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Podoconiosis
What is it? A tropical lymphoedema arising in genetically
susceptible people who do not use footwear in highland
tropical areas (Price, 1976; Tekola et al., 2012).
Nationwide mapping in Ethiopia -SNNPR, Oromia and Amhara
most affected regions (prevalence ≥4%, Deribe et al., 2015)
1.5million people affected nationwide (Deribe et al., 2018)

Why it is important? Adverse consequences
Economic
Reduced productivity (costs to Ethiopia >$200million annually, Tekola
et al., 2006);
Psychosocial
Stigma from the community and health professionals(Tora et al.,
2014);
Low quality of life (Mousley et al., 2013), high levels of mental distress
(Mousley et al., 2014) and depression (Bartlett et al., 2016);
Physical
‘Acute episodes’ (ADLA) characterized by malaise, fever, chills, diffuse
inflammation and swelling of the limb, lymphangitis, adenitis and skin
peeling; known in Amhara as ‘michader’.

Hypothesis of the experiment: What did the GoLBeT trial test in the field?
Whether a simple lymphoedema treatment
package (comprising foot hygiene, skin care,
bandaging, exercises to improve lymph
drainage, elevation and use of socks and
shoes) would reduce the incidence of ADLA,
through a pragmatic randomised controlled
trial in northern Ethiopia.

Methods

Study design and participants
Pragmatic randomized control trial with two-arms;
1:1 ratio intervention:control arms, in 18 kebeles of Aneded woreda, East Gojjam
zone.
Participants
Adults aged ≥18 years with a diagnosis of ≥stage 2 podoconiosis (persistent
swelling);
Negative Binax-Filariasis rapid antigen test;
Intention to remain within Aneded woreda for the duration of the trial;
Informed consent
Randomization and Masking
Computer based, individual randomization done at KWTRP Clinical Trial Facility in
Kilifi, Kenya, using enrollment lists sent to Kenya
Trial-group assignment masked to those conducting analysis, but not to field team.
Ethical Approval
Approved by CHS IRB, NRERC, BSMS RGEC and FMHACA
Preceded by Rapid Ethical Assessment (Negussie et al., 2016)

Methods
Study procedures
Intervention Group:
oMonthly group meetings with instruction and practical demonstration of lymphoedema
management by CPAs
oSupporting daily self-treatment
oLymphoedema management comprised foot hygiene (soaking with water, wash with soap),
apply emollient and bandages, elevation and exercise, and use of socks and shoes.
Control group:
oControls wait-listed for treatment starting 12 months later
Both groups:
oScheduled follow-up visits for data collection were made at 3, 6, 9 and 12 months after
initiation, by data collectors independent of the CPAs.
oControl patients were visited on different days and sites to those randomised to the
intervention to minimise spillover.

Primary Outcome and Sample Size
Primary endpoint: Cumulative incidence of ADLA (total number of incident episodes over the 12-month followup period).
Secondary endpoints
Adherence to treatment (Foot washing, use of ointment, use of bandages, elevation, exercises, use of socks and
shoes.
Clinical outcomes: Clinical stage of disease, lower leg and foot circumferences, presence of mossy changes,
wounds and inter-digital lesions; Duration of ADLA days
Social outcomes (Quality of life, Perceived stigma)
Economic outcomes (Economic productivity)
Sample size
Assumptions: reduction in ADLA frequency of 28% (from 5.6 to 4.0 episodes per year); 90% power; α- level of
0.05; 40% increase to enable adjustment for four confounders; 15% drop-out rate.
Sample size per group - 340; total of 680 patients.
Trial registered at the International Standard Randomised Controlled Trials Number Register, number
ISRCTN67805210.

Results of the GoLBeT
Recruitment: Between December 2014-June 2015
The study participants were randomized either to the intervention
group (350, 50%) or to the control group (346, 50%).
A total of 46 (6.6%) patients did not complete the study; 29 (63% of
non-completers were in the intervention group and 17 (37%) in the
control group (P=0.07).
The main reasons for non-completion were voluntary withdrawal
23/46 (50%), death 19/46 (41%), protocol violation 2/46(4.3%) and
other reasons 1/46 (2.2%).
At the end of the study, 321/350 (92%) patients in the intervention
group and 329/346 in the control group were in follow up.

