy about someone
who has died, and (2) is a way of alerting MESA tha participant has died.

Questions 1, 2, and 3 on t@eneral Health —Deatform are exactly like Questions 1, 2,
and 3 on the regul&@eneral Healtiform. Consequently, thepecific Medical
Conditions, Other AdmissionandSpecific Medical Procedurderms should be filled
out as needed. Tl&eneral Health — Deatform records any relevant event that
occurred between the participant’s last contaddt MESA and his/her death (including
the death if it involves information addressed ue&ions 1, 2, or 3).

Before concluding th&eneral Health — Deatform and hanging up, the interviewer may
interview the proxy using the optionakath Informatiorform (see full question-by-
guestion instructions below). Tk&eneral Health — Deatform includes the following
statement:

(Optional) May | ask you a few questions aboutdecedent name]sleath?

(Interviewer may proceed to fill out Death Informationform before ending
the call.)

The optionaDeath Informatiorform may be used whenever tBeneral Health — Death
form is used. When theeath Informatiorform has been completed, the interviewer
should return to conclude tii@eneral Health — Deatform by thanking the proxy,
checking the proxy’s contact information using Baaticipant Trackingform, and
providing the proxy with the Field Center phone fi@mto use if s/he has any future
guestions.
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D.1.7 Death Information Form

D.1.7.1 General Information

NOTE: The Death Informationform is for field center administrative purposes aly
and is not scanned into the local MESA database.

TheDeath Informatiorform is an optional, non-scanned form used tcectlbasic
information about a participant’s death so thaltratmal Notification can be filled out by
the Events staff, triggering the beginning of avestigation. Although Field Center staff
may use th®eath Informatiorform whenever they find it useful, its most likelge
occurs when filling out th&eneral Health — Deatform during a Follow-up Call.

The Death Informatiorform was created to facilitate communication bemvéhe
interviewers and the Events staff. There may besadere the death itself is not
covered by questions on tlieneral Health-Deatlfiorm. This form collects information
that will help the Events staff complete and sulamitnitial Notification. TheSpecific
Medical Conditions, Other Admissions, or Specifedidal Proceduresorms should
always be filled out when dictated by tBeneral Health — Deatform. Completing the
Death Informatiorform never substitutes for completing other reggiiforms.

Once the interviewer has completed Bremath Informatiorform, it should be given to the
Events staff, who will fill out amnitial Notification and begin investigating the death.

Note: Anlinitial Notification will be completed and submitted prior to the Fi€lehter
obtaining a Death Certificate. If the Death Cectte indicates a different type of death
than the proxy indicated for theitial Notification, the Field Center should investigate
the death as the type that the Death Certificatiedtes.

D.1.7.2 Item-by-Item Instructions

(Introduction)
At the end of th&eneral Health — Deatform, the interviewer script reads as follows:
(Optional) May | ask you a few questions aboutdecedent name]sdeath?

(Interviewer may proceed to fill out Death Informationform before ending
the call.)

The interviewer may then switch to tbeath Informatiorform and begin with the script
at the top of that form:

| need to ask you a few short questions aboud¢cedent name]death.
[Previous sentence can be skipped when it repeatsctipt of th&seneral Health
— Deathform.] Someone else may also contact you in the future ask
additional questions if necessary. We really appeate your help.
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As the form notes, “If appropriate, interviewer mage information from other Follow-up
forms to fill in parts of this form. Ask only nexgary questions.” For example, in some
cases, it is possible that the cause of deatheadl¢hth setting could be found on the
General Health — Deatform. In addition, in some cases, informationwbo
hospitalization (admission date, contact informatimight be found on th&pecific
Medical Conditions, Other Admissiors,Specific Medical Procedurderm when those
forms are specifically documenting the death evEhis form is most useful for deaths
not already covered by other such forms.

