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Appendix B

Information Sheet
Dear Sir / Madam,

Hello! My name is Janine Webber and I am doing a study on adherence t0 lifestyle
changes andtremnentinpaﬁmtswiﬁ:highbloodprwsme. Research is the process of
testing, comparing and analyzing information (new and old) to learn the answer to 2
question. In this smdywewanttolemnWhetheraspeci:ﬁcdiarywillhelpyouwiﬂzhigh
blood pressure to stick to their programmes and in tum lower blood pressure. The study
may help to improve adherence to lifestyle programmes in turn lowering blood pressure
and helping you get better.

I am asking youtotakepaztinaresearch study. Thés'tudyisanexperimentandwﬂl take
place for a period of nive months. This means that there will be three groups in the study
— one group will getﬂ:eusualueauneniinihacﬁnic (control group), one group will geta
diary and a once a month telephone call as well as the usual treatment in the clinic
(experimental group 1) and the third group will get the once a month telephone call only
and the usual treatment in the clinic (experimental group 2). The “usual treatment’
consists of a check-up with the doctor, assessment from the dietician, an educational talk
and 20min exercise class with the physiotherapists (each time you come 10 the doctor at
the hypertension clinic) and receiving your medication.

If you decide to take part in the study, your blood pressure, waist and hip measurements,
weight and height, exercise capacity, heart rate and glucose level will be taken at the
beginning, at six months and at the end of the study (nine months). This will not take
longer than 30 minutes each time. A pin prick on your finger will be needed to get a drop
of blood for the glucosetestandwi]lbedone three times during the study at the
beginning, six months and nine months. The exercise capacity test will involve a six
minute walking test where you will walk between the beacons (20m apart) for 6 minutes
as fast as you can. If you get tired you will be allowed to stop.

Aquesﬁomairewillalsobcﬁlledinatﬂlebéginningofthesmdyandﬂﬁswiﬂtake 15
minutes to fill out. Itwillincludeqmﬁonsooncemingage, education as well as health
and exercise questions.

Afterthemeasmemwtsmtakminthebegtmﬁng,youwiﬂberandOmimdto one of the
three groups. RandOmizjngmeansyouwﬂlbeaﬂocaIﬁdtoagrmrpbychancewithom
being purposefully placed in a group- If you are in the conirol group, you will be
expected to attend the clinic as you nonnallydoandyouwi]lreceive ‘usual treatment’.
If you are in experiment group l,youwillreceive‘usualtreannent’aswe]lasadiarythat
youwﬂltakehomewiﬂlyouamiusefortheninemonﬂlsoftbestudy. If you are in
experimental growlyqumﬁ]lmceivethe “usual treatment’ as well as a once a month

phone call for 2 period of nine months.



The study will take place in the Hypertension Clinic at Helen Joseph Hospital and you
will not be expected to travel anywhere else for the study. _ '

The benefit of taking part in the stady is that you will have the opportunity to be part of
an intervention that may be helpful in lowering blood pressure. You will be given
information on the study while involved in the project and after the results are available.

Yompmﬁcipaﬁonisvohmiatyandrefnsaltoparﬁcipminﬂmsﬁldydo&snotmeanthat

your treatment at the clinic will be changed in any way.
Yompasonalhfomaﬁonwﬂlbekeptwnﬁdmxﬁalbﬂabmhﬁewnﬁdenﬁaﬁtycanmtbe
guaranteed. Personal information may be disclosed if required by law. Certain
organizaﬁonsmayinspeﬁandlwoopyyomreswmhm:ﬂsforquﬂﬁymmceand
daﬁmdysissmhastheRmarchEﬂﬁmCmmitteemdﬂEMedicinﬁComlCDMGﬂ.

You may contact us for further information or to report any adverse events in connection
with the study.

Contact details are as follows:
Janine Webber (011) 489 0334/5/6 084 567 8020
(Researcher)

If you have any complaints or problems please contact:
Professor Peter Cleaton-Jones (011) 717 2301
(Chair of Ethics Committee)



Consent Form

| 8 (the subject) consent to participate in the study
explained above. All my quﬁﬁonshavebecnanswwedandlundcrswndiamﬁeeto

leave the study and my treatment will not be changed.

Subject Researcher Witness
Janine Webber
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Section A
Age:

Sex:

Race:

Educational level:

Data Coilection Form

Male / Femalie
White / Black / Indian/ Coloured / Asian

Grade 7 Grade 8 - 10..

