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8.4 PURE Information sheet
UNIVERSITY OF THE WESTERN CAPE

Private Bag X 17, Bellville 7535, South Africa
Tel: +27 21-959209, Fax: 27 21-959 2872

E-mail:

Prospective Urban and Rural study

Participant Information sheet

Dear Participant

We are from the University of the Western Cape (UWC), and would like you to invite you to participate in this study.
This study will help researchers understand the way in which environmental/ societal factors influence the
development of cardiovascular disease.

What is this study about?

This is a 15 year research study to understand the way in which environmental/ societal factors influence the
development of cardiovascular disease. The South African study is part on an international project being carried out in
15 countries. The research will be carried out in 2 urban sites, and 2 rural sites in South Africa, involving 2,000
participants. The research will look at a number of factors to understand whether, and how, they influence the
development of cardiovascular disease.

Who can participate in this research?

Man and women between 35-60 years, who are not planning to move in the next 4 years
What will be expected from the participants?
All participants will be expected to answer a number of questionnaires (food intake, physical activity, socio-

economics). Weight, height, waist, hip and other body measurements will be taken. All participants in the study will
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remain anonymous and all information will remain strictly confidential. This means that your names will not be
written on the questionnaire, only numbers will be used.

What are the risks of this research?

There are no known risks associated with participating in this research project.

What are the benefits of this research?

This research is not designed to help you personally, however you will receive a free medical examination and receive
your own results informing you whether you have diabetes, high blood pressure, high cholesterol or high blood fats as
well as your body size measurements every three years for the next 15 years.

The findings of this research can be used to help prevent, treat and manage diseases associated with heart disease and
stroke in South African people.

http://etd.uwc.ac.za/ 62



Can | withdraw from the study?

Your participation in this research is voluntary. You may choose not to take part at all. 1f you decide to participate in
this research, you may stop participating at any time. If you decide not to participate in this study or if you stop
participating at any time, you will not be penalized or lose any benefits to which you otherwise qualify.

Any further questions?

More information may be obtained from Prof Thandi Puoane or Lungiswa Tsolekile at (021) 959 2809 or Moise
Muzigaba. If you would like to take part in the study, please read and sign the consent form.

Should you have any questions regarding this study and your rights as a research participant or if you wish to report
any problems you have experienced related to the study, please contact:

Head of Department:

Dean of the Faculty of Community and Health Sciences:
University of the Western Cape

Private Bag X17

Bellville 7535

This research has been approved by the University of the Western Cape’s Senate Research Committee and
Ethics Committee.

Biomedical Research Ethics Committee
Private Bag X17 Bellville 7535
BMREC Research Development

Tel: 021 959 4111

Email: research-ethics@uwec.ac.za

Thank you very much

http://etd.uwc.ac.za/ 63



8.5 CoE-FS questionnaire
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National Research  Ressarch and lnnovation
Foundation = Support

Support and :k?.'.'-':-n"n-w

UNIVER

UNIVERSITEIT VAN PRETORIA
WESTERN CAPY

Centre of Excellence in Food Security

Knowledge, Beliefs and Perceptions towards Food and Environment

DEMOGRAPHICS

STUDY ID

TODAY’S DATE

[ ]

[ 1 [ 9

Initials

Or Age

1 Marital status

Never married |:| Married

Co-habiting

2 Education level

None

Vocational/Trade school

Primary (Grade 1-7)

3 Employment status

[]

Widowed Divorced/ separated

Other (SPecify) «.vvvriii i

Secondary (Grade 8-12)

Tertiary Other (Specify).......ccovevvinnn..
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Full time Part time

Retired

4 Total household income

a)
b)
c)
d)
€)

5 Household Expenses

Other (Specify)

Self-employed Unemployed

Less than R2000 per month
R2001-R5000 per month
R5001-R10 000 per month
R10 001-R15000 per month
Above R15000 per month

1.1 How much do you spend
on your groceries monthly R

1.2 How much do you spend
on your rent and utilities (water, and phone etc) monthly R

1.3 How much do you spend on

clothing (monthly) R

14

transportation costs (public transit and fuel for personal vehicle) R

15
electricity monthly R
1.6

cooking fuels (paraffin or gas) monthly R

6 Household Possessions

How much do you spend on

How much do you spend on

How much do you spend on

a) Does your household own any of the following? In working condition (Check all that apply)

Car[_]

motorbike [ |

Electricity [ | Gas [ ]

b) What do you use as a primary source of fuel for cooking?

Electricity [___]

7 Health

Paraffin stove [ |

bicycle[ ]  Refrigerator[__]
Cultivatable land (garden) [_]

TV ]
Radio [ ]

Gas stove :| Wood ]

7.1 Have you ever been told by the doctor that you have any of the following? (Check all that apply)

a) Diabetes
b) Hypertension
c) Stroke

d) Heart disease

o0
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8 KNOWLEDGE, ATTITUDES, AND BELIEFS

8.1 Have you ever done a course that teaches you about nutrition?

Yes L] No ]

Please specify

8.2 What do you understand by healthy food? (give examples of these foods)
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8.7 Where do you get information about ways of eating?
a) Parents
b) Friends
c) TV
d) Radio
e) Print material (magazines, news papers
f) Health workers (nurse, doctors)
g) Dieticians
h) Other (Specify)

8.8 Do you believe that certain foods are good for your health?
ves L1 no []

8.9 If yes which foods are good for you? (5 foods)

8.10 Do you believe that certain foods are bad for your health? (5 foods)

Yes |:| No |:|

8.11 If YES which foods are bad for you?

http://etd.uwc.ac.za/
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9 PRACTICES:

9.1 Do you have a food garden?

9.2 If YES do you grow any food in your garden? Yes

Yes

9.3 What food do you grow in your garden?

No

No

self)
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9.7 Do you write a grocery list when you go shopping? Yes
9.8 If YES do you always buy what is on your grocery list? Yes
9.9 How often do you purchase most of your groceries?