The occasions when another MESA staff person nughtact the proxy to learn more
about the participant’s death include investigationwhich MESA desires information

in addition to the medical records collected froealth care professionals. For example,
if necessary, a MESA staff member might contactptfoy again to complete a narrative
form that would record symptoms that preceded @robhospital death.

(Question 1) Date of Death
On what date did [decedent namedie?

Record the date of death. If the proxy cannot reber the exact date, record the best
estimate and record in the “Notes” section thatd#ie is the proxy’s estimate.

(Question 2) Cause of Death

Do you happen to know whether$/hg died because of a heart problem, a stroke, or
some other cause?

As the form notes, the interviewer should “markrappiate category below.” The
interviewer does not need to read the choices dlotite proxy, but should rather listen
to the proxy’s answer and then mark the choice thdhe interviewer’s opinion, best fits
the proxy’s description. The choices are

Cardiac death
Cerebrovascular death
Non-CVD death. Specify:
Unknown

In general, heart-related deaths should be mar€addiac death.” Stroke-related deaths
should be marked “Cerebrovascular death.” “Non-Q¥4ath” should be marked for all
other deaths, and the cause of death should biemviit the provided text box (please
write clearly in all capital letters, staying withihe box). Add more information in the
“Notes” section if necessary. If the proxy or miewer is unsure of the cause of death,
“Unknown” should be marked. If the interviewer kvethe cause of the death but is
unsure whether it should be marked “Cardiac deatliCerebrovascular death,” then
“Non-CVD death” should be marked and the text bty&d in (adding more information
in the “Notes” section if necessary).

The cause of death is recorded here, but it wirlae confirmed by the Events staff
when the investigation is underway. Therefore,itierviewer should not worry that an
incorrect cause of death on tbeath Informatiorform will lead to a permanent error.

(Question 3) Setting of Death
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Did [s/hg die in or out of the hospital? (Interviewer doesiot need to read choices
aloud. Select choice appropriate to response.)

Listen to the proxy’s response and mark the appatgchoice:
In-Hospital
Out of the Hospital (put ER deaths here)

“In-Hospital” should be marked only for actual h@apadmissions. If the participant
arrived at the hospital’s emergency room and waseguently admitted to the hospital
(e.g., into the intensive care unit), then “In-Hitas) should be marked. But if the
participant died in the emergency room, then “Ciithe Hospital” should be marked.

END

Thank you so much for your time. (If appropriate:) Again, please accept our
condolences for your loss. We are very grateful fg decedent name]garticipation
in our study.

After concluding théeath Informatiorform, return to thé&eneral Health — Deatform
and follow its instructions for finishing the phoaall, which involves thanking the
proxy, completing th@articipant Trackingform, and providing the Field Center phone
number for the proxy to call is[hgd has any questions.

(Notes)

Please record any additional information that mighthelp the Events staff investigate
this death.

During or after the interview, use the “Notes” sactto record any additional details that
do not fit elsewhere on the form. You do not needrompt the proxy to answer
additional questions, but you may record anythiseful that the proxy says in the course
of answering the existing questions. Provide afgrmation mentioned by the proxy
that you think would aid the Events staff in invgating the death. For example, if the
proxy mentions that the participant died from adiban recently treated at a local
hospital, you could record the name of the hospi@ther examples of useful

information might be conditions or procedures (eg.autopsy) not recorded on the
Specific Medical Conditionar Specific Medical Procedurderms.

D.1.7.3 Action Required After Form Is Completed
The form should not be scanned but should be gmemediately to the Events staff.

D.1.8 Specific Medical Conditions

Instructions on th&eneral Healtiform instruct the interviewer to complet&pecific
Medical Conditiondorm for each condition reported as “yes” in Quas# on the
General Healtiform. You should complete aélpecific Medical Conditionforms while
recording the participant/proxy’s responses to @oegl of theGeneral Healtiform
interview; do not proceed to Question 5 of @eneral Healthiform until you have
completed alBpecific Medical Conditionforms in their entirety. If the participant has
died and you are interviewing proxy, be sure tongfeg'you” or “your” to the decedent’s
name in appropriate places.
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D.1.8.1 General Information
After completing a Specific Medical Conditions Fgnvhen returning to Q4 on the
General Health Form, reread Q4 before listing e health condition.