Results of the GoLBeT
Baseline characteristics
 Median age (IQR) of the participants was 50 (40 to 61) years; and more males 359/696
(52%) than females;
 Median age (IQR) was slightly lower in the intervention group (p=0.01);
 Only 19% in each group had attended any formal education;
 The overall WHODAS-II score (IQR) was 34 (26 to 39), the median total stigma score 18 (12
to 21) and the Dermatology Quality of Life index 21 (14 to 32), all similar between the two
groups
 Clinical measures such as episodes of ADLA in the previous month, disease stage, presence
of moss, lower leg and foot circumferences were also similar between the two groups.

Results of the GoLBeT – incidence of ADLA
Intervention group

Control group

N=350

N=346
PY

IR ratio (95% CI)*

IR diff (95% CI)

PY

ADLA events IR (95% CI)

ADLA events IR (95% CI)

Overall

387.1

7,515

19.4 (18.9-19.9) 378.1

9,035

23.9 (23.4-24.4)

0.81 (0.69 to 0.96)

-4.5 (-5.1 to -3.8)

Q1

102.3

1,227

12.0 (11.3-12.7) 102.1

1,642

16.1 (15.3-16.9)

0.75 (0.58 to 0.96)

-4.1 (-5.1 to -3.1)

Q2

100.1

2,492

24.9 (23.9-25.9) 100.0

2,903

29.0 (27.9-30.1)

0.86 (0.74 to 0.98)

-4.1 (-5.6 to -2.7)

Q3

97.5

2,182

22.4 (21.5-23.3) 96.9

2,555

26.4 (25.3-27.4)

0.85 (0.73 to 0.99)

-4.0 (-5.4 to -2.6)

Q4

87.2

1,614

18.5 (17.6-19.4) 79.0

1,935

24.5 (23.4-25.6)

0.76 (0.62 to 0.93)

-6.0 (-7.4 to -4.6)

*IRR computed using Poisson regression accounting for kebele (sub-district) clustering.
Table 1: Incidence of ADLA episodes overall and by quarter.

Effect modification by time across quarterly incidence
periods (p<0.001).
No strong evidence of effect modification by age
(p=0.05)

Effect modification by gender (p<0.001).
Intervention protective amongst males
(IRR 0.73, 95% CI 0.61 to 0.89), but not females (IRR 0.90,
95% CI 0.74-1.08).

Results of the trial – kebele location and ADLA duration
Evidence of intervention effect modification by kebele location.
 No difference in distribution of the participants to the intervention or control groups by
kebele location (p=0.67).
 Rate ratio for intervention effect ‘close’ kebeles 0.91 (95% CI 0.79 to 1.06); that in ‘remote’
kebeles 0.59 (95% CI 0.41 to 0.85).
ADLA duration
 Range: 1 to 35 days,
 Geometric mean duration (95% CI): 2.1 days (95% CI 2.0 to 2.2) intervention, and 2.3 days
(95% CI 2.2 to 2.4) control groups, p<0.001.
 Geometric mean total days ADLA per year: 18.9 (95% CI 18.6 to 19.2) interventions and
25.6 (95% CI 15.2 to 26.0) control groups, p<0.001.

Results of the trial – adherence and SAEs
 Adherence to the trial intervention was consistently high for washing legs
with soap, applying ointment, bandaging, elevation and exercise (adherence
>85% weekly) for the twelve months.
 Adherence to wearing socks and shoes was lower, even after the first 3
months, once custom shoes had been supplied.
 No SAEs were considered to be related to the intervention or intervention
products.
 Of the 19 deaths during the trial, 10/350 (2.9%) and 9/346 (2.6%) occurred
among intervention and control groups, respectively (p=0.84).
 Nine of those who died were male patients, and ten female patients.

Policy Recommendation of the GoLBeT
 Adoption of a simple lymphoedema management package is effective against
incidence and duration of ADLA, the most distressing consequence of
podoconiosis.
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