Daily Weekly Twice a month Monthly

9.10 For daily and weekly shoppers why do you shop daily or weekly?

9.12 How often do you purchase any of the following?

Food Item Daily

No
No
Weekly | Monthly | Seldom/
Never

a) Cereals: oats, corn flakes, weetbix, all
bran flakes etc.

b) Starch: maize meal, samp, rice, flour
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and pasta

c) Meat: Chicken, beef, mutton, pork,
sausage

d) Soya products eg toppers soup

e) Vegetables: cabbage, spinach, pumpkin,
carrots, potatoes, sweet potatoes

f) Fruit: Apple, pears, oranges, grapes,
mango, avocado, banana

g) Breads: Bread, rolls, vetkoek and rostile

h) Spreads: Peanut butter, jam, rama,
cheese and marmite

i) Drinks: Fruit juice, fizzy drinks, cordial
drinks

J) Dairy products: Milk, condensed milk,
yoghurt, maas

k) Snacks: Potato chips, peanuts, candies,
biscuits, cakes etc

I) Sugar

m) Other indigenous foods:
Specify

9.13 How do you travel from home to where you purchase most of your groceries?
a) Taxi
b) Bus
c) Train
d) Own vehicle
e) Other specify

9.14 How much do you pay for transport for a return trip? R

9.15 Who is responsible for the decision on food you buy for your household?

Mother Father House
helper
Spouse/partner Other (Specify)

9.16 What is this decision based on? (Probes Cost, Taste, Availability, Family preference,
Individual preference) (May choose more than 1)
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9.17 Who is responsible for preparing your food?

Mother

Spouse/partner

Father

Other (Specify)

House
helper

9.18 Who decides on the food that must be prepared daily?

Mother

Spouse/partner

Father

Other (Specify)

9.19 How often do you buy vege
Daily [ ] Weekly ﬁ

House
helper

tables and fruits?

Twice a month |:| Monthly |:|

9.20 How often do you eat any of the following? (tick all that apply)

Food Item

a)
b)
c)
d)
e)
f)
9)
h)
i)
)
K)
1)

Oranges
Apples
Pears
Banana
Peach
Potatoes
Spinach
Cabbage
Pumpkin
Carrot
Tomatoes

Onion

Daily Weekly Monthly

Seldom/Never

9.21 Do you ever eat in formal fast food outlets such as KFC, McDonalds, Chicken Licken, Steers, Captain

Doritos etc?
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Yes |:| No |:|

9.22 If YES how often do you eat in these fast food outlets?) Do not probe!
Every day Once a week Once a month More than twice a month

Rarely

9.23 Do you ever eat in informal fast food outlets such as street vendors?
ves [ | No[ ]

9.24 If YES how often do you eat in these outlets?

Every day Once a week Once a month More than twice a month

Rarely |:|

9.25 Do you do any physical activities at home?
ves [ | No[ |

9.26 What are these activities? Probes home chores, walking to a shop, taking a walk

9.27 How much time do you usually spend when you do these activities?
a) 1-30 minutes
b) 31-60 minutes
¢) 1-1:30 hours
d) 1:31-2 hours
e) More than 2 hours

10 Assessing Neighbourhood
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10.1 How long do you walk to the convenience store or spaza?
a) 1-15 minutes
b) 16-30 minutes
c) 31-45 minutes
d) More than 45

10.2 Have you seen any junk food/unhealthy food advertisements in your area?

a) Billboards | Yes | No
b) Shops/small food stores | Yes | No
c) Permanently sponsored signage on shops and buildings | Yes | No

10.3  Have seen any soft drinks/soda/sweetened drinks advertisements in your area?

a) Billboards Yes | No
b) Shops/small food stores Yes | No
c) Permanently sponsored signage on shops and buildings | Yes | No

10.4 Have seen any fruit and vegetable advertisements in your area?

a) Billboards Yes | No
b) Shops/small food stores Yes | No
c) Permanently sponsored signage on shops and buildings | Yes | No

11. Nutrition Knowledge

11.1 How many serving of fruit and vegetables a day do health professionals advise people to eat?

11.2 Which foods do you think are high or low in added sugar? (Tick one box per food item)

Food Item High Low Not Sure

a) Jiveltwiza

b) Unflavoured yoghurt

¢) Coca cola

d) Fruit juice
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11.3 Which foods do you think are starchy foods in the following? (Tick one box per food item).

Food Item Yes No Not Sure

a) Cheese
b) Pasta
c) Rice
d) Porridge
e) Nuts
f) Butter

11.4 Which foods do you think are high or low in salt? (Tick one box per food item)

Food Item High Low Not Sure

a) Aromat

b) Soup (powder)

c) Viennas
d) Cheese

e) Noodles

11.5 Which foods do you think are high or low in protein? (Tick one box per food item)

Food Item High Low Not Sure
a) Chicken

b) Fruit

c) Baked Beans
d) Cheese

11.6 Which foods do you think are high or low in fibre/roughage? (Tick one box per food item)

Food Item High Low Not Sure

a) Bananas
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b) Eggs
c) Red Meat
d) Baked potatoes with skin

e) Broccoli

11.7 How do you prefer to receive nutrition information? (Probes: magazines, newspapers, TV, radio,
billboards etc)

12. Health Problems and Diseases

12.1 Are you aware of any major health problems or diseases that are related to a low intake of fruit and

vegetables?

No
Yes Not sure/don’t know

12.2 If YES please name these health problems:

12.3 Are you aware of any major health problem or diseases that are related to how much salt people eat?
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Yes

No

Not sure/don’t know

12.4 If YES please name these health problems:

12.5 Are you aware of any major health problem or diseases that are related to amount of sugar people eat?

Yes

No

Not sure/don’t know

12.6 If YES please name these health problems:

INVENTORY

ASK TO TAKE PICTURES OF ALL FOOD ITEMS IN THE HOUSEHOLD

Thank you for your time!!!!

8.6 PURE 3-year follow-up questionnaire

PURE
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3 YEAR FOLLOW-UP VISIT
PARTICIPANT
QUESTIONNAIRE

INSTRUCTIONS

Please answer EACH question by marking an X in ONE BOX on
each line: (unless otherwise instructed)

]

OR

By writing number(s) in the spaces provided:
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OR

By specifying the answer on the line(s) provided
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Facing Page Instructions
CRF 351

LAST Follow-up Visit: Provide the details of the LAST informative follow-up visit for this particular
individual. For example; the visit where contact was made and meaningful information (i.e. events,
medications, physical activity etc.) about this particular individual was obtained. This also includes
optional annual visits, where only event details are obtained. If the LAST follow-up visit was Baseline
visit, check ‘Baseline Visit” only. The date of baseline visit is not required. Otherwise, provide the last
follow-up visit date and the corresponding visit number (i.e. 1-12 year visit). Proceed to Current Follow-up
Visit Date (see below).