The Specific Medical Conditions Form is accessedlioking on ‘Enter SMC’ next to
the condition reported in Q4 of the General Hektihm.

Participant ID#: 9900011 Acrostic: ABCDEFF m
4. Since our last telephone interview with you, has a doctor or health care professional told

you that you had any of the following? (read each diagnosis):

Yes No Unsure

A myocardial infarction or heart attack . (6] ® o

Angina pectoris or chest pain due to heart disease . o ® o

Heart failure or congestive heart failure . O ® (o)

Peripheral vascular disease, intermittent claudication or pain in your . 5 & =

legs from a blockage of the arteries )

Atrial fibrillation (0] 0] 8]

Deep vein thrombosis or blood clots in your legs . o ® (@]

A transient ischemic attack (T1A) or mini-stroke O ® [8)

A stroke . (0] @® o

Blockage in the carotid artery @] ® O

Lung abnormality or nodule . @] @ @]

Cancer ® (0] o
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D.1.8.2 Item by Item Instructions

(Question 1) Diagnosis by Health Professional

You said that a doctor or other health professionatold you that you had
The specific condition previously reported (on @eneral Healthform)
will appear on the Specific Medical Conditions form

*If the participant has indicated a stroke diagresince his/her MESA visit, ask:

Regarding symptoms that you had from your stroke, d you feel that you

have made a complete recovery?Do NOT read the responses. Responses are
YES, NO, and UNSURE.) NO should be marked if theig@ant/proxy responds
NOT YET or NOT YET, BUT MY DOCTOR SAYS | WILL.

In the last two weeks, did you require help from anther person for everyday
activities? (Do NOT read the responses. Responses are YBSan
UNSURE).

Participant ID#: 9900011 Acrostic: ABCDEFF Date: 5/24;"201 38 Quit

Complete form for each condition reported as "Yes' on "General Health” or "General Health-Death” form.
If the participant has died, change 'you' or ‘your' to decedent's name for all questions below.

You said that a doctor or other health care professional told you that you had

Cancer  #1

Cancer type |Not a real Cancer

A. What was the name and address of the doctor you saw?
[OPTIONAL. Only record name and address if they are of use to Evenis stafi ]

Name ‘Test name

Address Test address

x|

(Question 1A) What was the name and address of tlimctor you saw?

Record the name and address (as much as the pantician give) in the space
provided on the form.

(Question 1B) What was the date of the diagnosis twospitalization?
Record the month, day and year in the space prowadehe form.

For some events, the participant may not be ablecall the exact date. Probe for as
specific a date as possible. At a minimum, atteimgiet the participant to report (or
at least estimate) the month and year. Record wnkmay as “15.”
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If you have any doubt whether two diagnoses, offisés, or hospitalizations belong
to two separate events, it is still best to re¢bein as two separate events in order to
be sure MESA does not overlook one of them.

(Question 1C) Were you in the hospital at least anight for this condition since
our last telephone interview with you on {late of last Follow-up ca]P

If YES, continue to Part D on next page.

If NO or UNSURE, ask about the next condition, @ahere, or other admission
reported on Questions 5, 6, or 7 of (eneral Healthform, and record details on
an additionapecific Medical Conditionform.

Complete as many Specific Medical Condition forrmsacessary — one for each
potential event reported in Question 5. If thewerso additional events, go to
Questions 6 and 7 @eneral HealtHorm.

Participant ID#: 9900011 Acrostic: ABCDEFF Quit

Cancer  #1

B. What was the date of the diagnosis or hospitalization?
(Probe for exact date. If exact date cannot be recalled, ask :w04f201 3~

participant to estimate month and year. Record day as 15))

C. Were you in the hospital at least one night for this condition since our last contact with
you on [date of last follow up]?

