

http://crossmark.crossref.org/dialog/?doi=10.1186/s13063-016-1738-x&domain=pdf
http://orcid.org/0000-0003-0518-7161
mailto:e.fottrell@ucl.ac.uk
http://creativecommons.org/licenses/by/4.0/
http://creativecommons.org/publicdomain/zero/1.0/



http://www.isrctn.com/ISRCTN41083256

4c ) RN rr'r‘f se k‘i :'J,«v 15%,, f
o w:;a o 1b%,f et eds w e PN £
W e o) s f ]
by 86, 0 e o [d s'a v‘u 'n? ‘:v‘aﬂnf $-
e, '94 3 IR . il we -
490-4‘ 2 ecl 2 %f W 4 e 'fJ j
AR B T L
o 4 se efie €l 3' 2 s % 4ff 'H . .J4

k)
ﬁﬂk ¢4ajw '&J?Q‘ﬂﬂ‘c{j") ﬂ‘



Fottrell et al. Trials (2016) 17:600 Page 4 of 15

o e cie Nt 4 L -
Cumte e g % ‘? yy i LA %:M"J Sy oy 8, T e
, Km’ 2 !4’»‘}' A .1 4 ;'.l.’ﬂ" ](ﬁg‘. ! ,4.;'.'
& k r k J 4 I" y" J‘
3]4'9 #-,P c,n,er 25!
[ we g A :
Research questions and outcomes
i ] 1 "
Methods/design 'lf,:‘ l'fc; i}: s WA pE0 T ST e
Goals fei wp W ¥e AR
f’*l . R & R ,, Lt &0 se Yol -
v ] ] . .
a N
cg.«. cle m; o %D Mf LA &5 1y Prlm?r¥ research questlonsm ' ,
% ] M 4 !* ¢ i ]'5 % "iw]"!‘“‘ ﬁ org ” ey kd * s%° ‘5% ﬁ
" -
Objectives
1 £ #e J,‘t;’.‘F £ fe L Eie e F =8 ], n- 1. Wha_t_ls t_he e_ffect of a participatory community
L g Theis %, I ,;’ y A " ﬂ e VA T mobilisation intervention on a) the prevalence
- Y. g1 e I e i i i
v f.; v £ ;g é fy A ¥ 4 8 ° ? e fae s rm; of intermediate hype_rgI)_/cac_emla and T2DM and
Y 4 e
F ;“ ‘i Yy & f,jf effec | : e v ]4 e b) two year cumulative incidence of T2DM among
Table 1 Study outcomes and definitions
Outcome type Outcome Definition
Primary The prevalence of intermediate hyperglycaemia Proportion of adults aged 30 years or older with WHO
and T2DM categorisations for intermediate hyperglycaemia
(impaired fasting glucose or impaired glucose tolerance)
and T2DM
Two-year cumulative incidence of T2DM among Proportion of adults aged 30 years or older with plasma
individuals with intermediate hyperglycaemia glucose cut-off categorisations for intermediate
at baseline hyperglycaemia at baseline who are categorised
as T2DM at endline
Secondary Blood pressure Mean population diastolic and systolic blood pressure
Prevalence of hypertension Proportion of adults aged 30 years or older with systolic
blood pressure 2140 mmHg or diastolic blood pressure
290 mmHg or self-reported current treatment with
anti-hypertensive medication
Body mass index Mean population BMI
Prevalence of overweight and obesity Proportion of adults aged 30 years or older with a BMI
of 23 kg/m? or more
Abdominal obesity Proportion of adult men and women aged 30 years
or older with waist-to-hip circumference ratio >0.9
or >0.85, respectively
Quiality of life score Mean health-related quality of life (EQ-5D)
Psychological distress among self-reported diabetics Mean SRQ score among adults aged 30 years and
older with self-reported diabetes
Explanatory Physical activity Proportion of adults aged 30 years and older engaged
in 30 minutes or more of physical activity per day on
at least 5 days per week
Intake of fruit and/or vegetables Mean number of portions of fruit or vegetables
consumed per adult aged 30 years or older per day
Population knowledge about diabetes risk factors, Proportion of adults aged 30 years and above who are
symptoms and complications (a) able to name at least one cause of diabetes, (b) able
to report at least one symptom of diabetes, (c) able to
report at least one complication of diabetes, (d) able to
recognise complications of diabetes when prompted,
(e) able to report at least one way to reduce the risk
of getting diabetes and (f) able to report at least one
way to control diabetes if diagnosed
Self-awareness of diabetic status Proportion of diabetics who correctly report their
diabetic status
Receipt of treatment or advice for diabetes Proportion of diabetics receiving care or advice from

a medical professional

Abbreviations: BMI Body mass index, SRQ Self-Reporting Questionnaire, T2DM Type 2 diabetes mellitus, WHO World Health Organisation



individuals with intermediate hyperglycaemia at
baseline?

2. What is the effect of an mHealth health promotion
and awareness intervention on a) the prevalence
of intermediate hyperglycaemia and T2DM and
b) two year cumulative incidence of T2DM among
individuals with intermediate hyperglycaemia at
baseline?

Ancillary questions
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What is the effect of a) a participatory community

mobilisation intervention and b) an mHealth health
promotion and awareness intervention on population:

Blood pressure

Prevalence of hypertension

Body mass index

Prevalence of overweight and obesity

Prevalence of abdominal obesity

Health-related quality of life

Psychological distress among self-reported diabetics
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Explanatory outcomes

.r"r‘ -
o i % t sy s ‘Ew w‘kj kw &
e e aUf h; § 4 4 ‘?&

o' : s Y% ,11» r » * Y " 'H
i )F"’M % "’"4’“1"3"; ﬂ‘vw]” :
. r'h- 4'r‘ e et e
'}Js' 1” «1 F ‘ ,.‘1(1 f ]a é",.”""
kg ‘1 c.' S Y k! R o

5, W'ow !

1. Population physical activity levels

2. Population intake of fruit and vegetables

3. Population knowledge about diabetes risk factors,
symptoms and complications

4. Self-awareness of diabetic status

5. Proportion of diabetics receiving treatment or advice
for diabetes

Trial design overview
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Interim analysis and stopping rules
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1. Process indicators, including community group
coverage, mHealth coverage (subscription rates) and
adherence to the implementation plan

2. The adequacy of the sample size and the validity of
sample size calculation assumptions about baseline
prevalence and incidence and intra-cluster correl-
ation coefficients

3. The comparability of treatment arms according to
baseline survey data

4. Data quality

. Endline survey design

6. The proposed trial analysis plan, including methods
for adjustment of stratification and clustering and
intervention effect measures to be reported
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