CURRENT Follow-up Visit: Provide the date that the current follow-up visit questionnaire is being administered.

Q4. Subject’s Follow-up Status: Choose gne option only.

If you’ve been informed that an original participating member no longer lives at the family household
(e.g. they are now married and have moved to another household or have moved away due to
divorce/separation etc.), obtain their current contact details from an existing household member and try to
contact them directly, to perform either a clinic or telephone visit (for current follow-up visit and for all
future follow-up visits).

- If you are successful in contacting this subject directly, their current follow-up status will be either 4(a)
or 4(c), de- pending on whether they wish to continue or not. If 4(c), see further details below

- if you are NOT successful in contacting the subject directly after multiple attempts, indicate option 4(b) Subject is alive but
direct contact cannot be established. Please make all attempts to establish contact with this subject at all future visits.

4c) Refused to continue participating in follow-up:

- If a subject refuses to participate in the current follow-up visit only, check 4c. No further details are
required for this visit however, do try to establish contact with this subject at all future visits.

- If a subject refuses to participate in the current follow-up visit and all future visits, check 4c and
complete the Stop Form (plate 500). Do not try to establish contact with this subject for any future visits.

4d) Lost to follow-up:

If, after multiple attempts, you are not able to establish contact with anyone (i.e. with the subject directly
or with any others such as relatives, friends, neighbours, administrative database, etc.), indicate option 4d
and provide the num- ber of attempts that were made.

This option should only be checked after ALL other possible methods of contact and/or communication
have been tried and have not been successful.

This status indicates that the subject is temporarily ‘lost to follow-up’, their live status is ‘Unknown’
(refer to Q3) and no further details (for this current visit) will be provided. Please make all attempts to
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Please note that if you have been successful in contacting a relative, friend, neighbour or have learned of a
subject’s ‘live’ status by any other means (i.e. newspaper, administrative database etc.), they are not
considered ‘lost to fol- low-up’. Rather indicate whether they are dead or alive and proceed accordingly
(i.e. if Dead, complete Death CRF; if Alive, choose option 4(b) Subject is alive but direct contact
cannot be established).
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PURE
Participant Contact Form CRF 351
. ____________________________________________________________________________________________________________________|]

PURE Individual #062  Plate #351 Visit
#003
Subject
Subject ID:
Centre # Community # Household # Member # | n |t|a|S E M L
Baselin
e ID: B :
Centre# UIR ommunity/ Household # Study code / Subject ID #
Village #
LAST Follow-up Visit (Refer to facing page for details):
LAST Follow-up Visit Date AND corresponding follow-up visit:
o Baseline _  —»- ] O [ O
Visit 1 Year 2 Year 3 Year 4 Year
o L i [] 5Year [ ] 6Year [] 7 Year [] 8 Year
[] 9Year [] 10Year [] 11Year [] 12 Year
13 Year 14 Year 15 Year
1 Ul ]
Current Follow-up
Visit:
year month day
OR Age yrs
1. DO
B: year month day
2. Sex D Femal Male
e L] — Ll — [] —

3.1s the Subject alive? No Complete Yes Goto Q4 Unknown Go to Q4, choose

Death CRF Option 4d ONLY

4. Subject’s Follow-up status: (check ONE box [a - d] only. See facing page for further details)

a) Agreed to continue participating in
Follow-up: —® Provide details in 4a(i-v) below; Proceed to CRF 352
Visit
i) Type of http://etd.uwc.ac.za/
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L1 Clinic VisitL Telephone / Mail Follow-up Visit

[]

i) Has subject moved away from family No
househOId? I:l Year/Month subject moved away
S Complete CRF90
year month
iii) In what city/town and country were you born? iv) How many years have you lived in
your current city/town? years
City/Town:
Country:
V) Are you currently employe@ — Provide details (check ONE only) I:l Yes —» Proceed to CRF 352
N
0

[] Retirement/ Old L] 1liness  [J Unemployed [ Housewife

age

b) [ ] SubLe_ct is alive (via family member, relative, friend, neighbour or other), but direct contact cannot be
established; no further details can be provided for this current follow-up visit

c) [ | Refused to continue participating in

See facing page for further instructions
Follow-up:

—>

d) |:| Lost to follow- — p Provide#ofattempts below (see facing page for details)
up

if less than three attempts, please
attempt to contact again

i) Number of attempts made to contact
subject

If Subject follow-up status is 4b, 4c or 4d, please sign and date form; If 4a, sign and date CRF 360 only

Name of Interviewer:
(pTeaS »8 Date

e prin

Last Name First Initial
http://etd.uwc.ac.za/
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Facing Page Instructions
CRF 352

Event Abbreviations:

COPD: Chronic Obstructive Pulmonary Disease

TB: Tuberculosis

HIV: Human Immunodeficiency Virus

MI: Myocardial Infarction

Atrial fibrillation is an irregular and often rapid heart rate that commonly causes poor blood flow to the body.
During atrial fibrillation, the heart’s 2 upper chambers beat irregularly, out of coordination with the 2 lower
chambers of the heart. Symp- toms include heart palpitations, shortness of breath and weakness.

Q8. Valvular heart disease: Defined as any disease process involving one or more of the four valves of the
heart. Valve problems may be congenital (inborn) or acquired (due to another cause later in life). Treatment may
be with medication but often (depending on the severity) involves valve repair or replacement (insertion of an
artificial heart valve).

Valvular heart disease resulting from recurrent episodes of rheumatic fever (caused by a combination of bacterial
infection and immune system overreaction) is referred to as Rheumatic Heart Disease.

Please only indicate yes to this question if the specific diagnosis was made by a physician. Do not include joint
pain and/or swelling, palpitations, chest pain and other symptoms without a specific diagnosis.

Q9a. Crohn’s Disease: is a chronic inflammatory condition which can involve the whole gut from mouth to
anus. Please only indicate yes to this question if the specific diagnosis was made by a physician. Do not include
abdominal pain or other abdominal symptoms without a specific diagnosis.