Annual income per annum: R 120,000 or more

Section B

R 80,000 - <R 120,000
R 50,000 -<R 80,000
R 30,000-<R 50,000
R 20,000-<R 30,000
R 15,000-<R 20,000
Less than R 15,000

1. Have you ever had any of the following?

S@ke

Heart problemé
Eye problems
Diabetes

Renal problems

High cholesterol

Yes/No
Yes/ No
Yes/ No
Yes/ No
Yes./ No

Yes /No

Grade 11 -12
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2. Do you:
3.1 Smoke
If yes, how many cigarettes per day?

1-5 6-10 11-15 16-20 more than 20
3.2 Drink Alcohol

If yes, how much alcohol per day?
1-2 units 3-5 units more than 5 units

(Where 1 unit = 1 tin beer /1 tot / 1 glass wine/cherry)

Section C
1. How many times per week do you exercise?

0 1 2 3 4 5 More than 5

2. How long do you exercise for per day?

Less than 10 minutes / 10 minutes /15 minutes / 20 minutes / 30 minutes or more

3. What type of exercise do you do?
Walking Running House/garden work Weights Aerobics Class

Other:
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Guidelines for Exercise Test Administration

Table 4—1. Contraindications to Exercise Testing.

Absolute Coniraindications
1. A recent significant change in the resting ECG suggesting infarction or '
other acute cardiac evenis
. Recent complicated myocardial infarction

. Unstable angina 3
Uncontrolled ventricular dysrhythmia

2

3

4,
5. Uncontrolled atrial dysrhythmia that compromises cardiac function
£

7

8

. Third-degree A-V block
. Acute congestive heart failure

. Severe aortic stenosis
9, Suspected or known dissecting aneurysm
10. Active or suspected myocardifis or pericarditis
. Thrombophlebitis or intracardiac thrombi
12. Recent systemic or pulmonary embolus
~ 13, Acute infection
14. Significant emotional distress (psychosis)

Relative Contraindications
i. Resting diastolic blood pressure > 120 mm Hg or resting systolic blood

pressure > 200 mm Hg
Moderate valvular heart disease

s
: - 3. Known electrolyte abnormalities (hypokalemia, hypomagnesemia)
4, Fixed-rate pacemaker (rarely used) |
5. Frequent or complex ventricular ectopy
6. Veniricular aneurysm
7. Cardiomyopathy, including hypertrophic cardiomyopathy .
8. Uncontrolled metabolic disease (e.g., diabetes, thyrotoxicosis, or myx-
edema) -

9. Chronic infectious disease (e.g., mononucleosis, hepatitis, AIDS)

10. Neuromuscular, musculoskeletal, or theumatoid disorders that are exac-

erbated by exercise”

11. Advanced or complicated pregnancy
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LIFESTYLE MODIFICATION AS APPROPRIATE j

Monitor BP & other risk factors for Monitor BP & other risk factors
6~12 months for 3 - 6 months

]
3 S
SBP = 140 ) SBP < 140 SBP <140
or DBP 290 or DBP <80 or DBP <80
E I . "......'.'.....’..
H X 5 h 4
: Continue to monitor
@ :.-I.'..-IQ'...."....-..........I...--I..-...-.". @
wmmmmmhmm
Hg.l.mmmmmwmwmwwwm&
huemsmﬁaﬁmﬁmkhqnanﬁfyw
= BPCnthg)
) Stage 2
Stage 1 Moderate Stage 3
Normal High-normal Mild hypertension hypertension Severe hypertensio
SBP 120 - 129 SBP 130-139 SBP 140 -159 SBP 160 - 179 SBP > 180 "
Other risk factors or or i or or or
and diseage history DBP 80 - 84 DBP 85 - 89 | DBP%0-99 DBP 100 - 109 DBP > 110
oS o | * s Average risk Lowadded risk | Moderate added risk |  High added risk

1- 3 =
= i Low added risk Lowadded risk | Moderate added risk | Moderate added risk Very high added risk

= 3 major risk factors
or . v 5
':’W""F"‘ Moderate added risk |  High added risk High added risk Highadded risk | Very high added risk

or diabetes mellitus
Associated dinical = - & s = 5.4
i Highadded risk | Very high added risk Very high added risk { Very high added rick Very high added risk
mmhmwwmmmwm,d%m’
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