@ Yes O No © Unsure
D. Would you please tell me the dates of each hospitalization and where you were

(Probe for exact date. If exact date cannot be recalled, ask participant to
estimate month and year. Record day as 15))

Date Hospital Code Length of Stay (days)
1-101/04/2013 v| [Cexbae 9999
2. . v| [(CloarDate |:|
& v | [(CloarDate |:|
4 | v| [CearDete |:|
3. . v | [(Cearbate |:|
[en |

(Question 1D) Would you please tell me the date$ @ach hospitalization and
where you were hospitalized?

a) Record the month, day and year in the space prdwdehe form. Probe for
as specific a date as possible. At a minimum, giteémget the participant to
report (or at least estimate) the month and yeacoRl unknown day as “15.”

b) Ask the participant for the name and address ohtspital. If known, enter
the four-digit MESA hospital code* correspondinghat institution.
Alternatively, you may write the hospital name aaldiress in the blank space
below the “Hospital Code” boxes and fill in the pial code after the
interview is complete. However, it is critical tithe actual code be filled in
before the form is sent to data-entry for scanning.
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To ensure the form scans correctly, it is important write the hospital
name/address in a blank space only, not in the boges.

* Prior to the start-up of events data collectiomhel ESA Field Center provided the
Coordinating Center with a list of area hospitald ather health care institutions
where its participants are likely to be having onvgint stays. The Coordinating

{:} Center assigned each of these institutions a fmirfddESA Hospital Code. This is
the value that is entered in the “Hospital Codeldi To see a list of valid hospital
codes for your site, you can run the Hospital Cegbert from the MESA database to
see a list of all institutions, sorted by institutiname or hospital code. If a
participant reports a stay at a hospital that lvddaen assigned a hospital code, the
MESA database allows you to enter a new institutiame, which is automatically
assigned the next (sequentially) available MESAgitasCode.

c) Enter, in days, the length of the hospital stapalfticipant is unsure of the
exact length, record his/her best estimate.

Repeat steps a-b-c for all hospitalizations fos ttundition. Each hospital in a “transfer”
should be recorded.

Participant ID#: 9900011 Acrostic: ABCDEFF

Do you wish to enter/edit another Cancer?

Yes No

When the form is complete, click ‘save and contiranel indicate whether you want to
report the next medical condition reported on tlea&al Health Form, Enter another of
the same medical condition that you just entere®eturn to the General Health Form.
When you return to Q5 on the General Health foththere are no additional events, go
to Question 6 and 7 of tiieeneral Healthform.

D.1.8.3 Other Form Information

All positive responses to conditions should indiah investigatiorEXCEPT for non-
hospitalized instances of the following conditions:

Deep vein thrombosis or blood clots in the legs.
Lung Abnormality or nodule

Cancer

Atrial fibrillation

D.1.8.4 Action Required
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For conditions that require the initiation of anestigation, complete dnitial
Notificationform and immediately submit to the Coordinatingntee. (Please see Section
D.2 for instruction on how to complete this form.)
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You will be prompted to confirm that you want taitqiata entry, and then asked to
confirm whether you want to save the responsesythahave made on the screen. If you
confirm that you want to quit the program, you wéturn to the Contact Summary Page.
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If you restart this interview at a later time, fh@gram will start on the last screen where
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you clicked ‘save and continue.’

D.1.9 Other Admissions

D.1.9.1 General Information

Instructions on th&eneral Healthguestionnaire instruct the interviewer to comphate
Other Admissions form for each condition reported/&S in Question 6 on tlgeneral
Healthform. You should complete a@ther Admissiondorms while recording the
participant/proxy’s responses to Question 6 ofGleaeral Healtiform interview; do not
proceed to Question 7 of tkk&eneral Healtiform until you have completed &lther
Admissiongorms in their entirety.