Q9b. Ulcerative colitis: is a chronic inflammatory condition of the colon. Please only indicate yes to this question
if the spe- cific diagnosis was made by a physician. Do not include abdominal pain or other abdominal symptoms
without a specific di- agnosis.

http://etd.uwc.ac.za/
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PURE
Participant Contact Form CRF 352

PURE Individual #062  Plate #352 Visit
#003
Subject
Subject ID:
Centre # Community # Household # Member # |nitia|S E M L
5. Did any of the following events/ new diagnoses occur since the last follow-up?
No Yes REpOrt o, Report No. Report No.
L] —»
a) M/ Heart Complete M1 Report, CRF 51- 52
Attack
b) Strok
e Complete Stroke Report, CRF 110-112
HH -
c) Angin
a Complete Angina Report, CRF 115-116
L] ==
d) Heart
Fai |U re Complete Heart Failure Report, CRF 57- 58
L] —
e) Atrial
F|br|”at|0n Complete AFib Report, CRF 120-121
f) Cance
r Complete Cancer Report, CRF 69-70
9 T
B Complete TB Report, CRF 60-61
h) HIV/ Complete HIV/ AIDS Report, CRE63  OR .
—> Not Answere
AIDS for NEW diagnoses ONLY D
I:l I:l — Report No. Report No. Report No.
i) Malari D D >
a Complete Malaria Report, CRF 66
| _ L] L] —»
j) COPD/Chronic
BrOﬂChItIS/Emphysem Complete COPD/Chronic BronchitissEmphysema Report, CRF 78 for
a NEW diagnoses ONLY
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Complete Asthma Report, CRF 75

k) Asthm for NEW diagnoses ONLY
a H H > Report No. Report No. Report No.
) Pneumoni —
a Complete Pneumonia Report, CRF 72
L] L] —
m) Renal/Kidney Complete Kidney Report, CRF 130
SDlaIyS|s/transpIan el ey epert
t
- - Report No. Report|No. Report No.
6. Since the last follow-up, have you had Complete
anY_ injuries that were serious enough [INo []Yes  injuryReport,
to limit your normal activities for at CRF93-94
least one day?
7. Have you been hospitalized for any other (7 o
. . Yes
reason(s) aside from the events/diagnoses . RepertHo. Report No, Report No,
listed in Q5 and 6 above? —» Hospitalization
Report, CRF 81
| a) Time of Diagnosis b) Date of
Prior.to baseline After Diagnosis
8. Have you ever been diagnosed No Vi 11 CJun
with Valvular Heart Disease? D D
Ye L1 Prior to baseline o i
9a.Have you ever been diagnosed L After baseline K
with Crohn’s Disease? o _ _
LI Prior to baseline
9b.Have you ever been diagnosed L After baseline Un
with Ulcerative colitis? year month
D No D Kk
Ye
year month Ll Unk
S
[ No []
Ye

http://etd.uwc.ac.za/
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_>
10.1f YES to question 9a or 9b, were you ever treated NO
with medications? D YesD Un —— Ifyes, provide details below;

check ALL that apply
1"

0 >
L] Steroid [ Immunosuppressant [ Biologics/TNF inhibitors

aminosalicylates

L1 Other, specify [ ] Unkown type of medication

http://etd.uwc.ac.za/
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Facing Page Instructions
CRF 353

For all medications:
Regularly = Most days of the week (5 out of 7 days) for greater than or equal to 1 month

http://etd.uwc.ac.za/
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PURE

PURE Individual #062  Plate #353 Visit
#003
Subject
Subject ID:
Centre # Community # Household # Member # | n |t|a|S F M L
11.Do you have hypertension/high blood pressure? |:| No
—»Go to Q12. DYes Go to Qlla.
—

11a. Are you taking medications regularly to lower your blood D\Io —» GotoQ1lb
pressure? Yes —#® GotoQllc

11b. In the last 12 months, were you taking medications —» G0 to Q12 [ les —# Provide details below
N
o high blood pressure but then stopped?

Main reason for stopping blood pressure medication (i.e. Doctor or Self): Next check ALL that apply; then proceed to Q12

7 i) Doctor advised me to Blood pressure was under control
stop — [
[T Felt unwell from blood pressure medications so was told to
OR L] stop Felt well; no need to take my medications

L1 ii) Self decision to stop — [] Blood pressure was under control; no need
L] Felt unwell from blood pressure medications so decided to
O stop Felt well; no need to take my medications
[ Cannotafford blood pressure medications

0 The pharmacy is too far away from me
(1 I have to take too many medications
LMy blood pressure medication is often not available in my

pharmacy 11c. In the past month, how often did you take your blood pressure medications as the doctor prescribed?
(Check ONE only)

L] All of the time L1 Nearly all of the time [] Most of the time [ About half the time[] Less than half the time

[]

i ?
12. Do you have diabetes? No Goto

DYes Go to Q12a.
013, -

Complete Diabetes Report
http://etd.uwc.ac.za/
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_>

12a. Was it diagnosed since last follow-up? ] —»Go to Q12b. Yes CRF 86; Proceed to Q12b

N % —

0
12b. Are you taking medications regularly for diabetes? No Go to Q12c.
Yes —m» GotoQl2d.
12c. In the last 12 months, were you taking medications —»Goto Q13 Yes Provide details below
N

o diabetes but then stopped? [] —

Main reason for stopping diabetes medication(i.e. Doctor or Self): Next check ALL that apply; then proceed to Q13

] i) Doctor advised me to stop__p [ Blood sugar was under control
[ Feltunwell from diabetes medication(s) so was told to stop

OR ] Feltwell; no need to take my medications

L1 ii) Self decision to stop — [ ] Blood sugar was under control; no need
L] Felt unwell from diabetes medications so decided to
O stop Felt well; no need to take my medications
[] Cannotafford diabetes medications
L The pharmacy is too far away from
me | have to take too many
medications
[ My diabetes medication is often not available in my

pharmacy 12d. In the past month, how often did you take your diabetes medications as the doctor prescribed?

(Check ONE only)

L] All of the time L] Nearly all of the time [ Most of the time [ About half the time[] Less than half the time

http://etd.uwc.ac.za/
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Facing Page Instructions
CRF 354

For all medications:
Regularly = Most days of the week (5 out of 7 days) for greater than or equal to 1

month

Q14 Aspirin
If you are currently taking aspirin regularly, please indicate YES to question 14.

Q14a Aspirin Adherence: Provide a response (i.e. all, nearly, most etc.) to this question ONLY if you
are taking aspirin regularly, as prescribed by a doctor. Otherwise, check ‘N/A, Self-prescribed’.

http://etd.uwc.ac.za/
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PURE
Participant Contact Form CRF 354

PURE Individual #062  Plate #354 Visit
#003
Subject
Subject ID:
Centre # Community # Household # Member # I nltla|S F M L
13. Do you have high cholesterol? |:| No Yes Go to Q13a.

—» GotoQl4

[] —
13a. Are you taking medications regularly to lower your cholesterol? [ ] No —» GotoQ13b.

[]

Yes —® Goto Q13c.

13b. In the last 12 months, were you taking medications —»GotoQ14 [ les —#= Provide details below
N

o lowering cholesterol but then stopped?

Main reason for stopping cholesterol medication(i.e. Doctor or Self): Next check ALL that apply; then proceed to Q14

] i) Doctor advised me to Cholesterol was under control
stop —
L1 Felt unwell from cholesterol medication(s) so was told
OR Oto stop Felt well; no need to take my medications

1 ii) Self decision to stop — [ ] Cholesterol was under control; no need
LI Felt unwell from cholesterol medications so decided to
0 stop Felt well; no need to take my medications
L] Cannot afford cholesterol
L) medications The pharmacy is too
far away from me | have to take too
many medications
LMy cholesterol medication is often not available in my
pharmacy 13c.In the past month, how often did you take your cholesterol medications as the doctor prescribed?
(Check ONE only)

L] All of the time L1 Nearly all of the time [] Most of the time [ About half the time[L] Less than half the time

14. Are you taking aspirin regularly? I:' No
http://etd.uwc.ac.za/  —® CowQLb [ ves
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Go to Ql4a
_>

14a. In the past month, how often did you take your aspirin as the doctor prescribed? (Check —® OR [] N/A;selfprescribed

ONE only)

] All of the time [] Nearly all of the time [] Most of the time [] About half the time[] Less than half the time

15. Are you taking any other heart medications? D No Goto Ql5a

—» Goto Q16 DYes
_>

15a. In the past month, how often did you take your other heart medications as the doctor prescribed? (Check

O ONE only) AII@f the time u Nearly all of the tirhe O Most of the time
_ —[] -
About half the time Less than half the time
16. List ALL medications the participant is taking regularly. Participant is NOT regularly taking any medications
Q
R

(This should include ALL medications for conditions listed above plus any other medications participant is taking regularly, for any reason)

Please PRINT the name of the medication clearly and enter the corresponding code in the box provided, using the list

Cogle Cotle
i) SN0

Cofle Cofle
iii) ! iv)

Cotle Cople
V) I vi)

Code Code
vii) viii

Code Code
iX) X)

http:/detd.uwc.ac.za/ |
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Facing Page Instructions
CRF 355

Q17. Tobacco
Use: Ql7a.
Never used tobacco products: Adults who have never smoked or who smoked fewer than 100 cigarettes in their entire life- time

Currently use tobacco products: Adults who have smoked at least 100 cigarettes in their lifetime and currently
smoke ciga- rettes every day (daily) or some days (non-daily).

Formerly used tobacco products: Adults who have smoked at least 100 cigarettes in their lifetime but say they currently do not smoke.

17d(i): Former smokers ONLY: How many years ago did you stop smoking? Response should be in YEARS only;
unless subject has stopped smoking less than 1 year ago. If stopped less than 1 year ago, indicate the amount of time
in months only

17d(ii): Main reason for stopping tobacco use:

IlIness or condition: Subject has (or had) an illness or condition (i.e. heart attack, stroke, lung condition, cancer
etc.) that en- couraged or caused him/her to stop tobacco use.

Bad for health: Participant believes (or believed) that tobacco use is bad for their health and he/she decided to stop
using to- bacco products

17f: Regularly = Most days of the week (5 out of 7 days) for greater than or equal to 1 month

18. Alcohol
se: Q18a.

Formerly used alcohol products: Adults who have consumed at least 12 drinks in their lifetime but say they currently do not consume
alcoholic beverages.

Currently use alcohol products: Adults who have consumed at least 12 drinks in their lifetime and currently consume alco- holic
beverages.

Never used alcohol products: Adults who have consumed < 12 drinks in one lifetime

18d(i): Former alcohol users ONLY: How many ¥ears ago did you stop drinking? Response should be in YEARS
only; unless subject has stopped consuming alcohol less than 1 year ago. If stopped less than 1 year ago, indicate the
amount of time in months only

18d(ii): Main reason for stopping alcohol use:

IlIness or condition: Participant has (or had) an illness or condition (i.e. heart attack, stroke, lung condition, cancer
etc.) that encouraged or caused him/her to stop alcohol use.

Bad for health: Participant believes (or believed) that alcohol use is bad for their health and he/she decided to stop
using alco- hol products

http://etd.uwc.ac.za/
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PURE
Participant Contact Form CRF 355

PURE Individual #062  Plate #355 Visit
#003
Subject
Subject ID:
Centre # Community # Household # Member # I nltla|S F M L

17. Tobacco Use (Refer to facing page for definitions):
a) What best describes your history of tobacco use (i.e. cigarettes, beedies, cigars)?
[ i) Never used tobacco products [] ii) Currently use tobacco products_] iii) Formerly used tobacco products

(Goto Q17e)
b) For BOTH current and former smokers: A
ge
i) At what age did you start smoking? pearsy ] Unknown
i) Avg # cigarettes per day ii) Avg # beedies per day
i) Average # of cigarettes/beedies smoked per L] Unknown
d Unknown
ay
c) For former ONLY:
Months (if less than 1 year only)
OR
i) How many years ago did you stop smoking? Years [ Unknown
i) What was the main reason for stopping? Check ALL that
appty O O O O O O
Iliness or High Health Care Family against Bad for Other Unknown
Condition Cost Worker advice smoking health

d) For current ONLY:
i) How many times have you tried to stop smoking for more than 1 month?

] Never O one O Two L] Three L] Four L] Five [ Six or more

i) Avg times per day

e) Over the last 12 months, have you chewed tobacco regularly? ] N [Jve ’ ] Unknown

Chewing Tobacco (includes tobacco added to paan)

18. Alcohol Use: (Refer to facing page for definitions) S

a) What best describes your history of alcohol use?