Specific Medical Conditionform can be recorded in Question 6 and here on the
correspondingdther Admissiongorm. A particular hospitalization/overnight stay
gets recorded on th®ther Admissionsform OR on the Specific Medical
Conditionsform, but never on both. However, hospitalizatdates listed on the
Specific Medical PROCEDURHESrm can match dates on eitt@ther Admissions
forms or Specific Medical Conditionforms. Do not record YES for overnight
stays that are not admissions.

: NOTE: Only overnight admissions that were NOT reed in Question 5 and on a

If the participant has died and you are intervieyyimoxy, be sure to change “you” or
“your” to the decedent’s name in appropriate places

You said that you stayed overnight as a patient ia
[The admission previously reported in Question éhenGeneral Health form will
appear on the Other Admissions form.]

D.1.9.2 Item by Item Instructions
Please tell me

- Reason for admissionRecord in the space provided.

- Facility Enter the four-digit MESA hospital code, if knowAliternatively, you can
enter the facility name and address in the blamakspo the right of the “Facility
Code” box and enter this information at a latertirBee the Specific Medical
Conditions section for information on finding anttering the MESA Hospital Code.

- Physician name Record in the space provided.
- City (Thisis not needed if MESA Hospital Code is eedey

- Date of admission Record the month, day, and year in the space pedwah the
form. Probe for as specific a date as possible winimum, attempt to get the
participant to report (or at least estimate) thexth@nd year. Record leading zeros.
Record unknown day as “15.”

- Length of stay Enter, in days, the length of the hospital stapalfticipant is unsure
of the exact length, record his/her best estimate.

When the form is complete, ask about any additiboihler admissions” reported on
Question 6 of th&eneral Healtiform. Complete as mar@ther Admissiofiorms as
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necessary (one for each admission reported in @ued). If there are no other
admissions, go to Questioro7theGeneral Healthform.

D.1.9.3 Action Required

An investigation must be initiated for all overnigitays. You must complete &mtial
Notificationform and submit to the Coordinating Center. (Réesee Section D.2 for
more instructions.)

D.1.10 Specific Medical Procedures

D.1.10.1 General Info

Instructions on th&eneral Healthguestionnaire instruct the interviewer to compkete
Specific Medical Procedurdsr each condition reported as YES in Questi@m The
General Healtiform. You should complete aélpecific Medical Procedurderms while
recording the participant/proxy’s responses to @oes of theGeneral Healtiform
interview; do not proceed to Question 8 of @eneral Healthiform until you have
completed alSpecific Medical Procedurderms in their entirety.

can match dates on eith®ther Admissiongorms orSpecific Medical Conditions

NOTE: Hospitalization dates listed on t8pecific Medical PROCEDURESrm
{:f forms.

If the participant has died and you are intervigpanoxy, be sure to change “you” or
“your” to the decedent’s name in appropriate places

D.1.10.2 Item by Item Instructions

(Question 1) You previously said that a doctor or ther health professional told you
that you had [The specific procedure previously reported in Qoast
(on theGeneral Healthiform) will appear on the Specific Medical Proceskifrom].

A “health professional” is a doctor, nurse, nurescponer, or other certified specialist

working in a clinic, hospital, or ambulance. Therson may also be a practioner of non-

Western medicine (e.g. an acupuncturist or Asiabdiest) but should not include
chiropractors, exercise instructors, or diet coache

If a particular procedure is obviously a standdednent of another procedure, you
need only record the existence of the more encosmgaprocedure. For example,

you would need to mark only ETT if the ETT includmd Echo as a standard element

of the ETT procedure. Likewise, you do not neethtrk Electrocardiogram (ECG)
when an ECG is included as a standard elementrafra substantial procedure (e.g.,
coronary bypass surgery). Field Center staff still collect the ECG and Echo

information mentioned in cases such as these examplit the information will be

solicited as part of the record of the larger, emgassing procedure. Nevertheless, if
you are ever in doubt about whether an Echo, E€G@ther procedure was conducted

as a separate procedure or not, it is best to maskseparate procedure and fill out a
separate&Specific Medical Procedurderm.