] i) Never used alcohol products [ ii) Currently use alcohol products[ iii) Formerly used alcohol products
(Go to Q19)

b) For BOTH current and former drinkers:
i) At what age did you start httpr77etd .ri:wc.ac.za/ inking?
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Age

: L1 Unknown
ii) Average # of drinks consumed: ears)
c¢) For former ONLY: i) Avg # of drinks

ii) Frequency
—» [ 0

Daily Weekly

Monthly
O (] Unknown

Montbhs (if less than 1 year only)

iy How many years ago did you stop OR
drinking? Years —— g

if) What was the main reason for stopping? Check ALL that apply

] Hlnessor [ High [ HealthCare [ Family against [ Bad

Unknown

O

Other Unknown

for
y : s O
Condition Cos Worker advice drinking health
t
Questions Related to Diet
19. Have you changed your diet during the last three D No D Yes
years?
19a. If yes, was it due to health conditions?] [ ]Yes
N

0 19b. If yes, what health conditions
20. Are you on any Special \:‘ No |:| Yes —If YES, what diets are you currently following - Check all the apply

diet?

[] a. Diabetic ] b. Low fat [ c. Low salt [ d. Weight reducing
diet Diet diet diet

[] e Others, please specify

http://etd.uwc.ac.za/
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Facing Page Instructions
CRF 356

Red Meat: includes beef, pork, lamb, mutton, goat, veal consumed as main dish or as sandwich or mixed

dish.

Vegetables: potato is not included in vegetable group.

Soft drink: includes Coke, Pepsi, delister, Guarana, Gingerale, Fanta, Freezit (light and regular), Thums up.

Snack: includes chips, all types of chocolate, candy, sohan, pofak, faloodeh, keropok, ikgn, jeruk buah,
drops, tulum- ba, lokmo, hanim, Samosa, Mathri, Namkeen, Murukku, Chakkli, Kachori, Pakora

Vada, Bajji, Bonda, sweet made with cheese and other food similar to these.

Fish, cooked: includes any type of fish that is steamed, boiled, grilled, BBQ, roasted or baked

Bread: includes chapati, paratha, roti, gluten bread, integral bread, kajzerki, wroclawskie, pide,

ekmek, esmer, khameer, khbuz.

Rice: includes sticky rice, rice noodle, white rice, brown rice

http://etd.uwc.ac.za/
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PURE
Participant Contact Form CRF 356

PURE Individual #062  Plate #356 Visit
#003
Subject
Subject ID:
Centre # Community # Household # Member # I nltla|S F M L

During the past year, on average, how often have you consumed the following foods and drinks?
(please check the appropriate box)

Never,
SV 1aimo lwk 24wk 56wk lday  2-3/day  >4/day

Avg Serving <1/rE|th |:| I:' I:I |:| |:| \:‘ I:I

21. Whole milk
1cup
22. Skim milk or low fat milk 1 cup e | [ [ [
23. Eggs 1 ] THRR | ORI | e []
24. Chicken with skin so-r2ad| (M |0 MU & O O O
25. Chicken without
o 90-120g

e el [ 22 | [ [ [
26. Red meat with fat 90-120g & PR ENEEE ) [ [ []
27. Red meat without fat 90-1209 « 7] MBNIOCAPE ] [ 0O []
28. Fish, cooked 1 fillet ] I I e T e A e I R []
29. Fish, fried it ] [ OO O OO O O [
30. Fish, salted 20g [] 1 0 e A e A e A O []
31. Whole wheat/multigrain bread 1slice [ ] 1 O O O [0 O [
32. White bread 1slice [] e e I e O e []
33. Fruits 1 medium [ ] 1 ] [ 01 00 U [
34. Vegetables (fresh/raw) ep [ [ OO0 OO O O O O
35. Vegetables (cooked) V2cup [ ] 1 1 O 00U []
36. Vegetables (fried) Yeeep 1 [0 [0 OO0 O O O O

http://etd.uwc.ac.za/
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37. Vegetables (stir-fried) 1/2 cup

1 O O O o O 0O QO
38. Soft drink (reg) wglassrean ] (] [ [ [0 OO O [
39. Soft drink (diet) 1glasscan ][] [ [0 [0 OO O [
40. Fried foods (potatoes etc.) 1 cup [] i O O []
41. Snacks D D D D D D D D
42. Rice 1cup D D D D D D D D
At a Tt foodinon-Tastood oo oo oo

restaurant?

http://etd.uwc.ac.za/
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Facing Page Instructions CRF 357

I8 NI BIN NI NIN NI

[

UNIVERSITY of the
WESTERN CAPE
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PURE

Participant Contact Form CRF 357
bokeR A RAE| BLBAT T RIRLLTTTTT HE
#003 Subjectt®: Subject
Centre # Community # Household # Member # | n |t| aIS F M C

Transportation:

44. How often do you Never or less Less than 1-3/mo 1wk 2-4/wk 5-6/wk 1l/day
travel: than oncelyr ~ °NCe/MO Unk

O

[]
[]
[]

a) By foot (Walk) [] []
b) By Bicycle (Non-motorized)
c) ByBus

d) ByTrain

e) By Truck

f) By Boat (Ferry)

HEE [0\ .
=i (e () (][]
LU [ [
OO 00O 0O
00O 00O
00O 00O
000 oo
I I I A B B e N A

g) By Auto Rickshaw/Taxi

Less than

I\Ievc-%lrr] or . ONCeMMO 4 a0 Lwk 2-4lwk 5-6/wk Uday  Unk
ess than

oneefyt} | D?DDDD

h) On a motorized two
wheeler

If one of these options are checked, answer h(i)

h(i) Do you wear a helmet when traveling on the two wheeler?
L]

_> .
Sometimes

h(i)-a As a [(INo [ Aways [ | Not [ Junk

driver Ye applicable

O]
U

http://etd.uwc.ac.za/
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O

h(i)-b As a passenger No Sometimes
>
I:l I:l Always I:' Not l:l Unk
Yes
applicable
Less than

Neveror ~ ONC¥/MO 4 4o 1wk 2-4iwk 5-6iwk l/day  Unk

less than

o |0 O O OO OO
i) Ina v
car

It one of these options are checked, answer i(i)

i(i) Do you wear seatbelt when traveling in the vehicle?

[Ino [

i(i)-a As a driver

Ye
—

i(i)-b Asa S
passenger

DNO

Ye

Soas L] Not vy
Sim;;mes D applicable D k
Not Un
applicable k

http://etd.uwc.ac.za/
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Facing Page Instructions
CRF 358

Vigorous physical activities refer to activities that take hard physical effort and make you breathe much
harder than normal.