An angioplasty procedure to open up arteries to yauheart
Coronary bypass surgery
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An angioplasty procedure to open up arteries in efiter of your legs
Cardioversion
Ablation

= If one of these items is answered YES, record peeific procedure in the space
provided.

A. What was the name and address of the doctor yaaw?

Facility Code: Enter the four-digit MESA hospital code, if knowkternatively,
you can enter the facility name and address imliek space to the right of the
“Facility Code” box and enter this information afager time. See Specific Medical
Conditions for information on finding and enterithgg MESA Hospital Code.

Physician Name: Record in the space provided.
City This is not needed if MESA Hospital Code is erdere

B. What was the date of the diagnosis or hospitafation?

Record the month, day, and year in the space pedvidh the form. Probe for as specific a
date as possible. At a minimum, attempt to gep#réicipant to report (or at least
estimate) the month and year. Record unknown dayma%

can match dates on eith@ther Admissiongorms orSpecific Medical Conditions

NOTE: Hospitalization dates listed on t8pecific Medical PROCEDURESrm
{:% forms. Do not record “Yes” for overnight staystthee not admissions.

When the form is complete, ask about the next ghaeereported on Question 6 of the
General Healtiform. Complete as marg§pecific Medical Procedurdsrms as necessary
(one for each procedure or admission reported ies@an 6). If there are no other
procedures, go to Q7 &eneral HealtHform.

D.1.10.3 Other Form Info

All procedures will initiate an investigation, EX@E: Out-of-Hospital ETT’s,
Echocardiograms, and any procedure that fits imaGhest X-ray category and any
routine ECG'’s.

D.1.10.4 Action Required

Complete an Initial Notification for all proceduréet require an investigation to be
initiated. Immediately submit to the Coordinatingrer.

D.1.11 Contact Cover Sheet

TheContact Cover Sheshould be completed after all questionnaires aen
administered.. It is used to document the finalustaode for the contact and the final
contact status code for the participant at thigtim

Note that both a final contact status code and filgarticipant status code are
assigned in all casesThe final contact status code documents the atemesult of the
current contact. The final participant status cddeuments the participant’s current

status in the study. While these can influence e#oér, one cannot necessarily be
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assumed based on the other.
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D.1.11.1 Contact Status Codes

The final contact status code refers only to theeru contact. This code indicates
whether the contact was successful. That is, wapdlticipant or a proxy interviewed?
And, if the interview was not completed, why?

The following codes apply here:

y

Category Explanation

Interview | Participant or proxy was successfully contactedelgphone or in person. The

completed | interview, including tracking information, genehaalth, medical conditions,
hospitalizations, and procedures, if needed,wemgpbeted. Indicate whether
interview was completed by participant or by prolkyroxy, indicate reason wh
participant was unable to complete interview.

Interview | Participant or proxy was successfully contactedelsphone or in person. The

partially interview, including tracking information, genehadalth, medical conditions,

completed | hospitalizations and procedures, if needed, werdiglly completed. Indicate
whether interview was started by participant opbyxy. If proxy, indicate
reason why participant was unable to completevidger. Also complete section
1b to indicate the reason the interview was péyt@mpleted.

Interview | Interview was not done for reasons other than edfiRecord the one best reas

not These categories should only be used when trubtladir options have been

completed | attempted. For example, if the participant is regmbdeceased, every attempt

Field center possible should be made to conduct the interviethy wiproxy.

staff unable

to complete

interview
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Participant | Participant refused to be interviewed. Record the loest reason (see below):
refused to | 1. Refused due to problem with study

complete Participant refused to be interviewed becausepsbblem with the study.
Interview Explain in “Comments” oi€ontact Log Study/Events Coordinator should be
alerted to follow-up with participant as appropeiat

2. Refused due to life situation

Participant refused to be interviewed due to aerurife situation. Explain in
“Comments” onContact Log Study/Events Coordinator should be alerted
follow-up with participant as appropriate.

3. Refused due to lack of time

Participant has refused to be interviewed duedk ¢di time. This may be a
temporary situation. Explain in “Comments” Gontact Log Study/Events
Coordinator should be alerted to follow-up withtdpant as appropriate.

4. Refused for other reason. (Specify: )

Participant has refused for a reason not listed@b&xplain in “Comments”
on Contact Log Study/Events Coordinator should be alerted tofelp with
participant as appropriate.

—

(0]

NOTE: Recording any of the “refusal”’ categoriesadsabove indicates the participant
has refused to be interviewed for this contachisttime. This does not necessarily mean
the participant is refusing all further contactWwMESA. In each case, surveillance staff
should follow-up with the participant, as approf#jdo ascertain if the refusal is
temporary, and take steps to ensure the participéirtie available for future MESA
contacts.

D.1.11.2 Participant Status Code

The final participant status code is used to docurbeth the participant’s vital status
and his/her current study status. That is, is Hrégpant still alive and, if so, is s/he still
an active MESA participant?

The following participant statuses are possible:

Category Explanation
Alive Participant or proxy is contacted.

This section: 11/4/2014 Version



MESAMANUAL OFOPERATIONS Follow-up Phone Call Forms AppendixD.1, Pageb5

Do Not Contact Participant or designated proxy has indicated gpgint no
longer wishesny contact with MESA clinic or staff. This is
essentially equivalent to a Lost to Follow-Up (LTF&fatus,
so should be used only when field center staffexdmusted
all reasonable means to address the participamt'secns and
retain him or her in the study.

When you have assigned a participarDtmNot
Contact/LTFU, make sure your data manager changes the
participant’s status to such in tMESA Administration
Participant Data screen. This will cause the participant to
“fall off” future follow-up call (and other MESA
communication) lists.

Be sure to distinguish between a wish not to dofelp calls
and a wish not to do exams. A participant may biég to
do one but not the other. We do not want to exelin
participant from the entire study if s/he is stillling to
participant in only one component.

Reported Deceased Reliable information from proxy or contact indicaitbe
participant has died. Field center staff shoultate aninitial
Notification of Potential Event/Deaflorm and begin
investigation of reported death. Field Center sthffuld also
attempt to obtain a Follow-up Call from a proxy.

Unknown Field center staff has been unable to contactqaaint.
Designated contacts cannot be reached or cannatipro
reliable information regarding the participant’sabistatus.
Use this designation only in rare circumstanceemdil leads
have been exhausted.

The Events Coordinator is responsible for revievaligases of ambiguity or difficulty.
These include refusals, difficult contacts, proxterviews for deaths, and incomplete
guestionnaires. The coordinator determines whismid longer practical to continue to
attempt to get an interview with a given participakl possible alternatives must be
exhausted for this decision to be made. If a dsatbported for which no death
certificate can be located, surveillance staffeesd the case and attempts to obtain
pertinent documentation. Follow-Up calls are attegdpvith a proxy. If no death
certificate is located after reasonable effortsenla@en made, including a National Death
Index (NDI) search, participant status may be ckdrtg “Unknown.”
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D.1.11.3 Form Completion

Click ‘Continue’ to finish the questionnaire andum to the Contact Summary page.
Verify that all required questionnaires show ‘Cosatpl in the status column.

D.1.12 Initiating an Investigation of a Potential Ezent

If the participant died, was hospitalized, or hatlaggnosis or procedure that requires an
investigation, surveillance staff completeslaitial Notification of Potential Event/Death
form to initiate the event investigation process.

If you learn through the follow-up phone call thia¢ participant has died, complete as
much of the interview as possible. Also, ask tlepoadent if s/he is the best person to
provide details about the participant’s death &b, if it would be acceptable for you

(or other staff person) to call back at a latertitm conduct an Informant Interview.
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