Moderate activities refer to activities that take moderate physical effort and make you breathe somewhat
harder than normal.

Time spent walking in the last 7 days: includes at work and at home, walking to travel from place to
place, and any other walking that you might do solely for recreation, sport, exercise, or leisure

Time spent sitting on weekdays during the last 7 days: includes time spent at work, at home, while doing
course work and during leisure time. This may include time spent sitting at a desk, visiting friends,
reading, or sitting or lying down to watch television.

http://etd.uwc.ac.za/
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PURE
Participant Contact Form CRF 358

PURE Individual #062  Plate #358 Visit
#003
Subject
Subject ID:
Centre # Community # Household # Member # I nltla|S F M L

Questions Related to Physical Activity

45, During the last 7 days, on how many days did you do vigorous physical activities for at least 10 min?
(e.g. heavy lifting, digging, heavy construction, aerobics, fast bicycling, tiling, harvesting, competitive sports)

Usual time spent on one of those days doing vigorous physical
activities Days per-week > hrs. min.

I:l No vigorous activity > Go to Question 46

46. During the last 7 days, on how many days did you do moderate physical activities for at least 10 min?
(e.g. carrying light loads, bicycling at a regular pace, Tai chi, recreational sports) - Do not include walking.

Usual time spent on one of those daysdoing moderate physical
activities Days per-week > hrs. min.

I:l No moderate activity > Go to Question 47

47. During the last 7 days, on how many days did you walk for at least 10 mins at a time?

Usual time spent on one of those days doing walking

v

Days per week

hrs. min.

http://etd.uwc.ac.za/
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|:| No walking Go to Question 48

48. During the last 7 days, how much time did you spend sitting on a week day?

hrs/day. min./day

D Don’t know/ Not sure

http://etd.uwc.ac.za/
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Facing Page Instructions
CRF 359

Q49. Current Disability (questions a to m inclusive)
A No or Yes response is required for each question (49a to 49m).

Q49. Current Disability (questions n to r inclusive)

Over the past month, indicate if you’ve had any difficulty with any of the activities listed. A response to
each ques- tion is required.

Q49 [o, p, q, rl:

If you do not play games, read books, take medications, drive a vehicle or take public transportation,
please check the ‘Never performed/Do not need to perform’ box accordingly.

http://etd.uwc.ac.za/
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PURE
Participant Contact Form CRF 359

PURE Individual #062  Plate #359 Visit
#003
Subject
Subject ID:
Centre # Community # Household # Member # Initials FoM L
49. Questions Related to Current Disability: No Yes

a. Do you have any problems using your fingers to grasp or
handle?

b. Do you have any trouble walking about?

c. Do you have any trouble bending down and picking up an object from the floor?

[ OO

d. Do you requiire a walking stick, cane or walker to move about?

e. Do you have any trouble reading or seeing the individual grains of rice/corn on your plateD

(with glasses worn)
f. Do you have any trouble seeing a person from across the room? (12 feet/3.5 meters)

(with glasses worn)

g. Do you have trouble speaking or being understood?

h. Do you have any trouble hearing what is said in a normal conversation?
i. Do you have difficulty bathing or showering?

j. Do you have difficulty preparing a hot meal?

k. Do you have difficulty shopping for groceries?

I I B A B e B R B e

. Do you have difficulty making telephone calls?

N I e 0 e A [ IR B R I

m. Do you have difficulty managing money, such as paying bills and keeping track of expen

Over the past month, how much difficultythaietyouhachwithethe following:

March 03, 2017 Version 5.0 FINAL



gtopped performed/ Do
_ ue not need to
None Mild Moderat to difficulty perform

e

n. Remembering things that happened a few days beforeD
(e.g. conversation, people visiting)

L] ]

o. Playing a game or reading a book that requires
concentration? (e.g. games, crosswords, checkers, D
chess cards)

p. Organizing and taking your medications?

g. Driving (see facing page for instructions)

R ) IR
I e I R
B e I D
I T R I D I
I T R I e

r. Using public transportation

http://etd.uwc.ac.za/
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Facing Page Instructions
CRF 360

Spirometry Measurements

The first 5 study participants in each community will complete Spirometry measurements using both
OLD and NEW Spirometers. To complete the spirometry measurements during follow-up visit, please
alternate OLD and NEW for the 5 study participants

Example:

In Community 001 for the first 5 participants, use the suggested method (similarly for all
communities) Participant 01 - OLD and then NEW

Participant 02 - NEW and then

OLD Participant 03 - OLD and

then NEW Participant 04 - NEW

and then OLD Participant 05 -

OLD and then NEW

Record the spirometry measurement data for the OLD and NEW spirometers in the appropriate section on
the CRF. When completing the clinic visit, measure the Blood Pressure first and then the first Spirometry
measurement (either OLD or NEW), complete the remaining measurements and then complete the second
Spirometry measurement (NEW or OLD).

Please ensure that the time between the OLD and NEW measurements are at least 30 minutes apart

When the first 5 participants are complete, all remaining participants will complete spirometry
measurements using the NEW spirometry only.

Q50. Spirometry measurements are required for each participant at follow-up. If however, a participant
refuses or is not able to perform any of these tests (for whatever reason), indicate NO to question 50 and
provide reason(s) why. Otherwise, indicate YES to question 50 and also indicate if participant requires
measurements using both OLD and NEW spirometers (applies to first 5 participants only), or NEW only.

Q51. Spirometry results, using OLD spirometer

A minimum of three tests/readings are expected for each participant. Record the results of the 3 tests using
the OLD spirometer in the appropriate section of the CRF.

Q52. Spirometry results, using NEW Splronﬂle’[tt%://etd.uwc.ac.za/
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52a. A minimum of three tests/readings are expected for each participant. After each test/maneuver is
performed, en- ter the quality message code (that corresponds with the message provided by the spirometer)
in the boxes provided. For example, if the machine shows ‘Blast out faster’ after the first test, indicate code
02 in Test # 1 Code box. Repeat maneuvers until message ‘Test Complete’ appears on the spirometer, or
until the participant refuses to perform any additional tests (if this occurs, press ‘Exit’ vs. ‘Next’ on the
machine).

52b. At the end of 3 complete tests, an overall quality grade will be provided by the machine. Check the
appropriate grade box or ‘No grade provided’ (this should only occur if the participant performed less than
3 maneuvers).

52c. After the overall quality grade is provided, the predicted Best Trial result will appear on the machine.
Record the results of the best trial in the boxes provided, or check ‘No predicted BEST trial results
provided’ (this should only oc- cur if the participant performed less than 3 maneuvers).

52d. Print off a copy of the spirometry test results (which should be setup on the machine to show the 3
best trial re- sults, with flow and volume graphs included) and provide a copy to the Project office.

http://etd.uwc.ac.za/
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PURE
Participant Contact Form CRF 360

PURE Individual #062  Plate #360 Visit
#003
Subject
Subject ID:
Centre # Community # Household # Member #

Initials F M t

50. Was spirometry performed@
N

Participant refused  [_] Participant not able to perform spiromety tests
Telephone/Mail-out visit only

¢}
Other, specify

See facing page for details about
using OLD and NEW spirometers

I:l Yes both OLD.and NEW spirometry tests NEW spirometry tests ONLY
—

Pt. requires (complete both OLD and NEW sections below) (complete NEW section only)

51. Spirometry Results (using OLD spirometer):

Test # 1 Results Test # 2 Test # 3 Results
Results
a) FEV1 (Litre): g
b) FVC (Litre): ¥ . i
¢) PEFR (Litre/min):

52. Spirometry Results (using NEW spirometer):

52a. Record the quality message, as provided by the spirometer, for each test performed (min of 3; max of 8).

See quality messages and associated codes in table to the right. p Quality Message Codes

Enter the message code (that corresponds with the quality message that appears

. - 01: Don’t hesitate
on the spirometer) in the boxes below, for each test performed

02: Blast out faster

Test# 1 Test#2 Code Test# 3 Code Test#4 03: Blow out longer

04: Good effort; do next
Code Code

http Z//th . uwc.ac.za/ 05: Blast out harder (only in frontline mode)
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Test#5 Code Test#6 Code Test#7 Code Test# 8 Code 06:Wait until buzz before blowing out
07: Cough detected; try again

08: Deeper breath

09: Test complete

NOTE: When 3 acceptable tests have been obtained (in at least 3 tests or more), quality
message Test Complete” will appear on the spirometer, followed by an overall quality
grade (for 3 complete tests). Record the quality grade in Q53b..

52b. Overall Quality grade (at the end of 3 complete tests) as indicated on the spirometer (check ONE only):

[ ] Grade A [ ] Grade B [] GradeC [] Grade D [ ] Grade F ] No grade provided

Ll
52c. Record the predicted BEST trial result, as provided by the —p  Nopredicted BEST trial results provided

spirometer OR

Predicted BEST Trial
Result

a) FEV1 (Litre):

b) FVC (Litre): .

c) PEFR (Litre/min):

52d. Provide a copy of the spirometry test results (showing 3 best flow and volume graphs) to the Project Office

http://etd.uwc.ac.za/
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Facing Page Instructions
CRF 361

Q53: Physical

Measurements:

If NO physical and/or BIA measurements were obtained (b/c the subject refused or if the follow-up visit was
per- formed via telephone), indicate NO to question 53 and proceed to Q54.

If any physical and/or BIA measurements were obtained, indicate YES to question 53 and provide details
of each. If any individual measurements were not obtained (i.e. waist circumference was not obtained),
indicate ‘Not done’ be- side the corresponding measurement.

Sitting  Right Arm Blood

Pressure:

Subject must be resting and calm for 5 minutes, should not have smoked, exercised or eaten in the last 30
minutes, and should not have climbed the stairs in the last 15-30 minutes before taking this measurement

Subject should be seated upright and relaxed with his/her right arm supported at
heart level Record two readings at least 3 minutes apart.

Qb54. Urine
Samples:

For India participants ONLY: Urine samples are to be collected and shipped to Bangalore for analysis.
Record the urine sample label # in the boxes provided.

Q55. Blood Samples (local labs
only):

If you are analyzing samples in your local lab, provide results/reports to the participant and record all details
in Q54. If any of these individual tests was not obtained/analyzed, indicate “Not Done’ for corresponding
test.

http://etd.uwc.ac.za/
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PURE

Participant Contact Form CRF 361
. ____________________________________________________________________________________________________________________|]

PURE Individual #062  Plate #361 Visit
#003
Subject
Subject ID:
Centre # Community # Household # Member # I nltla|S F M L

53. Were physical measurements and/or I:l No
—Jp Goto Q54 |:| Yes —3 Provide measurements for each below.

BIA measurements done?
If some were not performed, indicate the
corresponding ‘Not Done’ check box.
a) Weight: kg [] Not done c) Waist: ] (] Notdone
_ ] Not done , C ] Not done
b) Height: d) Hip:
c —» Tie . ] Not done
e) Blood midt
m
pressure: g
C
#1 m
Systolic Diastolic (00:00-23:59)
#2) mmH .
—>  Time (] Not done
g (00:00-23:59)
Systolic Diastolic
f)  Body fat% Not done
]
g) Body . (] Not done
water%
rating
h)  Muscle mass
)y BMR

i)  Physical http://etd.uwc.ac.za/



k)  Metabolic

Not done

O

] Not done

D Not done

[] Not done

age
) Bon
e
m) Visceral
fat

Urine Samples (India ONLY)

54 Was urine sample

obtained?

c) Please print Urine label
#:

Not done

Not done

O

DNO—> Goto

—>

Blood Samples - Local labs ONLY (applicable to all sites)

55 Were LOCAL blood
samples obtained?

DNO—> Goto

—w

D Ye

56 S

[ ]ve P)

55 S

b) D Fasting

L]

Fasting
sample

sample

c) LOCAL LAB RESULTS OBTAINED AT THE FOLLOW-UP VISIT:

i) Plasma
Glucose

(fasting) .

i) Triglycerides

(fasting) °

V) LpL

(fasting) °

(] mg/d [ Notdone ii) Cholesterol
L]

mmol/L (fasting)

mg/dL. iv) HDL
] ] Not done

mmol/L (fasting)
(] mg/dL
] [ ] Notdone

mmol/L

http://etd.uwc.ac.za/

[] mg/dL
. mmol/L
mg/dL
o |:| mmol/L
]

D Non-fasting sample

All urine samples to be shipped to Bangalore for processing

D Non-fasting sample

] Not done

] Notdone



Name of Interviewer: (please print) | ast Name
First Initial

Date year month day
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